CLINICAL STUDY AGREEMENT

This  Clinical Study Agreement (the
"Agreement") is made and entered into by
and between:

Fakultni nemocnice Kralovské Vinohrady
(Kralovske Vinohrady University
Hospital),

Srobarova 1150/50, 100 34 Praha 10, Czech
Republic, ID: 00064173, TIN: CZ00064173,
established by the decision of the Ministry of
Healthcare of 29 May 2012 ref. No.: MZDR
17266-111/2012, changing and amending the
decision of the minister of healthcare of 25
November 1990 ref. No. OP-054-25.11.90 as
amended with the Measure of the Ministry of
Healthcare issued under ref. No.: MZDR
33222/2016 — 2/ OPR of 31 May 2016,
represented by Jan Votava, MD, MBA,
director, reference number: KH 20/2022, cost
center: 21034 (the “Institution”)

and

Assoc. Prof. Pavel Tésinsky, MD, PhD,,

with permanent address: || EGcNIGNGEG
I . cate of birth:
I (ihc “Investigator”)

and
PSI CRO Czech Republic s.r. 0.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Czech Republic, IN: 28196775, TIN:
CZ28196775, registered in Business
Register, Municipal Court in Prague, section

C, folio 132148, represented by | GTGTczNEN
I o< by
I (PS!)

PREAMBLE:

WHEREAS VectivBio AG, Aeschenvorstadt
36, 4051 Basel, Switzerland (the “Sponsor”)
is conducting a clinical study (the “Study”) of
the Investigational Medicinal Product

PSI Template, Czech Republic, 29-OCT-2017
Sponsor approved on 05 MAR 2020

Assoc. Prof. Pavel Tesinsky, MD. Ph.D

SMLOUVA O KLINICKEM HODNOCENI

Tato Smlouva o klinickém hodnoceni (dale jen
~Smlouva“) se sepisuje a uzavira mezi:

Fakultni nemocnici Kralovské Vinohrady,

Srobarova 1150/50, 100 34 Praha 10, Ceska
republika, IC: 00064173, DIC: CZ00064173,
zfizenou rozhodnutim Ministerstva
zdravotnictvi ze dne 29.5.2012 ¢.j.: MZDR
17266-111/2012, kterym se méni a dopliuje
rozhodnuti ministra zdravotnictvi ze dne
25.11.1990 ¢.j. OP-054-25.11.90 ve znéni
zmén provedenych Opatfenim Ministerstva
zdravotnictvi vydaného pod &j.: MZDR
33222/2016 — 2/ OPR ze dne 31.kvétna 2016,
zastoupenou MUDr. Janem Votavou, MBA,
feditelem, ¢islo jednaci: KH 20/2022,
nakladové stfedisko: 21034 (dale jen
.Zdravotnické zafizeni”)

a
Doc. MUDr. Pavel TéSinsky, Ph.D.,

s trvalym bydiistém na adrese: | EGEGN
|
datum narozeni: || (dale jen ,Hiavni
zkousejici“)

a
PSI CRO Czech Republic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Ceska republika, 1C: 28196775, DIC:
CZ28196775, zapsana v obchodnim rejstfiku
u Méstského soudu v Praze, oddil C, vloZka

132148, zastoupen: I
I - B
— 1%

PREAMBULE:

VZHLEDEM K TOMU, Ze  spoleCnost
VectivBio AG, Aeschenvorstadt 36, 4051
Basilej, Svycarsko (dale jen ,Zadavatel)
provadi klinické hodnoceni (dale jen ,Studie®)
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apraglutide compared to placebo (the “Study
Drug’);

WHEREAS the Study shall be conducted in
full compliance with the Sponsor's protocol
I /- open-label extension trial to
evaluate the long-term safety of apraglutide in
short bowel syndrome” and any amendments
thereto (the “Protocol”);

WHEREAS the Sponsor has engaged PSl as
a contract research organization to set up and
conduct the Study in the Czech Republic;

WHEREAS PSI desires to engage the
Institution and the Investigator to conduct the
Study, and the Institution and the Investigator
wish to conduct the Study;

WHEREAS the Investigator agrees to act as
the principal investigator for the Study at the
Institution;

NOW, THEREFORE, in consideration of the
terms and conditions set forth herein, the
parties agree as follows:

1. SERVICES AND OBLIGATIONS
1.1 Conduct of Study

a) The Institution and the Investigator
hereby agree to conduct the Study in a
diligent, efficient and skillful manner, in strict
compliance with this Agreement and the
Protocol. The Institution and the Investigator
shall also follow PSI's and/or the Sponsor’s
instructions as they relate to the Institution’s
and/or the Investigator’s performance under
this Agreement.

b) The Study shall be conducted at the
Institution. The Institution and the Investigator
agree that all individuals and entities that
perform any portion of the Study under the
Investigator's  supervision (the “Study
Personnel’) conduct the Study in
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Hodnoceného léCiveho pfipravku apraglutide v
porovnani s placebem (dale jen ,Studijni 1€k”);

VZHLEDEM K TOMU, Ze Studie bude
provadéna v plném souladu s Protokolem
Zadavatele || .Oteviena navazujici
klinickda  studie  hodnotici  dlouhodobou
bezpenost apraglutidu u pacienti se
syndromem kratkého stfeva“ avSemi jeho
dodatky (dale jen ,Protokol®);

VZHLEDEM K TOMU, Ze Zadavatel angazoval
PSI jako smluvni vyzkumnou organizaci, aby

zorganizovala a provedla Studii v Ceské
republice;
VZHLEDEM KTOMU, Ze PSI si preje

na provadéni Studie angazovat Zdravotnické
zafizeni a Hlavniho zkousejiciho
a Zdravotnické zafizeni a Hlavni zkouSejici si
pfeji provadét Studii;

VZHLEDEM K TOMU, ze Hlavni zkousSejici
souhlasi stim, Ze bude ve Zdravotnickém
Studie vykonavat
hlavniho zkou$ejiciho;

zafizeni v ramci ulohu

NYNi SE PROTO pfi zvaZeni vzajemnych
ujednani a zavazkul uvedenych v této Smlouve,
strany dohodly nasledovné:

1. SLUZBY A POVINNOSTI
1.1  Provadéni Studie

a) Zdravotnické  zafizeni a  Hlavni
zkousejici timto souhlasi, ze provedou Studii s
fadnou péci, efektivné a odborné, strikiné v
souladu stouto Smlouvou a Protokolem.
Zdravotnické zafizeni a Hlavni zkou$ejici se
budou téz Fidit pokyny PSI a/nebo Zadavatele
tykajicimi se pInéni Zdravotnického zafizeni
a/nebo Hlavniho zkousSejiciho vyplyvajiciho pro
né z této Smlouvy.

b) Studie bude provedena ve
Zdravotnickém zafizeni. Zdravotnické zafizeni
a Hlavni zkouSejici souhlasi, aby vSechny
fyzické i pravnické osoby podilejici se na
provadéni Studie pod dohledem Hlavniho
zkousejiciho (dale jen ,Studijni personal®)
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accordance with the Protocol and the terms
and conditions defined in this Agreement.
Further, the Investigator shall ensure that all
Study Personnel are trained in the Protocol,
Applicable Regulatory Requirements and
good clinical practices.

c) The Institution and Investigator warrant
that the Investigator and all Study Personnel
is an employee, agent or contractor of the
Institution and represent that the Investigator
has the necessary registrations and has the
necessary expertise, time and resources to
perform the Study and to provide direct
supervision of the Study Personnel.

d) The Institution and the Investigator
shall start to conduct the Study as soon as all
of the following events have occurred: (i) this
Agreement has been executed, (i) the
Protocol and the Study have been approved
by the responsible ethics committee(s) and
the competent authority(ies); (iii) the Site
Initiation Visit at the Institution has been
performed by the Sponsor and/or PSI; and
(iv) Case Report Forms (as defined below),
the Study Drug, and Study Supplies (defined
below) have been made available to the
Institution.

e) The Investigator and the Institution
acknowledge that the Sponsor is the sponsor
of the Study, and as such is an intended third-
party beneficiary of this Agreement and may
enforce the provisions as if it were a party
hereto. In addition to the foregoing,
Investigator and Institution agree that PSI
may disclose any and all information and/or
documents relating to this Agreement, and/or
relating to the Investigators and the
Institution’s participation in the Study to the
Sponsor.

f)  The expected Study duration is [

g) The Study will be conducted based on
the opinion of the multi-center ethics
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provadély Studii v souladu s Protokolem a
podminkami stanovenymi touto Smlouvou.
Hlavni zkouSejici dale zajisti, aby vesSkery
Studijni personal byl vySkolen ohledné
Protokolu, Platnych regulaénich pozadavku a
spravné klinické praxe.

c) Zdravotnické  zafizeni a  Hlavni
zkou8ejici zaruCuji, Ze Hlavni zkouSejici a
veskery Studijni personal jsou zaméstnanci,
zmocnénci nebo kontrahenti Zdravotnického
zarizeni a ruCi za to, Zze Hlavni zkouSejici je
drzitelem nezbytnych registraci a Ze disponuje
nezbytnou odbornosti, ¢asem a zdroji k
provadéni Studie a k zajisténi pfimého dohledu

nad Studijnim personalem.

d) Zdravotnické  zafizeni a  Hlavni
zkousejici zahaji provadéni Studie, jakmile
budou splnény v8echny nasledujici podminky:
(i) byla podepsana tato Smlouva, (ii) Protokol a
Studie byly schvéleny pfisluSnymi etickymi
komisemi a pfislusSnymi Gfady, (iii) byla
vykondna zahajovaci navstéva Zadavatele
a/nebo PSI studijniho centra a (iv) Hlavnimu
zkousejicimu byly zpfistupnény Zaznamy
subjektl hodnoceni (definovany nize), Studijni
Iék a Studijni material (definovany nize).

e) Hlavni  zkouSejici a  Zdravotnické
zafizeni berou na védomi, ?e Zadavatel je
zadavatelem Studie a jako takovy je

zamyS$lenou opravnénou tfeti osobou této
Smlouvy a muze vymahat jeji ustanoveni, jako
by byl smluvni stranou této Smlouvy. Kromé
vySe uvedeného Hlavni zkouSejici a
Zdravotnické zafizeni souhlasi s tim, Zze PSI
muze predat Zadavateli jakékoli informace
a/nebo dokumenty tykajici se této Smlouvy
a/nebo tykajici se ucasti Hlavniho zkou$ejiciho
a Zdravotnického zafizeni ve Studii.

f) Ptedpokladana doba trvani Studie je [}
|

g) Studie bude provedena na zakladé
stanoviska multicentrické etické komise ze dne
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committee of 12.05.2021, ref. No. 41/21MEK,
ethics committee of the Institution file No.
KH/20/00/2022 of 01.06.2022 and approval of
the State Institute for Drug Control ref. No.
sukls126565/2021 of 23.06.2021. PSI is
responsible for communication with RA/EC.

h) The Sponsor/PSI represents that it will
enter into a
remuneration with the Investigator under
which the Investigator and Study Personnel
will  receive remuneration for their
performance within the Study.

separate agreement on

The Institution acknowledges that the
remuneration for the pharmacist will be
mentioned and provided for within a separate
agreement made by the Sponsor/PSI and the
pharmacist.

The Institution acknowledges that the
remuneration for the radiologist if the
radiology examination will be done within the
Study will be mentioned and provided for
within a separate agreement made by the
Sponsor/PSI and the Investigator.

The Institution acknowledges that the
remuneration for the pathologist if it is
applicable will be mentioned and provided for
within a separate agreement made by the
Sponsor/PSI and the Investigator.

1.2 Regulatory Compliance of Study

a) Each party shall perform its obligations
under this Agreement with due diligence and
in strict compliance with: (i) all laws and
regulations applicable to the conduct of
clinical trials; (i) all generally accepted
standards of good clinical practice, including
without limitation the current Good Clinical
Practices Guidelines of the
Conference on Harmonization and the ethical
principles of the World Medical Association
Declaration of Helsinki; (iii) the applicable
laws related to data protection and data
privacy, including without limitation, the
Regulation (EU) 2016/679 of the European
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12.05.2021 ¢&.j. 41/21MEK, etické komise
Zdravotnického zafizeni sp. Zn KH/20/00/2022
ze dne 01.06.2022 a povoleni Statniho ustavu
pro kontrolu Ié€iv &.j. sukls126565/2021 ze dne
23.06.2021. Za komunikaci s RO/EK odpovida
PSI.

h) Zadavatel/ PSI prohlasuje, ze s Hlavnim
zkou$ejicim uzavie samostatnou dohodu o
odméné, na jejimz zakladé bude Hlavni
zkousejici a Studijni personal odménéni za
jejich vykon v ramci Studie.

Zdravotnické zafizeni bere na védomi, Ze
odména farmaceuta bude uvedena a zaji$téna
v ramci samostatné dohody uzaviené mezi
Zadavatelem/ PSI a farmaceutem.

Zdravotnické zafizeni bere na védomi, Ze
odména radiologa, bude-li radiologické
vySetfeni vradmci Studie provedeno, bude
uvedena a zajisténa v ramci samostatné
dohody uzaviené mezi Zadavatelem/ PSI a
Hlavnim zkousejicim.

Zdravotnické zafizeni bere na védomi, Ze
odména patologa, bude-li aplikovatelné, bude
uvedena a zajist€na v ramci samostatné
dohody uzaviené mezi Zadavatelem/ PSI a
Hlavnim zkouSejicim.

1.2 Vyhovéni Studie

pozadavkim

regulaénim

a) Kazda ze stran bude vykonavat své
povinnosti vyplyvajici pro ni ztéto Smlouvy
s nalezitou svédomitosti a ve striktni shodé se:
(i) v8emi pravnimi pFedpisy platnymi pro
provadéni klinického hodnoceni, (i) vSemi
obecné pfijimanymi standardy spravné klinické
praxe vcetné (mimo jiné) aktualné Platnych
postupl Spravné klinické praxe z Mezinarodni

konference pro harmonizaci a etickymi
zasadami Helsinské deklarace Svétové
lékafské asociace, (iii) platnymi zakony

tykajicimi se ochrany udaju a divérnosti udajl
v€etné mimo jiné Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne
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Parliament and of the Council of 27 April 2016
on the protection of natural persons with
regard to the processing of personal data and
on the free movement of such data, and
repealing Directive 95/46/EC (General Data
Protection Regulation, “GDPR”) and (iv) any

other applicable laws and regulations
(collectively, as amended from time to time,
the “Applicable Regulatory

Requirements”).

b) Any modifications to the Protocol must
be made in accordance with the Applicable
Regulatory Requirements and approved by
the Sponsor.

1.3  Study Subjects

The estimated number of subjects to be
enrolled by the Investigator is l Detailed
criteria of subjects to be enrolled in the Study
are provided in the Protocol. As the Study is
part of a multicenter trial, PSI and the
Sponsor may, through consultation with the
Investigator and the Institution, adjust the
estimate of Study Subjects number or
timeframe and shall retain the right to request
the Investigator to stop enrolment at any time.

1.4  Study Drug and Study Supplies

a) PSI, in the Sponsor’s interest, agrees
to provide the Study Drug at no cost to the
Institution in amounts sufficient for the
conduct of the Study. PSI will also provide all
additional materials, supplies and equipment
(the “Study Supplies”) needed to conduct
the Study in compliance with the Protocol.
PSI will provide iPads for patients with
electronic diary and temperature data logger
for Study purposes. PSI agrees to provide
free of charge service if necessary, eventually
calibration of the provided Study Supplies.
Immediately upon receipt of the Study Drug
and/or any Study Supplies, the Institution
and/or the Investigator shall provide PSI with

PSI Template, Czech Republic, 29-OCT-2017
Sponsor approved on 05 MAR 2020

Assoc. Prof. Pavel Tesinsky, MD. Ph.D

27.dubna 2016 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich udajl a
o volném pohybu téchto udaju a o zruSeni
smérnice 95/46/ES (Obecné nafizeni o
ochrané osobnich udajl, ,GDPR”); a (iv) vSemi
dal8imi platnymi zakony a pfedpisy (souhrnné
.Platné regulacni pozadavky“ v platném
znénij).

b) VeSkeré upravy Protokolu musi byt
provedeny v souladu s Platnymi regulanimi
pozadavky a schvaleny Zadavatelem.

1.3 Subjekty hodnoceni

Predpokladany pocet pacientl, ktefi budou
Hlavnim zkousSejicim zafazeni do Studie, je l
Podrobna kritéria pro zafazovani subjektd do
Studie jsou uvedena v Protokolu. Vzhledem
k tomu, Ze Studie je sou€asti multicentrického
hodnoceni, PSI a Zadavatel mohou na zakladé
konzultaci s Hlavnim  zkou$ejicim a
Zdravotnickym zarizenim upravit
predpokladany pocet Subjektd hodnoceni
nebo ¢asovy rozvrh a i nadale si ponechavaji
pravo kdykoli poZadovat, aby Hlavni zkouSejici
ukond&il nabor pacienttl do Studie.

1.4  Studijni Iék a Studijni material

a) PSI, vzajmu Zadavatele, souhlasi, Ze
poskytne Zdravotnickému zafizeni zdarma
Studijni 1€k v mnoZstvi dostate€ném pro
provedeni Studie. PSI téz bezplatné poskytne
vesSkeré dalSi materidly, potfeby a vybaveni
(dale jen ,Studijni material®) potfebny pro
provedeni Studie dle Protokolu. PSI pro ucely
Studie poskytne iPady pro pacienty s
elektronickym denikem a teplotni data logger.
PSI souhlasi, ze v pfipadé potfeby poskytne
bezplatny servis, pfipadné kalibraci
poskytnutého Studijniho materialu.
Zdravotnickeé zafizeni a/nebo Hlavni zkousejici
po obdrzeni Studijniho Iéku a/nebo Studijniho
materidlu neprodlené potvrdi pfijem PSI.
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an acknowledgement of receipt. The
Institution and the Investigator shall maintain
control of the Study Drug and the Study
Supplies in accordance with: (i) Applicable
Regulatory Requirements; (ii) the manner
outlined in the Protocol; and (iii) any
additional documents provided by PSI or the
Sponsor related to the technical aspects of
storage (including temperature monitoring, if
applicable), preparation and/or dispensing of
the Study Drug; and (iv) the drug traceability
system (e.g. IXRS) used by the Sponsor and
PSI.

b) The Institution and the Investigator
agree that the Study Drug and the Study
Supplies will solely be used for the purpose of
conducting the Study in accordance with the
Protocol and for no other purpose.
Furthermore, the Institution and the
Investigator agree that the Study Drug and
the Study Supplies will not be transferred to
any third parties. Unless stated otherwise in
writing by PSI, the Study Drug and the Study
Supplies are and will remain the sole property
of PSI or the Sponsor (as the case may be).
The Institution and the Investigator shall be
responsible to PSI and the Sponsor for the
Study Drug and the Study Supplies entrusted
to them and the Investigator shall notify PSI
immediately if any Study Drug or Study
Supplies are lost, damaged or destroyed.

c) Upon completion or termination of the
Study or at PSl's request, the Institution
and/or the Investigator shall deliver at the
Sponsor’s expense (that will be paid via PSI
or the Sponsor’s representative) all used and
unused Study Supplies and/or all unused
Study Drug to the address indicated by PSI or
destroy it/them, as instructed by PSI and in
accordance with the Applicable Regulatory
Requirements, unless agreed otherwise.
Neither the Institution nor the Investigator
shall destroy any Study Drug or Study
Supplies without PSI’s express consent.
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Zdravotnické zafizeni a Hlavni zkouSejici
budou uchovavat Studijni Iék a Studijni
material v souladu s: (i) Platnymi regula¢nimi
pozadavky, (i) zpGsobem  uvedenym
v Protokolu a (iii) dalSimi dokumenty
poskytnutymi PSI| nebo Zadavatelem, které se
tykaji technickych aspektlt skladovani (véetné
pfipadného monitorovani teploty), pfipravy
a/nebo vydeje Studijniho I1éku; a (iv) systémem
pro dokumentovani a dohledatelnost |&Civ
(napf. IXRS), ktery pouziva Zadavatel a PSI.

b) Zdravotnické  zafizeni a  Hlavni
zkousejici souhlasi, s tim, ze Studijni 1€k a
Studijni material bude pouzivan vyhradné pro
ucely provadéni Studie v souladu s Protokolem
a za zadnym jinym u(&elem. Zdravotnické
zarizeni a Hlavni zkouS$ejici dale souhlasi, ze
Studijni 1€k a Studijni material nebude pfedan
tfetim stranam. Pokud nebude pisemné
stanoveno jinak PSI nebo Zadavatelem, je a
zUstane Studijni 1ék a Studijni material
vyhradnim majetkem PSI nebo Zadavatele (dle
situace). Zdravotnické zafizeni a Hlavni
zkousejici budou za jim svéfeny Studijni 1€k a
Studijni material odpovidat PSI a Zadavateli a
Hlavni zkou$ejici neprodlené uvédomi PSI,
pokud dojde ke ztraté, poSkozeni nebo zni¢eni
Studijniho 1éku nebo Studijniho materialu.

c) Pfi dokoneni nebo ukon&eni Studie
nebo na Zzadost PSI, Zdravotnické zafizeni

a/nebo Hlavni zkouSejici na naklady
Zadavatele (které budou uhrazeny
prostfednictvim  PSI  nebo  zastupcem

Zadavatele) doruci veskery pouzity a nepouzity
Studijni material a/nebo Studijni 1€k na adresu
uréenou PSI, nebo jej znici dle instrukci PSI a
v souladu s Platnymi regulaénimi poZadavky,
pokud ujednano néco jiného. Ani
Zdravotnické zafizeni ani Hlavni zkouSejici
nebudou likvidovat Studijni 1ék ani Studijni
material bez vyslovného souhlasu PSI.

neni
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1.5 Informed Consent

a) The Investigator shall obtain in
compliance with all Applicable Regulatory
Requirements an EC/IRB approved informed
consent properly signed by or on behalf of
each Study subject prior to the subject’s
participation in the Study.

b) The Investigator shall use the form of
the informed consent (the “Informed
Consent Form”) provided by PSI and
approved in compliance with all Applicable
Regulatory Requirements.

1.6 Case Report Forms and Study Data

a) PSI shall provide access to the
electronic Case Report Forms to be used and
completed by the Investigator to document a
Study subject’s participation in the Study (the
“Case Report Forms” or “CRFs”). The
Investigator shall record all data generated as
a result of conducting the Study (the “Study
Data”) in a timely, true, correct, accurate and
complete manner in source documents as
defined by ICH GCP, and shall ensure that
the Case Report Forms for each Study
subject are duly signed and dated. The
Investigator will be responsible for data entry
as set out in the Protocol and in accordance
with Sponsor’s instructions.

b) To the extent the Study requires
completion of electronic Case Report Forms,
the Institution and the Investigator shall
ensure that they have implemented and
maintain appropriate computer security
sufficient to protect the confidentiality,
integrity and availability of such Study Data in
accordance with the Applicable Regulatory
Requirements. The Investigator shall not
grant unauthorized users access to the
electronic data capture (EDC) system used in
the Study, and in particular, shall not share or
disclose his/her username and/or passwords.
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1.5 Informovany souhlas

a) Hlavni zkou$ejici v souladu se viemi
Platnymi regulacnimi pozadavky ziska od
vSech Subjektd hodnoceni nebo jejich
zastupcli fadné podepsany informovany
souhlas schvaleny EC/IRB, a to pred
zahajenim ucasti subjektu ve studii.

b) Hlavni  zkouSejici bude pouZivat
formular informovaného souhlasu (dale jen
.Formular informovaného souhlasu®)
poskytnuty PSI a schvaleny v souladu se vSemi
Platnymi regulaénimi poZadavky.

1.6 Zaznamy subjektu hodnoceni a
Studijni udaje
a) PSI udéli pristup k elektronickym
Zaznamlm subjektu hodnoceni, které Hlavni
zkousejici pouzije a vyplni pro
zdokumentovani uc¢asti Subjekttd hodnoceni ve
Studii (dale jen ,Zaznamy subjektu
hodnoceni“ nebo ,CRFs*). Hlavni zkousejici
bude zaznamenavat veSkeré udaje ziskané
v prubéhu provadéni Studie (dale jen ,Studijni
udaje“) vcCas, pravdivé, spravné, presné a
Uplné do zdrojovych dokumentt stanovenych
vICH GCP a zajisti, aby veSkeré Zaznamy
subjektu hodnoceni byly nalezité podepsany a
datovany. Hlavni zkousejici bude odpovidat za
zadavani (daju dle Protokolu a v souladu
s pokyny Zadavatele.

b) V rozsahu, v jakém Studie vyZaduje
vyplfiovani elektronickych Zaznam(i subjektd
hodnoceni, zajisti Hlavni zkou$ejici spolu se

Zdravotnickym  zafizenim  zavedeni a
udrZzovani pfiméfeného pocitatového
zabezpeCeni  postaCujiciho k  ochrané
davérnosti, integrity a dostupnosti téchto
Studijnich udaju v souladu s Platnymi
regulaénimi poZadavky. Hlavni zkouSejici
nebude udélovat pfistup do systému

elektronického zaznamenavani adaju (EDC)
pouzivaného ve Studii neopravnénym
uzivatellm a zejména pak nebude sdilet ani
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c) The Institution and the Investigator
shall take reasonable and customary
precautions to prevent the loss or alteration of
any Study Data. The Institution and the
Investigator acknowledge and agree that the
Sponsor shall own all Study Data, as well as
all raw clinical Study data, including biological
materials collected or obtained in the
performance of the Study.

1.7 Adverse Events

The Investigator agrees to immediately and
fully inform the Sponsor, PSI and, when
applicable, the ethics committee(s) and
competent authorities, of any significant risks,
adverse events or unexpected results related
to the Study, according to the Applicable
Regulatory Requirements and applicable
Protocol provisions.

1.8 Financial Disclosure

The Investigator shall complete and return to
PSI the financial disclosure document(s)
provided by PSI concerning financial interests
and other conflicts of interest which the
Investigator and/or his/her family members
may have in the Sponsor and/or the Study
Drug. The Investigator shall also ensure that
all sub-investigators, and if applicable, Study
Personnel, complete and provide PSI with
such financial disclosure form(s). The
Investigator agrees that she/he and any sub-
investigators as well as, if applicable, other
Study Personnel shall provide PSI and the
Sponsor with an updated financial disclosure
form or forms if the information originally
submitted changes during the course of the
Study or within one (1) year after the
completion or termination of the Study.

PSI Template, Czech Republic, 29-OCT-2017
Sponsor approved on 05 MAR 2020

Assoc. Prof. Pavel Tesinsky, MD. Ph.D

sdélovat své uzivatelské jméno a/nebo sva
hesla.

c) Zdravotnické  zafizeni a  Hlavni
zkousejici ucini odpovidajici opatfeni, aby
nedoSlo ke ztraté nebo zméné Zadnych
Studijnich udaji. Zdravotnické zafizeni a
Hlavni zkouS$ejici uznavaji a souhlasi, Ze
Zadavatel je vlastnikem veskerych Studijnich
udajd, stejné jako vesSkerych nezpracovanych
Studijnich klinickych udaju, véetné
biologickych materialll odebranych nebo
ziskanych pfi provadéni Studie.

1.7 Nezadouci prihody

Hlavni zkousejici souhlasi, Ze bude v souladu
s Platnymi regulacnimi pozadavky a
ustanovenimi Protokolu neprodlené informovat
Zadavatele, PSI a pfipadné etické komise a
pfislusné ufady o jakychkoli vyznamnych
rizicich, nezadoucich  pfihodach nebo
necekanych vysledcich souvisejicich se Studii.

1.9 Majetkové priznani

Hlavni zkou$ejici vyplni a odevzdad PSI
formular majetkového pfiznani poskytnuty PSI
tykajici se finanCnich zajmid a dale stretu
zajma, které Hlavni zkouSejici a/nebo jeho
rodina mohou uplatnit vi¢i Zadavateli a/nebo
v souvislosti se Studijnim Iékem. Hlavni
zkouS$ejici také zajisti, aby tento vykaz vyplnili i
spolu-zkousejici, pfipadné Studijni personal a
odevzdali jej PSI. Hlavni zkouSejici souhlasi
s tim, Ze on i vSichni spolu-zkouSejici, pfipadné
dalSi Studijni personal, poskytnou PSI a
Zadavateli aktualizovany/é formular/e
majetkového pfiznani, pokud v pribéhu Studie
nebo béhem jednoho (1) roku od jejiho
dokonéeni nebo ukoneni dojde ke zméné
skute€nosti uvedenych v puvodnich
formulafich.
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2 COMPENSATION

a) The compensation to the Institution for
the conduct of the Study under this
Agreement is set out in the Financial
Arrangements enclosed as Attachment 1,
which forms an inseparable part of this
Agreement. The amount(s) included in the
Financial Arrangements represents the entire
compensation under this Agreement and it
includes without limitation, all work and care
anticipated by the Protocol, the use of the
facilities and equipment, administrative costs,
overhead, third party costs, taxes (except
VAT), and other expenses, etc. The
remunerations for the Investigator and Study
Personnel are provided for in a separate
agreement on remuneration made with the
Investigator, with the exception of the
pharmacists whose remunerations will be
provided for in their separate agreements.

b) The Institution and the Investigator
acknowledge that PSI may refuse to make
payment in case of a breach of this
Agreement, including but not limited to, a
material Protocol violation or an incomplete
CRF.

c) The Institution and the Investigator
shall not, in connection with the Study, charge
a Study subject or any third-party payer for
any cost which PSI or the Sponsor is
obligated to pay.

d) In the event of early termination of this
Agreement by PSI, PSI shall pay all costs
incurred and falling due for payment up to the
date of termination, and also all expenditure
falling due for payment after the date of
termination which arises from commitments
reasonably and necessarily incurred by the
Institution for the performance of the Study
prior to the date of termination, and agreed
with the Sponsor.

e) The Institution and the Investigator
agree that the Sponsor and PSI may disclose

PSI Template, Czech Republic, 29-OCT-2017
Sponsor approved on 05 MAR 2020
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2. KOMPENZACE

a) Kompenzace pro Zdravotnické zafizeni,
za provedeni Studie je
ve Finanénich ujednanich pfilozenych k této
Smlouvé jako Priloha 1, ktera tvofi nedilnou
soucast této Smlouvy. Tato Castka uvedena
ve Financnich ujednanich predstavuje
celkovou kompenzaci vyplacenou na zakladé
této Smlouvy a zahrnuje veskeré Ukony a péci

stanovena

uvedenou v Protokolu, pouziti zafizeni a
vybaveni, administrativni naklady, rezii,
naklady spojené s tfetimi stranami, dané

(kromé DPH) a jiné vydaje, atd. Odména
Hlavniho zkouS$ejiciho a Studijniho personalu
je upravena v samostatné dohodé o odméné
s Hlavnim zkousSejicim, vyjma farmaceutd, jejiz
odména bude upravena v ramci samostatnych
dohod.

b) Zdravotnické  zafizeni a  Hlavni
zkousejici berou na védomi, Ze PSI smi
odmitnout provedeni platby v pfipadé poruseni

této Smlouvy v&etn& (mimo jiné) zévazného

poruseni Protokolu nebo v pfipadé
nevyplnénych CRFs.
c) Zdravotnické  zafizeni a  Hlavni

zkousejici nebudou v souvislosti se Studii
UCtovat Subjektim hodnoceni ani jiné treti
strané Zadné vydaje, za jejichz zaplaceni je
zodpovédna PSI nebo Zadavatel.

d) V pripadé predéasného ukonceni této
Smlouvy ze strany PSI uhradi PSI veskeré
naklady, které vznikly a staly se splatnymi do
data ukoncéeni Smlouvy, a také veSkeré vydaje,
které se staly splathymi po datu ukonéeni
Smlouvy a které vyplyvaji ze zavazki
pfiméfené a nezbytné vzniklych
Zdravotnickému zafizeni v ramci provadéni
Studie pfed datem ukonéeni Smlouvy a které
byly dohodnuty se Zadavatelem.

e) Zdravotnické  zafizeni a  Hlavni
zkousejici souhlasi s tim, Zze Zadavatel a PSI
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the fees and expenses payable or paid under
this Agreement as required by Applicable
Regulatory Requirements and/or other
transparency provisions applicable to the
Sponsor and/or PSI.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data,
of any kind whatsoever and whatever form,
that is: (i) disclosed by or on behalf of PSI
and/or the Sponsor to the Institution, the
Investigator or the Study Personnel in
connection with this Agreement; or (ii)
obtained, developed or generated by the
Institution, the Investigator and/or the Study
Personnel as a result of performing the Study.
The Confidential Information shall include,
without limitation, any technical, business and

economic  information, data, results,
materials, compounds, formulations,
protocols, feasibility questionnaires,
investigator brochures, apparatus,
operations, methodology, processes,
samples, research and development

strategies, trade secrets, business plans,
intellectual property and know-how relating to
the Study, the Study Drug, the Protocol, the
Investigator’s Brochure, the Study Data, the
Intellectual Property (defined below) and
information regarding the Sponsor, PSI or
either of their affiliates. All Confidential
Information shall belong solely and
exclusively to PSI or the Sponsor, as the case
may be.

b) Confidential Information does not
include information that (i) is in the public
domain at the time of its disclosure to the
Institution and/or the Investigator; (ii) was, as
evidenced by written records or other
competent proof, in the Institution’s and/or the
Investigator's possession on a non-
confidential basis prior to its disclosure; or (iii)
enters the public domain as a result of a third

party’s activities, through no act or omission

PSI Template, Czech Republic, 29-OCT-2017
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mohou poskytnout informace o platbach a
vydajich splatnych nebo uhrazenych na
zakladé této Smlouvy, pokud to vyzaduji Platné
regulacni pozadavky a/nebo jiné predpisy na
zajisténi  transparentnosti, které se na
Zadavatele a/nebo PSI vztahuiji.

3. DUVERNOST

a) Za ,Davérné informace® se povazuji
veskeré informace nebo Udaje jakéhokoli
druhu a vjakékoli formé&, které jsou: (i)
zpfistupnény PSI a/nebo Zadavatelem &i jejich
jménem Zdravotnickému zafizeni, Hlavnimu

zkousejicimu nebo  Studijnimu  personalu
v souvislosti s touto Smlouvou, nebo (ii)
ziskany, vyvinuty nebo vytvofeny
Zdravotnickym zafizenim, Hlavnim

zkousejicim a/nebo Studijnim personalem
v dusledku provadéni Studie. Davérné
informace zahrnuji mimo jiné jakékoli
technické, obchodni a ekonomické informace,
udaje, vysledky, materialy, slouCeniny, sloZeni
pFipravkd, protokoly, dotazniky o]
proveditelnosti studie v urcitém zdravotnickém
zafizeni, broZury hlavniho zkou$ejiciho,
pristroje, operace, metodologie, procesy,
vzorky, strategie vyzkumu a vyvoje, obchodni
tajemstvi, obchodni plany, dusevni vlastnictvi a
know-how tykajici se Studie, Studijniho 1éku,
Protokolu, Brozury Hlavniho zkouS$ejiciho,
Studijnich  adaju, DuSevniho vlastnictvi
(definovano nize) a informace tykajici se
Zadavatele Studie, PSI nebo kterékoli z jejich
pobocek. Veskeré DUlvérné informace jsou ve

vyhradnim  vlastnictvi  PSI, popfipadé
Zadavatele.
b) Davérné informace nezahrnuji

informace, které (i) jsou vefejné dostupné
v dobé jejich pfedani Zdravotnickému zafizeni
a/nebo Hlavnimu zkousejicimu, (ii) byly dle
pisemnych zaznam( nebo jinych dikazl( ve
vlastnictvi Zdravotnického zafizeni a/nebo
Hlavniho zkouSejiciho pfedtim, nez jim byly
poskytnuty, bez povinnosti zachovavat jejich
davérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé Cinnosti treti strany,
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by the Institution, the Investigator or any
Study Personnel.

c) The Institution and the Investigator
shall hold all Confidential Information in strict
confidence and use all reasonable and
customary safeguards to prevent
unauthorized use or disclosure. The
Institution and the Investigator shall use the
Confidential Information only as required for
the purpose of this Agreement. The Institution
and the Investigator shall limit their disclosure
of the Confidential Information to those
members of the Study Personnel who need to
know the Confidential Information for the
conduct of the Study and are subject to
obligations of confidentiality no less stringent
than those contained in this Agreement. The
Institution and the Investigator shall advise
the Study Personnel of the confidential nature
of the Confidential Information and remain
liable for any breach by a Study Personnel.

d) Should the Institution or the
Investigator or any Study Personnel receive a
court order or other legally binding request to
disclose  Confidential Information, the
Institution or the Investigator shall
immediately inform PSI and the Sponsor
upon the receipt of such request and before
any Confidential Information is disclosed. The
Institution and the Investigator shall
cooperate with PSI and/or the Sponsor in any
efforts to seek limitation or protection from the
order demanding disclosure. In any case, the
Institution and the Investigator shall disclose
only the minimum amount of Confidential
Information necessary to comply with such
request. For clarity, such disclosure pursuant
to this Section 3.c) shall not cause the
information so disclosed to lose its
confidential nature and in all other instances
and circumstances such information shall
remain Confidential Information.

PSI Template, Czech Republic, 29-OCT-2017
Sponsor approved on 05 MAR 2020
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nikoli na zakladé opomenuti Zdravotnického

zafizeni, Hlavniho  zkouSejictho  nebo
Studijniho personalu.
c) Zdravotnické  zafizeni a  Hlavni

zkousejici budou zachovavat striktni davérnost
Dlvérnych informaci a pouziji vSechna
pfiméfena a obvykla bezpecénostni opatfeni,
aby predesli neopravnénému pouziti nebo
predani Duvérnych informaci. Zdravotnické
zafizeni a Hlavni zkous$ejici budou Davérné
informace pouzivat pouze pro ucely této

Smlouvy. Zdravotnické zafizeni a Hlavni
zkousSejici omezi pfedavani  Dlvérnych
informaci na Studijni personal, ktery tyto

informace potfebuje pro provadéni Studie a
ktery podléha povinnosti uchovavat tyto
informace jako duvérné stejné prisné, jako je
povinnost stanovena touto  Smlouvou.
Zdravotnické zafizeni a Hlavni zkouSejici
pouci Studijni personal o duvérné povaze
Duvérnych informaci a ponesou zodpovédnost
za jakékoli poruseni této povinnosti Studijnim
personalem.

d) V pfipadé, ze Zdravotnické zafizeni,
Hlavni zkousejici nebo kterykoli ¢len Studijniho
persondlu obdrzi soudni pfikaz nebo jiny
pravné zavazny pozadavek pfedat Dvérné
informace nebo jejich €ast, jsou Zdravotnické
zafizeni nebo Hlavni zkouSejici povinni
neprodlené informovat PSI a Zadavatele,
jakmile takovy pfikaz/pozadavek obdrzi, a
predtim, nez budou Davérné informace
predany. Zdravotnické zafizeni a Hlavni
zkousejici budou spolupracovat s PSI a/nebo
Zadavatelem v usili nebo
ochranu pfed takovymto pfikazem pozadujicim
predani informaci. V kazdém  pfipadé
Zdravotnické zafizeni a Hlavni zkouSejici
predaji pouze minimum Ddvérnych informaci
nutnych k vyhovéni poZzadavku. Pro vylougeni
pfipadnych nejasnosti plati, Ze pfedani dle
tohoto Oddilu 3 c) nezplsobi ztratu davérné
povahy takto predanych informaci a pro
vSechny ostatni pfipady a okolnosti tyto
informace zUstavaji Divérnymi informacemi.

ziskat omezeni
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e) The obligations of confidentiality exist
at all times during this Agreement and shall
survive the expiration or earlier termination of
this Agreement for an unlimited period.

4, INTELLECTUAL PROPERTY

a) The Institution and the Investigator
acknowledge and agree that the Sponsor
shall have exclusive ownership rights to all
Study Data, Study results, information,
improvements, developments, discoveries,
inventions, work, know-how and other rights
(whether or not patentable), created,
developed, and/or reduced to practice as a
result of or in connection with the conduct of
the Study and/or the use of the Study Drug or
the Confidential Information, together with all
intellectual property rights (existing and
future) relating thereto  (“Intellectual
Property”) conceived by the Institution or the
Investigator or Study Personnel, solely or
jointly with others as a result of work done
under this Agreement, to the widest extent
possible under applicable law. The Institution
and the Investigator shall promptly disclose in
writing to PSI and the Sponsor all Intellectual
Property made or reduced to practice by the
Institution, the Investigator and/or the Study
Personnel related to the Study. At the
Sponsor's request, the Institution and the
Investigator shall cause all rights titles and
interests in and to any such Intellectual
Property to be assigned to the Sponsor
without additional compensation and provide
reasonable assistance to obtain patents,
including causing the execution of any
invention assignment or other documents.

b) All parties to this Agreement and
Sponsor shall retain all right, title and interest
in any Intellectual Property that was owned by
such party or Sponsor prior to or apart from
the commencement of this Agreement. No

PSI Template, Czech Republic, 29-OCT-2017
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e) Povinnost zachovavat dudvérnost je
platna po celou dobu platnosti této Smlouvy a
dale po neomezenou dobu od skoncéeni
platnosti nebo dfivéjSiho vypovézeni této
Smlouvy.

4. DUSEVNI VLASTNICTVi

a) Zdravotnické zafizeni a Hlavni zkousSejici
uznavaji a souhlasi, Ze Zadavatel bude mit
vyhradni vlastnicka prava ke vSem Studijnim
udajum, vysledkim  Studie, informacim,
vylepSenim, na vyvoj, k objevum, vynalezim,
dilim, know-how a dal$im pravim (at uz
patentovatelnym & nikoli), vytvofenym,
vyvinutym, a/nebo uvedenym do praxe
v dusledku nebo v souvislosti s provadénim
Studie, a/nebo pouzivanim Studijniho Iéku
nebo Dlvérnych informaci spole¢né s pravy
dusevniho vlastnictvi (stavajicimi i budoucimi)
souvisejicimi  (dale jen
vlastnictvi®), které vytvofilo Zdravotnické
zarizeni, Hlavni zkouSejici nebo Studijni
personal, samostatné nebo spole¢né s
ostatnimi jako vysledek prace provadéné na
zakladé této Smlouvy, a to v nejvétsim
povoleném pfislusnymi
zdkonnymi pfedpisy. Zdravotnické zafizeni a
Hlavni zkouS$ejici budou neprodlené pisemné
informovat PSI a Zadavatele o ve3kerém

S nimi .Dusevni

mozném rozsahu

DuSevnim  vlastnictvi  vytvofeném nebo
uvedeném do praxe Zdravotnickym zafizenim,
Hlavnim  zkousSejicim  a/nebo  Studijnim

personalem v souvislosti se Studii. Na zadost
Zadavatele zajisti Zdravotnické zafizeni a
Hlavni zkouSejici pfevod veskerych prav a
zajmu tykajicich se DuSevniho vlastnictvi na
Zadavatele bez daldsi odmény a poskytnou
pfiméfenou soucinnost k ziskani patentu
véetné zajisténi podpisu dokumentu k pfevodu
objevu nebo jinych dokument.

b) VSechny strany této Smlouvy a Zadavatel si
i nadale ponechaji veSkera prava, naroky a
podily na jakémkoli DuSevnim vlastnictvi, které
dana strana nebo Zadavatel vlastnili pfed
zacatkem platnosti této Smlouvy nebo na které
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license grant or assignment, express or
implied, by estoppel or otherwise, is intended
by, or shall be inferred from, this Agreement
except to the extent necessary for each party
to fulfill its obligations under this Agreement
or otherwise give effect to this Agreement.

5. PUBLICATION AND PUBLICITY
5.1 Publication

a) The Institution and the Investigator
agree that the Sponsor shall have the sole
and exclusive right to the first publication of
the results of the Study. Such Sponsor
publication is intended to be a multi-center
publication of the Study results, collected
from all investigators and institutions
participating in the Study (the “Multi-Center
Publication”). If the Investigator is interested
in contributing to or participating in the Multi-
Center Publication, he or she must contact
the Sponsor. Selection of authors/participants
will be governed by the Sponsor, considering
individuals’ contribution to the Study.

b) The Institution and the Investigator
may publish or otherwise present the results
of the Study obtained by the Institution and/or
the Investigator (an “Independent
Submission”) provided that all of the
following conditions have been satisfied: (i)
the Multi-Center Publication has been
published; or, if no such publication has
occurred, at least eighteen (18) months have
passed since the completion, or earlier
termination, of the Study at all participating
sites (including the final database lock); (ii)
before submitting the Independent
Submission to a publisher, reviewer or other
outside party, the Institution and/or the
Investigator must submit the proposed
Independent Submission to the Sponsor and
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se tato Smlouva nevztahuje. Zamérem této
Smlouvy  neni  Zzadné
predpokladané udéleni ani postoupeni licence,
at jiz na zakladé pravni prfekdzky nebo jinak,
ani se z této Smlouvy neda vyvozovat zadné
takovéto udéleni ¢&i postoupeni licence, s
vyjimkou a v rozsahu, kdy je to nezbytné pro
plnéni povinnosti stran dle této Smlouvy nebo
jinak pro jejich pInéni této Smilouvy.

vyslovné  ani

5. PUBLIKACE A PROPAGACE
5.1 Publikace

a) Zdravotnické  zafizeni a  Hlavni
zkouSejici souhlasi s tim, Ze Zadavatel bude
mit vyhradni pravo na prvni publikaci vysledk
Studie. Tato publikace Zadavatelem bude
provedena jako publikace vysledk
multicentrického hodnoceni ziskanych od
v8ech zkouSejicich a zdravotnickych
zafizenich podilejicich se na Studii (dale jen
.Publikace  vysledkii  multicentrického
hodnoceni®). V pfipadé, Ze bude mit Hlavni
zkousejici zajem pfispét k Publikaci vysledku
multicentrického hodnoceni nebo se na ni
podilet, je tfeba, aby kontaktoval Zadavatele.
Vybér autorl/ participujicich bude Fidit
Zadavatel pfi zvazeni pfispéni jednotlivych
zkousejicich ke Studii.

b) Zdravotnické  zafizeni a  Hlavni
zkousejici sméji publikovat nebo prezentovat
vysledky Studie ziskané Zdravotnickym
zafizenim a/nebo Hlavnim zkousSejicim (dale
jen ,Nezavisla publikace*) za pfedpokladu, ze
byly splnény viechny nasledujici podminky: (i)
vysledky multicentrického hodnoceni byly
publikovany, nebo pokud nebyly, uplynulo od
dokoncéeni nebo pfedéasného ukonceni Studie
ve vSech participujicich centrech (v€etné
finalniho databaze) alespon
osmnact (18) mésicu, (ii) Zdravotnické zafizeni
a/nebo Hlavni zkousejici jsou povinni pred
zaslanim Nezavislé publikace vydavateli,
recenzentovi Ci jiné ftfeti strané odevzdat
Nezavislou publikaci v navrhované podobé

Zadavateli a ponechat Zadavateli h(tu v délce

uzamdéeni
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allow the Sponsor at least sixty (60) days to
review and provide comments; (iii) the
Institution and/or the Investigator shall, as
requested by the Sponsor, delete all
references to Confidential Information
(excepting the results of the Study obtained
by the Institution and the Investigator); (iv) the
Institution and the Investigator shall consider
the Sponsor's comments and proposed
revisions in good faith; and (v) if at any point
during the initial sixty (60) day review the
Sponsor so requests, the Institution and/or
the Investigator shall delay the publication or
presentation of the Independent Submission
for up to sixty (60) additional days in order to
permit the Sponsor time to obtain Intellectual
Property protections. If more than one trial
site will be participating, data from individual
trial sites must not be published separately.

5.2 Publicity

The Institution and the Investigator shall not
use PSI’s or the Sponsor’'s name, the names
of any of their employees, symbols, or
trademarks in any advertising, sales
promotional material, or press release
without the prior written permission of PSI or
the Sponsor, as applicable. Similarly, PSI or
the Sponsor are not entitled to use the
name/symbols of the Institution or the
Investigator's name for advertising or
promotion purposes without prior written
approval.

6. INDEMNIFICATION, NOTIFICATION
OF CLAIMS AND INSURANCE

6.1  PSI’s Indemnity Obligations and
Disclaimer

a) PSI undertakes to defend, indemnify
and hold harmless the Institution and the
Investigator against any and all claims,
damages, losses and costs arising out of (i)
any breach of this Agreement by PSI; or (ii)
any negligent or willful act or omission by PSI,
including by its officers, employees,
contractors or other staff.
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alesponi Sedesati (60) dnd na kontrolu a
komenta¥, (iii) Zdravotnické zafizeni a/nebo
Hlavni zkouSejici na Zadost Zadavatele
odstrani veSkeré odkazy na Divérné
informace (s vyjimkou vysledkli Studie
ziskanych Zdravotnickym zafizenim a Hlavnim
zkousejicim), (iv) Zdravotnické zafizeni a
Hlavni zkou$ejici zvazi komentar Zadavatele a
vdobré vife a (v)
Zdravotnickeé zafizeni a/nebo Hlavni zkousejici
na zadost Zadavatele vyjadfenou béhem
Sedesatidenni (60) kontroly odlozi publikaci
nebo prezentaci Nezavislé publikace az o
Sedesat (60) dnu za ucelem umoznéni
Zadavateli  ziskat ochranu  DuSevniho
vlastnictvi. Pokud se zapoji vice nez jedno
centrum provadéni klinického hodnoceni,
udaje z jednotlivych center se nesmi publikovat
samostatné.

navrhované revize

5.2 Propagace

Zdravotnické zafizeni a Hlavni zkouSejici
nebudou pouzivat nazev spolecnosti PSI ani
Zadavatele, jména jejich
symboly ani ochranné znamky v zadnych
reklamnich, prodejné propagacnich
materidlech ani tiskovych zpravach bez
predchoziho pisemného souhlasu PSI nebo
Zadavatele. Stejné tak PSI nebo Zadavatel
nejsou opravnéni bez predchoziho pisemného
souhlasu pouzivat pro reklamni &i propagacni
ucely nazev/ symboly Zdravotnického zafizeni
nebo jméno Hlavniho zkou$ejiciho.

zaméstnancu,

6. ZPROSTENI ODPOVEDOSTI,
OZNAMENi NAROKU A POJISTENI

6.1 Zavazky PSI o odsSkodnéni a
odmitnuti odpovédnosti

a) PSI se zavazuje hajit Zdravotnické
zafizeni a Hlavniho zkouS$ejiciho proti, zprostit
je odpovédnosti za a nahradit jim ujmy
zpUsobené v dlsledku narokd, nahrad skody,
ztrat a vydajua vyplyvajicich z (i) poruseni této
Smlouvy; nebo (ii) nedbalosti, Umysiného
jednani nebo opomenuti ze strany PSI véetné

CONFIDENTIAL | DUVERNE

14/42



b) PSI expressly disclaims any and all
liability whatsoever in connection with the
Study Drug and the Protocol, except to the
extent that such liability arises from (i) any
negligent or willful act or omission of PSI; or
(i) any breach of this Agreement by PSI.

6.2 The Institution’s and the
Investigator’s Indemnity
Obligations

The Institution and the Investigator undertake
to defend, indemnify, compensate and hold
harmless the Sponsor and PSI (and their
respective directors, officers and employees)
against any and all liabilities, including first-
party and third-party claims, damages, losses
and costs arising out of any proven (i) breach
of this Agreement, the Protocol, study
instructions or  Applicable  Regulatory
Requirements by the Institution and/or the
Investigator and/or Study Personnel or any of
their officers, employees, contractors or staff;
or (ii) negligence or willful act or omission of
the Institution, the Investigator, Study
Personnel or any of their officers, employees,
contractors or staff; or (iii) unauthorized
warranties made by the Institution, the
Investigator or Study Personnel concerning
the Study Drug.

6.3 Notification of Claims

The Institution and the Investigator shall
without unnecessary delay serve a notice in
writing to PSI and the Sponsor about any
investigation, claim or legal proceedings
related to the Study against the Institution, the
Investigator, the Study Personnel or any of
their officers, employees, contractors or staff
in connection with the Study. The Institution
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jejich funkcionaru, zaméstnancu, kontrahentu
nebo jiného personalu.

b) PSI  vyslovné odmita  jakoukoli
odpovédnost jakkoli spojenou se Studijnim
Iékem a Protokolem s vyjimkou toho, Ze takova
odpovédnost vznikne (i) nedbalym chovanim,
umysinym jednanim nebo opomenutim &i (ii)
porusSenim této Smlouvy ze strany PSI.

6.2 Zavazky Zdravotnického zarizeni
a Hlavniho zkousejiciho o zprosténi

odpovédnosti

Zdravotnické zafizeni a Hlavni zkou$ejici se
zavazuji hajit Zadavatele a PSI (a jejich
statutérni organy, funkcionafe a zaméstnance)
proti, zprostit je odpovédnosti za, kompenzovat
a nahradit jim Skody zpusobené v disledku
vesSkerych zavazkd, vcéetné narokl, nahrad
Skody, ztrat a vydaju pfimych ucastnik( di
tietich osob, které vyplyvaji z
prokdzaného/prokazanych (i) poruSeni této
Smlouvy, Protokolu, pokynd ke studii nebo
Platnych regulacnich pozadavku
Zdravotnickym  zafizeni a/nebo Hlavnim
zkousejicim a/nebo Studijnim personalem
nebo jejich  funkcionafi,
kontrahenty ¢i pracovniky; nebo (ii) nedbalosti
nebo umysiného jednani &i opomenuti ze
strany Zdravotnického zafizeni, Hlavniho
zkousejiciho, Studijniho personalu nebo
kteréhokoli jejich funkcionafe, zaméstnance,
kontrahenta nebo personaluy; nebo (i)
jakychkoli neopravnénych zaruk ucinénych
Zdravotnickym Hlavnim
zkousejicim nebo Studijnim persondlem v
souvislosti se Studijnim Iékem.

zameéstnanci,

zarizenim,

6.3 Oznameni narokt

Zdravotnické zafizeni a Hlavni zkouSejici bez
zbyte&ného prodleni zaslou PSI a Zadavateli
pisemné oznameni o kazdém naroku nebo
soudnim fFizeni vzneseném nebo vedeném
proti Zdravotnickému
zkousejicimu, Studijnimu personélu nebo jejich
funkcionafim, zameéstnancim, kontrahentim
¢i pracovnikim v souvislosti se Studii.

zarizeni, Hlavnimu
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and the Investigator shall fully cooperate in all
reasonable aspects upon request and on
behalf of PSI and/or the Sponsor in the
investigation and/or defense of these claims
or lawsuits.

6.4 Insurance

a) PSI shall ensure that the mandatory
clinical trial insurance (if any) required by the
Applicable Regulatory Requirements is in
place.

b) The Institution confirms that it has
subscribed to and also that it shall maintain in
full force and effect all insurances required by
the Applicable Regulatory Requirements. The
Institution shall provide evidence of such
insurance(s) upon request by PSI or the
Sponsor.

7. INSPECTIONS, AUDITS,
MONITORING AND RECORD
KEEPING

7.1 Regulatory Inspections

The Institution and the Investigator shall
promptly notify PSI of any inspection or
investigation relating to the Study by any
regulatory, governmental or law agency
(including without limitation the EMA and the
US FDA) of which they become aware. PSI,
the Sponsor and/or their representatives shall
have the right to be present at and/or
participate in any such inspection or
investigation. Before the Institution or the
Investigator submit any materials or
information to an agency in connection with
an inspection or investigation, PSI and the
Sponsor shall have the right to review,
provide and/or comment on any such
materials and/or information. The Institution
and the Investigator shall provide to the
Sponsor and PSI copies of all materials,

correspondence, statements, forms and
records that the Institution and the
Investigator receive, obtain or generate
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Zdravotnické zafizeni a Hlavni zkouSejici
budou plné spolupracovat ve vsSech
prislusnych aspektech na pozadani a jménem
PSI a/nebo Zadavatele pfi vySetfovani a/nebo
obhajobé proti témto narokim a pfi soudnich
pFich.
6.4 Pojisténi

a) PSI  zajisti  sjednani  pfipadného
povinného pojisténi klinického hodnoceni dle
Platnych regula¢nich pozadavka.

b) Zdravotnické zafizeni potvrzuje, Zze ma
uzaviené a také, Ze ma povinnost udrzovat
v plné platnosti a u€innosti adekvatni pojisténi
vyZadovaneé Platnymi regulacnimi poZadavky.
Na Zadost PSI nebo Zadavatele poskytne
Zdravotnické zafizeni potvrzeni o uzavieném
pojisténi.

7. KONTROLY, AUDITY,

MONITOROVANI A ZAZNAMY

7.1 Regulaéni kontroly

Zdravotnické zafizeni a Hlavni zkouSejici
neprodlené oznami PSI kazdou regulacni
kontrolu nebo Setfeni tykajici se Studie, kterou
provadi statni nebo kterykoli jiny regulacni urad
(v€etné EMA a americké FDA) a o niz se
dozvédi. PSI, Zadavatel a/nebo jejich zastupci
budou mit pravo byt pfitomni u takovych kontrol
a Setfeni a/nebo se na nich podilet. PSI a
Zadavatel budou pravo revidovat,
poskytovat a komentovat veskeré odpovédi ke
v§em materialdm a/nebo informacim predtim,
nez je Zdravotnické zafizeni nebo Hlavni
zkouSejici poskytnou regulaénimu ufadu
v souvislosti s inspekci nebo Setfenim.
Zdravotnické zafizeni a Hlavni zkouSejici
poskytnou Zadavateli a PSI kopie veSkerych
materiald, korespondence, prohlaseni,
formulafd a zaznam(, které Zdravotnické
zafizeni a Hlavni zkouSejici obdrzi, ziskaji
nebo vytvofi na zakladé jakékoli takové
kontroly nebo v souvislosti s ni.

mit
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pursuant to or in connection with any such
inspection.

7.2 Audit and Monitoring by PSI and the
Sponsor

a) PSI, the Sponsor and their
representatives may audit, monitor and/or
meet with the Investigator and the Study
Personnel at the Institution during normal
business hours and with reasonable
frequency for audits and visits to monitor the
progress of the Study and review Study
records, documents, information, data, and
materials (including the Study Data). The
Institution and the Investigator shall assist
PSI, the Sponsor and their representative(s)
in scheduling such visits.

b) PSI, the Sponsor and their
representative(s) shall be entitled to: (i)
examine and inspect the facilities required for
the performance of the Study; (ii) inspect
source documents of Study Subjects; and (iii)
inspect and copy all Study Data in compliance
with Applicable Regulatory Requirements
and request justified correction of Study Data
(including, without limitation, Case Report
Forms, original reports of laboratory tests and
examination findings, and all other notes,
charts, reports, or memoranda related to the
Study subjects or to the conduct of the Study),
which PSI and the Sponsor are authorized to
access by the signed Informed Consent
Form, and/or the Applicable Regulatory
Requirements. The Investigator shall
cooperate with PSI and the Sponsor during
audits and monitoring visits and in the
resolution of any questions regarding the
Study Data.

7.3 Record Keeping

The Institution and the Investigator shall
maintain true, correct, accurate, complete
and current records of all Study Data,
including the Case Report Forms (or
equivalent electronic data), relevant source
documents and any other essential
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7.2  Audit a monitorovani provadéné PSI
a Zadavatelem

a) PSI, Zadavatel a jejich zastupci mohou
provadét audit u Hlavniho zkouSejiciho a
Studijniho personalu, monitorovat je a/nebo se
s nimi setkavat ve Zdravotnickém zafizeni
béhem bézné pracovni doby a s pfiméfenou

Cetnosti auditt a navstév za Ucelem
monitorovani pribéhu Studie a kontroly
zaznamu, dokumentd, informaci, udajd a

materiald Studie (v€etné Studijnich udaju).
Zdravotnickeé zafizeni a Hlavni zkou$ejici bude
PSI, Zadavateli a jejich zastupcim napomahat
pfi Casovém planovani téchto navstév.

b) PSI, Zadavatel a jejich zastupci budou
mit pravo (i) provéfit a zkontrolovat zafizeni
pozadovana pro vykon Studie; (ii) zkontrolovat
zdrojové dokumenty Subjektd hodnoceni a (iii)
kontrolovat a kopirovat vSechny Studijni udaje
v souladu s Platnymi regulaénimi poZadavky a
pozadovat jejich opravnénou opravu (véetné -
mimo jiné — Zaznamu subjektd hodnoceni,
puvodnich zprav o laboratornich testech a

nalezech vySetfeni a vS8ech ostatnich
poznamek, grafl, zprav nebo zaznaml
tykajicich se Subjektd hodnoceni nebo

provadéni Studie), které PSI| a Zadavatel maji
pravo znat dle podepsaného Informovaného
souhlasu a/nebo  Platnych  regulacnich
pozadavku. Hlavni zkousejici bude
spolupracovat s PSl a Zadavatelem béhem
auditd a monitorovacich navstév a pfi feSeni
vSech otazek tykajicich se Studijnich udaju.

7.3 Zaznamy

Zdravotnické zafizeni a Hlavni zkouSejici
povedou pravdivé, spravné, presné, uplné a
aktualni zaznamy o vSech Studijnich udajich,
které budou zahrnovat Zaznamy subjektd
hodnoceni (nebo odpovidajici udaje
v elektronické podobé), pfislusné zdrojové
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documents or materials as required by the
Protocol, the Applicable Regulatory
Requirements and PSI’'s and the Sponsor’s
instructions (collectively the "Records"). The
Institution and the Investigator shall keep all
the Records in a safe and secure location for
the period required by the Applicable
Regulatory Requirements, or, as defined in
the Study Protocol for the period following the
completion of the Study, whichever is longer,
and in accordance with the information
provided to Study subjects. The Institution
and/or the Investigator may destroy the
Records at the end of the Records keeping
period on the condition that the Institution
and/or the Investigator sends written notice to
the Sponsor’s email address
() -t leost sixty (60)
days prior to the date deletion/disposal will
occur, and, if requested by the Sponsor,
cooperates with the Sponsor in extending the
Record keeping period or shipping the
Records to another facility for storage, all at
the Sponsor’s reasonable expense.

8. TERMINATION AND SUSPENSION
81 Term

The term of this Agreement shall commence
on the date of the last named party signature.
The Agreement will come into effect on the
day of disclosure in the Contract Register.
Unless terminated earlier in accordance with
this Section 8, this Agreement shall remain in
effect until the final Study documentation
required to be provided under the Protocol is
received and accepted by PSI and the
Sponsor, and PSI has performed a closeout
visit at the Institution. If this Agreement is
terminated prematurely, the Institution and
the Investigator shall use its best efforts to
minimize further costs while maintaining good
medical care of the Study Subjects.
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dokumenty a jakékoli dalsi nezbytné
dokumenty nebo materidly dle pozadavki
Protokolu, Platnych regulaénich pozadavku a
pokynG PSI a Zadavatele (dale jen
.Zaznamy*). Zdravotnické zafizeni a Hlavni
zkou8ejici budou Zaznamy uchovavat na
bezpetném a zabezpefenim misté po dobu
pozadovanou Platnymi regulaénimi pozadavky
nebo po dobu stanovenou Protokolem Studie
po dokonleni Studie (kterakoli doba bude
del$i) a v souladu s informacemi poskytnutymi
Subjektum hodnoceni. Zdravotnické zafizeni
a/nebo Hlavni zkouSejici mohou Zaznamy po
uplynuti Ihdty pro uchovavani Zaznamu
zlikvidovat za podminky, Ze Zdravotnické
zafizeni a/nebo Hlavni zkouSejici zasle
Zadavateli na emailovou adresu
() o::meni  alespon
Sedesat (60) dni pred datem
vymazani/likvidace Zaznamid a na Zzadost
Zadavatele s nim bude spolupracovat na
prodlouzeni Ihaty pro uchovavani Zaznamu
nebo zaslani Zaznamu do jiného zafizeni, kde
budou uloZeny, a to vSe na pfiméfené naklady
Zadavatele.

8. UKONCENIi A POZASTAVENI
8.1 Doba trvani

Tato Smlouva zac¢ina platit kdatu jejiho
podpisu posledni z uvedenych stran. Uginna
bude dnem zvefejnéni v registru smluv. Pokud
nebude tato Smlouva ukonena pred€asné dle
Oddilu 8, bude platna, dokud PSI a Zadavatel
neobdrzi  findlni  Studijni  dokumentaci
vyzadovanou Protokolem a dokud PSI
nevykond z&vérecnou navstévu ve
Zdravotnickém zafizeni. Pokud dojde Kk
pfed€asnému  ukonleni této  Smlouvy,
Zdravotnické zafizeni a Hlavni zkouSejici
vynalozi  vedkeré mozné  Uusili, aby
minimalizovali dalSi naklady a zaroveh
zachovali dobrou Iékafskou péci pro Subjekty
hodnoceni.
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8.2 Termination by PSI

PSI, in consultation with the Sponsor, may
terminate this Agreement with immediate
effect (i) if the Institution and/or the
Investigator materially or  repeatedly
breaches this Agreement, the Protocol or
Applicable Regulatory Requirements and
fails to cure such breach within thirty (30)
calendar days from the receipt of written
notice; (ii) if PSI or the Sponsor in good faith
believe the Study Drug or continuation of the
Study presents an unreasonable medical risk
to the Study subjects or if there are efficacy or
safety concerns; (iii) if the Study is suspended
or not initiated at the Institution for any
reason; or (iv) if the agreement between the
Sponsor and PSI regarding the Study is
terminated; or (v) if any of the circumstances
pursuant to Sections 9. Non-debarment and
10. Anti-Bribery occur. PSI, in consultation
with the Sponsor, may also terminate this
Agreement without cause upon thirty (30)
calendar days’ notice. In the event of
termination, PSI will pay to the Institution, the
Investigator, and the Study Personnel for all
activities performed in compliance with this
Agreement and with the separate
agreements concluded with the Investigator
and with the pharmacists until the date of
termination.

8.3 Termination by the Institution or the
Investigator

Either the Institution or the Investigator may
terminate this Agreement with immediate
effect: (i) if PSI breaches this Agreement and
fails to cure such breach within thirty (30)
calendar days from the receipt of written
notice; or (ii) if the Institution and/or the
Investigator in good faith, and after
consultation with the Sponsor, believe that
the continuation of the Study presents an
unreasonable medical risk to the Study
subjects.
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8.2 Ukonceni ze strany PSI

PSI| smi po dohodé se Zadavatelem ukoncit
tuto Smlouvu s okamzitou platnosti, (i) pokud
Zdravotnickeé zafizeni a/nebo Hlavni zkousejici
podstatné a opakované porusi tuto Smiouvu,
Protokol nebo Platné regulaéni poZadavky a
nezjednaji napravu do fficeti (30) kalendarnich
dnd od obdrzeni pisemného upozornéni, (ii)
pokud se PSI nebo Zadavatel budou v dobré
vife domnivat, Ze Studijni 1ék nebo
pokracovani ve Studii predstavuje
nepfiméfené zdravotni riziko pro Subjekty
hodnoceni, nebo pokud budou mit obavy
ohledn& ucinnosti & bezpe€nosti Studijniho
léku, (iii) pokud bude Studie z jakéhokoli
dlvodu ve Zdravotnickém zafizeni pferusena,
nebo nebude zahajena, nebo (iv) pokud dojde
k ukonCeni Smlouvy tykajici se Studie
uzaviené mezi PSl a Zadavatelem, nebo (v)
pokud nastanou kterékoli okolnosti uvedené v
Oddilu 9. Nevylouceni a 10. Protiuplatkova a
protikorup&ni ustanoveni. PSI smi téz po
dohodé se Zadavatelem ukon¢it tuto Smlouvu
bez uvedeni divodu s vypovédni lhatou tficet
(30) kalendafnich dn(. V pfipadé ukonceni
uhradi PSI Zdravotnickému zafizeni, Hlavnimu
zkousejicimu a Studijnimu personalu vesSkeré
aktivity provedené do data ukon&eni v souladu
s touto smlouvou a uzavienou samostatnou
dohodou s Hlavnim zkou$ejicim a farmaceuty.

8.3 Ukonceni ze strany Zdravotnického

zafizeni nebo Hlavniho zkousejiciho

Zdravotnické zafizeni nebo Hlavni zkousejici
mohou ukon¢it tuto Smlouvu s okamzitou
platnosti: (i) pokud PSI podstatné porusuje tuto
Smlouvu a toto poruSeni nenapravi do fficeti
(30) kalendarnich dnt od obdrzeni pisemného
oznameni; nebo (ii) pokud je Zdravotnické
zarizeni nebo Hlavni zkousSejici v dobré vife a
po konzultaci se Zadavatelem pfesvéd&en, Ze
pokracdovani Studie predstavuje pro Subjekty
hodnoceni nepfimérené zdravotni riziko.
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8.4 Surviving Clauses

The termination or expiration of this
Agreement shall not relieve either party of its
obligation to the other with respect to the
following provisions: Section 1.4 b) and c)
[Study Drug and Study Supplies], Section 1.8

[Financial Disclosure], Section 3
[Confidentiality], Section 4 [Intellectual
Property], Section 5 [Publication and
Publicity], —Section 6 [Indemnification,

Notification of Claims and Insurance], Section
7 [Inspections, Audits, Monitoring and Record
Keeping], Section 8.4 [Surviving Clauses],
Section 10 [Anti-Bribery and Anti-Corruption],
Section 11 [Data Protection], Section 12
[Miscellaneous] and Section 13 [Applicable
Law and Place of Jurisdiction].

8.5 Suspension of the Study

The Sponsor may suspend the Study at any
time for any reason upon written notice, which
suspension shall not be deemed a breach of
this Agreement by PSI.

9. NON-DEBARMENT

The Institution and the Investigator represent
and warrant that neither they nor any of the
Study Personnel ever has been
debarred, disqualified, excluded or
suspended from participation in clinical
research by any competent authority or
agency in any country (including in particular
but without limitation the US FDA), and that it
shall not make use of, nor involve in this
Study any person or organization which is or
has been debarred, suspended, excluded or
disqualified by any competent authority to
participate in clinical research. In the event
the Institution or the Investigator or any
person or organization involved in the Study
is or becomes threatened with or becomes
debarred, disqualified, suspended or
excluded during the Study, the Institution and
the Investigator shall notify PSI in writing

is or
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8.4 Platnost po ukonceni

Ukon&eni nebo vyprSeni této Smlouvy
nezbavuje zadnou ze smluvnich stran jejich
povinnosti k ostatnim strandm, a to s ohledem
na nasledujici ustanoveni: Oddil 1.4 b) a c)
[Studijni 1€k a Studijni material], Oddil 1.8
[Majetkové pfiznani], Oddil 3 [D0vérnost],
Oddil 4 [DuSevni vlastnictvi], Oddil 5
[Publikace a propagace], Oddil 6 [Zprosténi
odpovédnosti, oznameni narok( a pojisténi],
Oddil 7 [Kontroly, audity,
zaznamy], Oddil 8.4 [Platnost po ukonceni],
Oddil 10 [Protitplatkova a protikorup&ni
ustanoveni], Oddil 11 [Ochrana osobnich
udaju], Oddil 12 [Rdzné] a Oddil 13 [Platné
zakony a soudni pfislusnost].

monitorovani a

8.5 Pozastaveni Studie

Zadavatel smi po pisemném oznameni Studii
kdykoli pozastavit bez udani ddvodu, pficemz
toto pozastaveni nebude povazovano za
poruseni této Smiouvy.

9. NEVYLOUCENI

Zdravotnické zarizeni a Hlavni zkouSejici ruci
a zaruCuji, ze jim ani Studijnimu personalu
nebyla zakazana ani pozastavena ucast
v klinickém vyzkumu 2Z&dnymi Ceskymi ani
zahrani¢nimi regulaénimi a kontrolnimi urady
(v€etné zejména americké FDA) a Ze nevyuZiji
ani do této Studie nezapoji Zzadnou osobu ani
organizaci, které je nebo byla nékterym
regulatnim  organem nebo
pozastavena u€ast na klinickém vyzkumu,
nebo ktera byla prohlasena nezpUsobilou
k u¢asti na klinickém vyzkumu. V pfipadég, Ze
by Zdravotnické nebo Hlavni
zkousejici €i jakakoli osoba nebo organizace
UCastnici se Studie méla byt nebo byla
vylou¢ena bé&hem Studie, Zdravotnické
zarizeni a Hlavni zkouSejici oznami tuto
skute¢nost PSI, a to pisemné do péti (5)
pracovnich dnu poté, co se o této skutecnosti
dozvi.

zakazana

zarizeni
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about this fact within five (5) business days of
its discovery.

10. ANTI-BRIBERY AND ANTI-
CORRUPTION

a) PSI and the Sponsor are subject to
anti-bribery and anti-corruption laws which
make it a criminal offence for PSI or the
Sponsor to directly or indirectly offer, give or
promise a Bribe to a Government Official or
other business counterpart. A “Bribe” is an
offer, delivery or promise of a payment or
anything of value to any Government Official
or other business counterpart for the purpose
of (i) unduly inducing or influencing that
person to do or refrain from any official act; (ii)
attempting to gain or maintain business; or
(i) securing an improper advantage. A
"Government Official" is any person acting
in an official capacity for or on behalf of any
government, including for its public agencies,
departments and/or international
organizations.

b) Acknowledging PSI's and the
Sponsor’s obligation, the Institution and the
Investigator represent and warrant that
neither they nor any of their officers, directors,
employees, staff, contractors or agents
(including all Study Personnel) have or shall
pay or promise to pay a Bribe to any
Government Official or business counterpart
in connection with the Study. The Institution
and the Investigator shall promptly notify PSI
if either learns of or has reason to know of any
activities in connection with the Study which
may constitute a violation of this Anti-Bribery
and Anti-Corruption section of this Agreement
or the anti-bribery, anti-corruption laws that
apply to the Institution and the Investigator.

11. DATA PROTECTION

a) The parties recognize that the
performance of this Agreement will involve
personal data processing governed by the
GDPR and Applicable Regulatory
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10. PROTIUPLATKOVA
A PROTIKORUPCNi USTANOVENI

a) PSI a Zadavatel jsou povinni jednat
v souladu s platnymi zakony proti Uplatkim a
korupci, podle kterych je nabizeni, poskytnuti
&i slibeni Uplatku, at' jiz pfimo & nepfimo,
Statnimu  organu nebo jiné obchodni
protistrang& trestnym &inem. ,Uplatek® je
nabizeni, poskytnuti nebo slibeni platby nebo
jiné cenné véci Statnimu organu nebo jiné
obchodni protistrané za ucelem (i) pfesvédceni
¢i ovlivnéni této osoby, aby jednala nebo
naopak nejednala uritym zplsobem, (ii)
pokusu o ziskani nebo udrzeni obchodni
prilezitosti, nebo (iii) zajisténi neCestné vyhody.
.Otatni organ“ je jakakoli osoba oficialné
jednajici za a jménem statu v€etné jeho

vefejnych  Ufadd, ministerstev  a/nebo
mezinarodnich organizaci.
b) Zdravotnické  zafizeni a  Hlavni

zkouS$ejici berou na v&domi povinnost PSI a
Zadavatele a ruci a zaruCuji se, Zze v souvislosti
se Studii nebudou ani oni ani jejich funkcionafi,
feditelé, zaméstnanci, zastupci, kontrahenti Ci
zmocnénci (v€éetné Studijniho personalu) platit
nebo slibovat Uplatek Statnimu organu &i jiné
obchodni protistrané a ani tak neucinili.
Zdravotnické zafizeni a Hlavni zkouSejici
neprodlené uvédomi PSI, pokud se dozvédi o,
nebo pokud budou mit diivodné podezfeni na
jakoukoli €innost souvisejici se Studii, ktera
byt vrozporu stimto oddilem
Protituplatkova a protikorup&ni ustanoveni této
Smlouvy nebo V rozporu s platnymi
protikorup&nimi zakony vztahujicimi se na
Zdravotnické zafizeni a Hlavniho zkousejiciho.

muUze

11. OCHRANA OSOBNICH UDAJU

a) Strany uznavaji, ze plnéni této Smlouvy
bude zahrnovat zpracovani osobnich udaju
podle GDPR a Platnych regulacnich
pozadavku. Strany berou na védomi, Ze v

CONFIDENTIAL | DUVERNE

21/42



Requirements. In that regard, the parties
acknowledge that the Sponsor and the
Institution, each within the scope of its

respective remit, will have full decision-
making independence in relation to the
purposes, methods and tools of the

processing and security measures applied,;
therefore, for the exclusive purposes of the
GDPR and without affecting the interpretation
of other provisions of this Agreement, the
parties acknowledge that the Institution and
the Sponsor act, each within the scope of its
respective remit, as independent data
controllers. PSI and the Investigator are
considered data processors and will therefore
observe the applicable laws and respectively

Institution’s and Sponsor's instructions
contractually assumed.
b) The Institution and Investigator

recognize that compliance with the GDPR,
the relevant provisions of the other Applicable
Regulatory Requirements as well as with the
applicable orders of the competent
supervisory authority (collectively, “Privacy
Laws”), is an essential condition for
performing the Agreement.

c) The Institution and Investigator
acknowledge that the Sponsor has to
mandatorily comply with certain obligations
regarding personal data protection including
the duty to provide the Study subjects
(irrespectively of their nationality) with a
specific information notice. On request of the
Sponsor, the Institution and Investigator shall
fairly collaborate with the Sponsor to comply
with its obligations.

d) PSI (if applicable), the Institution and
Investigator undertake to process any
personal data processed in the context of this
Agreement solely to perform the Agreement
and the activities/services associated
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tomto ohledu budou Zadavatel a Zdravotnické
zafizeni, kazdy z nich v ramci svych
pravomoci, nezavisli ve svém rozhodovani
ohledné ucelu, metod a nastroju zpracovani
udaji a pouziti bezpecnostnich opatfeni, a
proto pro vyhradni ucely GDPR a bez vlivu na
interpretaci ostatnich ustanoveni této Smlouvy
berou strany na védomi, Ze Zdravotnické
zafizeni a Zadavatel budou vystupovat jako
nezavisli spravci udajl, kazdy v ramci svych
pravomoci. PSI a Hlavni zkouSejici jsou
povazovani za zpracovatele osobnich udaji a
budou se proto Fidit pfisluSnymi pravnimi
pfedpisy a instrukcemi  Zdravotnického
zafizeni a Zadavatele, pokud se smluvné
zavazali je dodrzovat.

b) Zdravotnické zafizeni a Hlavni zkouSejici
uznavaji, ze soulad s GDPR, pfisluSnymi
ustanovenimi dalSich Platnych regulaénich
pozadavki a platnymi nafizenimi
kompetentnich dohlizejicich ufad( (dale jen
souhrnné ,Predpisy o ochrané udaja“) je
nezbytnou podminkou plnéni této Smlouvy.

c) Zdravotnické zafizeni a Hlavni zkou3ejici
berou na védomi, Zze Zadavatel ma povinnost
dodrzovat soulad s povinnostmi tykajicimi se
ochrany osobnich udaju véetné povinnosti
poskytnout Subjektu studie (bez ohledu na
jeho narodnost) uréité informativni oznameni.
Zdravotnické zafizeni a Hlavni zkouSejici maji
povinnost na Zadost Zadavatele pfimérené
spolupracovat se Zadavatelem k zajisténi
souladu s jeho povinnostmi tykajicimi se
ochrany osobnich udaja.

d) PSI
zarizeni

(je-li to pouzitelné), Zdravotnické
a Hlavni zkouSejici se zavazuji
zpracovavat veskeré osobni udaje v kontextu
této Smlouvy vyhradné pro ucely pInéni
Smlouvy a &innosti/sluzeb s tim spojenych a v
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therewith and in compliance with the Privacy
Laws and the relevant sections of the
Protocol.

e) In relation to the personal data
processed, PSI (if applicable), the Institution
and Investigator shall be required, in the
framework of their financial capabilities, to
adopt technical and organizational security
measures aimed at collecting and managing
the processed personal data as well as to
prevent personal data from being processed
in an unauthorized or unlawful manner or
accidentally lost, destroyed or damaged, as is
further described in the Protocol.

f) PSI, the Institution and the Investigator
shall report in writing to Sponsor’s Data
Protection Officer (“DPQ”) in the shortest
possible delay, and in any case, no later than
3 days after learning of the event, all the
following: (a) any violation of the Privacy
Laws that PSI, Institution and Investigator
become aware of in performing this
Agreement; (b) any suspected or actual
prejudice to the confidentiality, security or
integrity of the personal data, systems or
databases (data breach); (c) any requests or
complaints from data subjects, along with all
information deemed necessary to properly
evaluate the situation. For the sake of clarity,
it is understood that the Sponsor and
Institution being independent data controllers,
they shall independently be responsible for
the evaluation of the management of data
breach events, reporting the event to the
supervisory authority and to the concerned
data subjects.

For the purposes of Articles 37-39 of the
GDPR, the parties represent that:

Sponsor has appointed a Data Protection
Officer that may be reached at

The Institution / PSI has appointed a Data
Protection Officer that may be reached at
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souladu s Predpisy o ochrané udaju a
pFislusnymi oddily Protokolu.

e) PSI (je-li to pouzitelné), Zdravotnické
zarizeni a Hlavni zkouS$ejici maji v souvislosti
se zpracovavanim osobnich udaji povinnost, v
ramci svych finanénich moznosti, pfijmout
technicka a organiza¢ni bezpecénostni opatfeni
pro shromazdovani a spravu zpracovavanych
osobnich udajil a za celem zabranéni
zpracovani osobnich udaju neopravnénym Ci
nezakonnym zplsobem ¢i zabranéni nahodilé
ztraté, zniceni C&i poSkozeni jak je blize
popsano v Protokolu.

f) PSI, Zdravotnické zafizeni a Hlavni
zkousejici maji povinnost pisemné& oznamit
Zadavatelové Specialistovi na ochranu udaji
(dale jen ,DPO*) nasledujici situace: (a)
jakékoli poruseni Pfedpisti o ochrané udaju, o
némz se PSI, Zdravotnické zafizeni a Hlavni
zkousejici dozvi b&éhem pInéni této Smlouvy,
(b) jakékoli skute€¢né nebo domnélé porudeni
divérnosti, bezpecnosti nebo integrity
osobnich Gdaju, systémO nebo databazi
(poruseni ochrany udaju), (c) jakékoli zadosti Ci
stiznosti subjektd udajl, jakoz i veSkeré
informace povazované za nezbytné pro fadné
posouzeni situace, a to s nejmensim moznym
prodlenim a nejpozdéji do 3 dnl od okamziku,
kdy se o udalosti dozvi. Pro vyjasnéni se
rozumi, Zze Zadavatel a Zdravotnické zafizeni
jsou nezavisli spravci Udajlu a jako takovi jsou
nezavisle odpovédni za posouzeni feSeni
pfipadl poruseni ochrany udaju a hlaseni
udalosti dohlizejicimu ufadu a subjektiim
udaju, kterych se udalost dotyka.

Pro ugely Clanka 37 — 39 GDPR strany
prohlasuji, Ze:

Zadavatel jmenoval Specialistu na ochranu
udaju, kterého je mozné kontaktovat na

Zdravotnické zafizeni/PSI
Specialistu na ochranu udaju,

jmenovalo/a
kterého je
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I o I

accordingly.

g) In performing this Agreement, the
parties shall avail only of
staff/collaborators/providers that: (i) have
been appropriately instructed under Articles
28-29 of the GDPR and (ii) have received
training regarding personal data protection.

h) The Institution and Investigator
acknowledge that the performance of this
Agreement may lead to export of personal
data outside the EU (e.g. to Regulatory
Authorities in  the USA, centralized
laboratories, case report forms reviewers,
centralized archives, etc.). In this respect, the
Institution and Investigator undertake to
cooperate on export of the pseudonymised
personal data in line with the Privacy Laws
and in the scope permitted under Applicable
Regulatory  Requirements.  After the
pseudonymised personal data are exported
the Sponsor assumes liability for them.

i) The parties acknowledge that the
Institution is the controller of the personal
data collected for the purpose of providing
clinical care to the Study subjects. This
personal data may be the same personal
data, collected transparently and processed
for research and for care purposes under the
separate controllerships of the Sponsor and
the Institution.

i) The Institution and the Investigator shall not
and shall ensure that the Study Personnel
does not disclose any non-pseudonymized
personal data of Study subjects to the
Sponsor or PSI, save where this is required
directly or indirectly to satisfy the
requirements of the Protocol, or for the
purpose of monitoring or reporting adverse
events, or in relation to a claim or proceeding
brought by a Study subject in connection with
the Study. Personal data of Study subjects
must be appropriately pseudonymized before
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mozné kontaktovat na | GcGTNNGEEE
nebo na [

g) Pfi plnéni této Smlouvy maji strany
povinnost angaZovat pouze zaméstnance /
spolupracovniky / poskytovatele, ktefi (i) byli
fadné proskoleni dle Clankd 28 — 29 GDPR a
(i) obdrzeli Skoleni tykajici se ochrany
osobnich udaju.

h) Zdravotnické zafizeni a Hlavni zkousSejici
berou na védomi, Ze plnéni této Smlouvy mize
vést k exportu osobnich udajd mimo EU (napf.
Regulaénim dfadim v USA, centralnim
laboratofim, osobam kontrolujicim individualni
zaznamy Subjektd studie, centralnim archiviim
atd.). V tomto ohledu budou Zdravotnické
zafizeni a Hlavni zkouSejici spolupracovat na
exportu pseudoanonymizovanych osobnich
udaju v souladu s Predpisy o ochrané udaju a
v rozsahu v jakém jim to Platné regulaéni
pozadavky umoZznuji. Po exportu
pseudoanonymizovanych osobnich  (dajl
pfebira za udaje odpovédnost Zadavatel.

i) Strany berou na védomi, Ze Zdravotnické
zarizeni je spravce osobnich udaji ziskanych
pro Ucely poskytnuti klinické péce Subjektim
hodnoceni. Tyto osobni udaje transparentné
ziskané a zpracovavané pro ucely vyzkumu
fizeného Zadavatelem mohou byt totozné
s osobnimi Udaji zpracovavanymi pro ucely
poskytnuti péce Zdravotnickym zafizenim.

j) Zdravotnické zafizeni a Hlavni zkouSejici
nebudou — a zajisti, aby tak necinil ani Studijni
personal — poskytovat Zadavateli ani PSI
Zzadné osobni udaje Subjektu hodnoceni, které
predtim neproSly pseudonymizaci, vyjma
pfipadl, kdy je to pfimo <& nepfimo
pozadovano ke spinéni pozadavk( Protokolu,
nebo pro ucely monitorovani ¢i hlaseni
nezadoucich pfihod, nebo v souvislosti s
narokem nebo Fizenim iniciovanym Subjektem
hodnoceni v souvislosti se Studii. Nez se
osobni udaje Subjektdl hodnoceni zadaji do
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they are entered into the CRFs or otherwise
transferred to PSI, the Sponsor or their
vendors. Once the pseudonymized data are
transferred, the Sponsor becomes
responsible for them.

k) For the purposes of acquiring consent, PSI
will provide the Institution and the Investigator
with data protection notice(s) for the Study
Personnel, the Investigator will promptly
provide every member of the Study
Personnel (even if a member joins the Study
Personnel at a later stage) with a copy/copies
and will forward any questions to PSI.

12. MISCELLANEOUS

a) The Institution and the Investigator
represent that they are not under and will
ensure not to commit to any contractual
and/or legal obligations preventing them, or
their Study Personnel, from complying with
the duties and obligations under this
Agreement.

b) This Agreement (including the Protocol
and any Appendices hereto) represents the
entire understanding between the Parties
with respect to the subject matter hereof.

c) No amendment to this Agreement
(including its attachments) shall be effective
unless such amendment is made in writing
and signed by the parties hereto and refers to
this Agreement.

d) If any provision(s) of this Agreement
shall be declared invalid or unenforceable by
a court of competent jurisdiction, such
determination shall not affect the remaining
provisions of this Agreement, which shall
remain in full force and effect. The parties
hereto shall, however, attempt to replace the
provision(s) declared invalid as aforesaid with
legally valid provision(s) which reflect(s) the
same purpose of the invalid provision(s) to
the greatest extent possible.
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CRFs nebo se jinak pfedaji PSI, Zadavateli Ci
jejich dodavatelim, je nutné je nalezité
pseudonymizovat. Po predani
pseudoanonymizovanych  osobnich  udaju
pfebira za udaje odpovédnost Zadavatel.

k) PSI, za u€elem ziskani souhlasu, poskytne
Zdravotnickéemu  zafizeni a  Hlavnimu
zkousejicimu oznameni o ochrané udaji pro
Studijni personal, Hlavni zkousejici neprodlené
poskytne  kazdému  Clenovi  Studijniho
personalu (i kdyz se néktery ¢len pfipoji ke
Studijnimu personalu az pozdéji) kopii/kopie a
preposle jakékoli dotazy PSI.

12. RUZNE

a) Zdravotnické  zafizeni a  Hlavni
zkousejici zaru€uji, Ze se na né nevztahuji
Zadné smluvni ani zakonné povinnosti, které
by jim nebo jejich Studijnimu personalu branili
v plnéni povinnosti stanovenych v této
Smlouvé, a Ze se k dodrZovani Zzadnych
takovych  smluvnich a/nebo  zakonnych
povinnosti nezavazi.

b) Tato Smlouva (v€etné Protokolu a
jakychkoli jejich Pfiloh) pfedstavuje uUplnou
dohodu mezi Stranami ohledné pfedmétu této
Smlouvy.

c) Zadné doplnéni této Smlouvy &i jejich
Pfiloh nenabude platnosti, pokud takové
doplnéni nebude u€inéno pisemné a
podepsano smluvnimi stranami a nebude
obsahovat odkaz na tuto Smlouvu.

d) Pokud bude nékteré ustanoveni této
Smlouvy prohlaseno za neplatné Ci
nevykonatelné soudem pfisludné jurisdikce,
nebude mit toto rozhodnuti vliv na zbyvajici
ustanoveni této Smlouvy a tato zbyvajici
ustanoveni zlstavaji v plné platnosti. Smluvni
strany se v8ak pokusi nahradit ustanoveni
prohladené za neplatné ustanovenim platnym,
které plni stejny uc€el jako neplatné ustanoveni
vV CO nejvét§im mozném rozsahu.
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e) The waiver of or acquiescence by any | e) Pokud kterakoli ze stran této Smlouvy
party hereto to any terms or provision | promine nebo odpusti jakékoli podminky Cdi
hereunder, or the failure of any party to insist | ustanoveni této Smlouvy nebo pokud nebude
upon strict compliance with any warranty, | trvat na pfisném dodrzovani jakékoli zaruky,
representation, agreement, term, or condition | prohlasSeni, ujednani ¢i podminky uvedené v
in this Agreement, shall not constitute a | této Smlouvé, nebude to znamenat prominuti
waiver of any subsequent default or failure, | jakéhokoli nasledného nepinéni, at jiz bude
whether similar or dissimilar. podobné, nebo nikoli.

f) This Agreement is entered into | f) Smluvni strany uzaviraji tuto Smilouvu
between the parties hereto on principal to | na zakladé rovnosti postaveni stran. Na
principal basis. Nothing contained in this | zakladé Zadné skute¢nosti obsazené v této
Agreement shall be construed to imply a joint | Smlouvé neni mozné interpretovat vztah mezi
venture, employment, partnership, or | Zdravotnickym zafizenim/Hlavnim zkouSejicim
principal agent relationship between the | a PSI nebo Zadavatelem jako spole€ny podnik,
Institution/Investigator and PSI or the | vztah zaméstnance a zaméstnavatele,
Sponsor; and neither party hereto by virtue of | partnerstvi nebo vztah nadfizeného a
this Agreement shall have the right, power or | podfizeného a zaroven zadné ze Smluvnich
authority to act or create any obligation, | stran nezaklada tato Smlouva pravo, pravomoc
express or implied, on behalf of the other | nebo opravnéni vykonavat nebo vytvaret
party. jménem ostatnich stran jakékoli povinnosti, at
jiz vyslovné ¢&i nepfimo.

g) If there is a discrepancy between the | g) V pfipadé rozporu mezi anglickou a
English and the Czech versions of this | Ceskou verzi této Smlouvy bude skutecny
Agreement, the actual intention of the parties | umysl smluvnich stran stanoven vykladem
shall be established by a good faith | obou verzi v dobré vife. V pfipadé, Ze rozpor
interpretation considering both versions. In | nebude mozné vyfeSit takovymto vykladem,
case a discrepancy cannot be resolved by | pfevaZuje verze Ceska.

such interpretation, the Czech version shall
prevail.

h) In the event of any inconsistency | h) V pfipadé jakychkoli rozpord mezi
between the Agreement and the Protocol, the | Smlouvou a Protokolem ma ve védeckych
Protocol shall prevail for scientific matters | zalezitostech a v oblasti péfe o pacienty
and patient care issues, while the Agreement | pfednost Protokol a ve vS8ech ostatnich
shall prevail for all other matters. zalezitostech Smlouva.

i) The Institution and/or the Investigator | i) Ani Zdravotnické zafizeni ani Hlavni
may not assign any of their rights or | zkouSejici nesmi postoupit svd prava nebo
subcontract obligations hereunder without the | angazovat subkontrahenty na plnéni svych
prior written consent of PSIl. Even if PSI | povinnosti vyplyvajicich z této Smlouvy bez
authorizes delegation or subcontracting in full | pfedchoziho pisemného souhlasu PSI. |
or in part, the Institution and the Investigator | v pfipadé, Zze PSI schvali delegovani d&i
remain fully responsible and liable for the | angazovani subkontrahentll v plném &i
performance of all delegated duties. ¢aste€ném rozsahu, zlstavaji Zdravotnické
zarizeni a Hlavni zkousejici plné odpovédni za
plnéni veSkerych delegovanych povinnosti.
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i) The parties acknowledge that Act No.
340/2015 Coll.,, on the Contract Register
obliges the Institution to publish this
Agreement. PSI shall prepare a machine-
readable electronic format of this Agreement
which will blind out sensitive information in
compliance with Section 3 Subsection 1 of the
Act on the Contract Register and send it to the
Institution for publication as of the day of
signature of full version hereof at the latest.
Once the Institution publishes the Agreement,
the Institution shall inform PSI of the
publication via the PSI data box with identifier:
gwbSvnbb and/or by email sent to:
B < Act on the
Contract Register also obliges the Institution
to publish the estimated value of this
Agreement. The parties agree that this
amount shall be defined as EUR 9 194.

k) This Agreement including all its
amendments constitutes the entire
agreement between the parties with respect
to the subject hereof and no terms and
conditions or provisions hereof may be
amended or waived without prior consent of
individual parties.

13. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by
and construed in accordance with the laws of
the Czech Republic, without regard to its
conflict of laws provisions.

b) The Parties will endeavor to settle
amicably any dispute having its origin in this
Agreement. However, in the absence of an
amicable settlement, any claim or
controversy arising out of or related to this
Agreement or any breach hereof shall be
submitted to the exclusive jurisdiction of the
competent courts located in the Czech
Republic. Notwithstanding the foregoing,
either party may seek injunctive or other
preliminary relief in any court of competent
jurisdiction in the Czech Republic.
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j) Smluvni strany berou na védomi, ze
Zdravotnické zafizeni je povinno uvefejnit tuto
Smilouvu v souladu se zakonem ¢. 340/2015
Sb., o registru smluv. PSI pfipravi strojové
Citelnou verzi Smlouvy se znecitelnénymi
citlivymi 0daji v souladu s ustanovenim § 3
odst. 1 zakona o registru smluv a zasle ji
Zdravotnickému  zafizeni k  uvefejnéni
nejpozdéji ke dni podpisu piné verze Smlouvy.
Zdravotnické zafizeni bude PSI informovat o
uverejnéni Smlouvy prostfednictvim datové
schranky PSI s identifikatorem: gw5vnbb a/
nebo emailové adresy:
] Zdravotnické
zarizeni je povinno na zakladé Zakona o
registru smluv rovnéz uverejnit pfedpokladané
celkové finanéni pInéni poskytnuté na zakladé
této Smlouvy. Smluvni strany se dohodly, Ze
jde o ¢astku 9 194 Euro.

k) Tato Smlouva véetné vSech dodatkd a
Protokolu predstavuje Uplnou dohodu mezi
stranami s ohledem na pfedmét Smlouvy a
zadné podminky ¢&i ustanoveni této Smiouvy
nesmi byt doplnény nebo od nich nesmi byt
upusténo bez pfedchoziho souhlasu
jednotlivych stran.

13. PLATNE ZAKONY A SOUDNI
PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle
platnych zakond Ceské republiky bez ohledu
na rozpor se zakonnymi ustanovenimi.

b) Strany se pokusi vyreSit veSkeré spory
vyplyvajici z této Smlouvy smirnou cestou.
Pokud vSak ke smirnému urovnani nedojde,
jakékoli naroky &i spory vzniklé v souvislosti
s touto Smlouvou ¢i jeji poruseni budou
predlozeny kFeSeni souddm  pfislusné
jurisdikce v Ceské republice. Bez ohledu na
vySe uvedené, smi kterakoli strana poZadovat
soudni napravné narizeni nebo jiné pfedbézné
opatfeni u kteréhokoli soudu pfislusné
jurisdikce v Ceské republice.
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[SIGNATURE PAGE TO FOLLOW] [INASLEDUJE PODPISOVA STRANA]
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This Agreement has been made in four
counterparts, one for each party and one for the

Sponsor.

By signing below, each party hereby accepts and
agrees to the above terms and conditions.

If Applicable Regulatory Requirements allow a
qualified electronic signature and all the parties
agree to its use, the parties hereby accept and
confirm a qualified signature as a legally binding
equivalent to a handwritten signature.

Assoc. Prof. Pavel Tesinsky, MD. Ph.D

Tato Smlouva byla vypracovana ve Ctyfech
vyhotovenich, kdy kazda ze smluvnich stran
obdrzi jedno a jedno Zadavatel.

PFipojenim podpisu nize kazda ze stran pfijima a
souhlasi s vySe uvedenymi podminkami a

ustanovenimi.

Pokud je podle Platnych regulaénich pozadavku
pfipustny kvalifikovany elektronicky podpis a
v8echny strany budou s jeho pouzitim souhlasit,
smluvni strany timto pfijimaji a potvrzuji
kvalifikovany elektronicky podpis jako pravné
zavazny ekvivalent vlastnoruéniho podpisu.

The Institution | Zdravotnické zafizeni: Fakultni nemocnice Kralovské
Vinohrady (Kralovske Vinohrady University Hospital)

Name | Jméno: MUDr. Jan Votava, MBA
Title | Pozice: Director/Reditel

Dated | Datum:

The Investigator | Hlavni zkouS$ejici: Doc. MUDr. Pavel TéSinsky, Ph.D.

Name | Jméno: Doc. MUDr. Pavel Té&Sinsky, Ph.D.

Dated | Datum:
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[ ] Assoc. Prof. Pavel Tesinsky, MD. Ph.D

PSI: PSI CRO Czech Republic s.r.o.

Name | Jméno: I
Title | Pozice: |

Name | Jméno: N
Title | Pozice: |

Dated | Datum:
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Attachment 1

Financial Arrangements

1. FEES

The compensation to be paid under this
Agreement is defined in the Annex.

All  amounts defined in this Financial
Arrangements are exclusive of VAT, which will be
added, if applicable.

2 INVOICING

a) For the fees where the invoicing process is
initiated by PSI, PSI shall send quarterly
overviews to the Institution, setting out the
amounts earned by the Institution, based on the
Study visits and Study procedures completed
and the Study data reported in compliance with
this Agreement (each a “Quarterly Overview”).
Quarterly Overviews for the Institution approved
by the Investigator will be sent by PSI to
Oddéleni klinickych hodnoceni FNKYV, pavilon
CH, Srobarova 50, 100 34 Praha 10 or per e-mail
to [N  (proferred
manner). If the Institution agrees with the
Quarterly Overview, the Institution shall issue an
invoice for the amount indicated in the Quarterly
Overview converted into CZK, using the
conversion rate of the Czech National Bank on
the date of invoicing (the “Conversion Rate”).

b) For the fees where the invoicing process is
initiated by the Institution, the Institution shall
invoice these items within ninety (90) days after
they become invoiceable, when no later than the
final invoicing. VAT will be added to the sum to
the extent specified by law.

c) The Institution’s invoice shall comply with
tax requirements and indicate the Protocol
number. The Institution shall issue the final
invoice no later than ninety (90) days after the
closeout visit to the Institution. Unless otherwise
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Priloha 1

Finanéni ujednani

1. POPLATKY

Kompenzaci, ktera ma byt na zakladé této
Smlouvy vyplacena, stanovuje Pfiloha.

VSechny Castky stanovené v téchto Financnich
ujednanich jsou bez DPH, ktera bude
pfipocitana, stanovuje-li to zakon.

2. FAKTURY

a) V pfipadé poplatk(, u kterych fakturacni
proces iniciuje PSI, bude PSI zasilat &tvrtletni

pifehledy Zdravotnickému zafizeni, v nichz
budou uvedeny Castky pfipadajici
Zdravotnickému zarizeni na zakladé

provedenych navstév a procedur v ramci Studie
a odevzdanych Studijnich udaji v souladu s touto
Smilouvou (vzdy ,Ctvrtletni prehled®). Ctvrtletni
pifehledy pro Zdravotnické zafizeni schvalené
Hlavnim zkouS$ejicim budou PSI zasilany na
Oddéleni klinickych hodnoceni FNKV, pavilon
CH, Srobarova 50, 100 34 Praha 10 nebo e-
mailem na adresu | G
(preferovano). Pokud Zdravotnické zafizeni se
Ctvrtletnim prehledem souhlasi, vystavi fakturu
na &astku uvedenou ve Ctvrtletnim prehledu,
prevedenou na K& za pouziti kurzu CNB ke dni
vystaveni faktury (“Sménny kurz”).

b) V pfipadé poplatkd, u kterych fakturacni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky do
devadesati (90) dni od okamziku, kdy se stanou
fakturovatelnymi, nejpozde;ji s konec€nou
fakturaci. Ktéto Castce bude pfipo¢tena DPH
v zakonem stanovené vysi.

f) Faktury Zdravotnického zafizeni museji
spliiovat danové pozadavky a uvadét Ccislo
Protokolu. Kone&nou fakturu vystavi
Zdravotnické zafizeni nejpozdéji devadesat (90)
dni od zavéreCné navstévy Zdravotnického
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agreed in writing, invoices received after this time
will not be reimbursed provided that the
Institution was properly notified of the site closure
in writing.

Invoice address:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha 4 — Chodov

ID: 28196775, TIN: CZ28196775

E-mail: | I

3. PAYMENTS

a) PSI shall make the payments in CZK within
thirty (30) days after receipt of the undisputed
invoice.

b) PSI will only accept making payments to
bank accounts located in the country where the
services under this Agreement have been
performed.

c) PSI shall be entitled to withhold the last
payment until the Investigator has appropriately
completed the eCRF, answered all data
clarification requests, all Study Supplies and/or
Study Drug has been returned/destroyed as per
PSI instructions, and PSI has performed a
closeout visit to the Institution.
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zafizeni. Pokud neni pisemné sjednano néco
jiného, faktury obdrZzené po tomto terminu jiz
nebudou proplaceny, za podminky, Ze bylo
Zdravotnické zafizeni o uzavieni centra fadné
pisemné informovano.

Faktura¢ni adresa:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha 4 — Chodov

IC: 28196775, DIC: CZ28196775

Email: [

3. PLATBY

a) PSI bude platby provadét v K¢ do tficeti (30)
dni od obdrZeni nesporné faktury.

b) PSI povoluje zasilani plateb pouze na
bankovni ucty nachazejici se v zemi, kde byly
sluzby na zakladé této Smlouvy poskytovany.

¢) PSI ma pravo pozdrzet posledni platbu, dokud
Hlavni zkouS$ejici nalezité nevyplni elektronickée
Zaznamy subjektu hodnoceni (CRFs), nezodpovi
veskeré zadosti o objasnéni udaji, nedojde k
vraceni/likvidaci veSkerého Studijniho materialu
a/nebo Studijniho léku dle pokyni PSI a PSI
nevykona zavérecnou navstévu ve
Zdravotnickém zafizeni.
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Assoc. Prof. Pavel Tesinsky, MD. Ph.D

Annex to the Financial Arrangements
Priloha k Finanénimu ujednani
This Annex defines the compensation to be paid under the Agreement.
Tato PFiloha stanovuje odménu, ktera ma byt vyplacena dle Smlouvy.

The column "Invoice initiated by" indicates if the payment of the particular fee will be initiated by PSI via
a Quarterly Overview or by the Institution via an invoice.

Sloupec nazvany "Platba iniciovana" udava, zda byla konkrétni platba iniciovana PSI prostfednictvim
Ctvrtletniho pFehledu nebo Zdravotnickym zafizenim prostfednictvim faktury.

1. Per Visit Fees | 1. Platby za jednotlivé navstévy

The per visit fees shall be calculated in accordance with the below table based on (i) the number of
Study subjects and (ii) the number of visits performed and completed CRF sections and verified by a
PSI monitor with respect to these Study subjects in compliance with the Agreement.

Platby za jednotlivé navstévy budou vypocitany v souladu s tabulkou nize na zakladé (i) poctu Subjektl
hodnoceni a (ii) po¢tu absolvovanych navstév a vyplnénych oddilil CRF potvrzenych monitorem PSI s
ohledem na tyto Subjekty hodnoceni v souladu se Smilouvou.

=
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[ ] Assoc. Prof. Pavel Tesinsky, MD. Ph.D

2. Additional Procedural Fees | 2. Dodateéné proceduralni poplatky

Further to the per visit fees, the following unscheduled and/or additional procedures or visits will be
compensated upon occurrence.

Dale budou kromé plateb za jednotlivé navstévy uhrazeny nasledujici neplanované a/nebo dodate¢né
procedury nebo navstévy po jejich absolvovani.
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[ ] Assoc. Prof. Pavel Tesinsky, MD. Ph.D

3. Screen Failures | 3. Neuspésny screening

Screen Failure Payment: A Screen Failure shall be defined as a Study subject who has signed an
Informed Consent Form but could not be included in the Study under the inclusion/exclusion criteria or
for other reasons. Screen Failures will be reimbursed the relevant Screening Visit cost as per the
Tables above and relevant additional procedures, if performed.

Platba za NeuUspésny screening: NeuspéSny screening je definovan jako screening Subjektu
hodnoceni, ktery podepiSe Informovany souhlas, avSak nemize byt zafazen do Studie dle kritérii pro
ne/zarazeni z jinych ddvodd. Pfi NeuspéSném screeningu bude uhrazena relevantni Screeningova
navstéva dle tabulek vySe a relevantni dodatecné procedury, pokud byly provedeny..

** je-li aplikovatelné/if applicable
4. Re-screenings | 4. Opétovny screening

Re-screening Payment: Subjects who fail screening can be considered for re-consenting and re-
screening only if 1) the reason for screen failure becomes invalid over time (e.g., out of range laboratory
values have resolved and 2) Sponsor approval for re-screening is given. Re-screenings will be
reimbursed the relevant Screening Visit cost and relevant additional procedures, if performed.

Platba za Opétovny screening: Subjekty, které neprojdou screeningem, mohou byt zvaZeny k
opétovnému screeningu pouze tehdy, pokud 1) diivod nelspéSného screeningu se béhem ¢asu stane
neplatnym (napf. laboratorni hodnoty mimo povolené rozmezi se normalizuji) a 2) Zadavatel souhlasi
s Opétovnym screeningem. Pfi Opétovném screeningu bude uhrazena relevantni Screeningova
navstéva a relevantni dodateéné procedury, pokud byly provedeny.

5. Patient Reimbursement | 5. Nahrady pacientiim

The patient reimbursement will be provided directly to the patient by a vendor. The Investigator shall
support the reimbursement process by following strictly and in a timely manner the instructions provided
by PSI.

Nahrady pacientim budou proplaceny pfimo pacientiim prostfednictvim vendora. Hlavni zkouSejici
bude podporovat proces vyplaceni nahrad pfesnym a v€asnym dodrZovanim instrukci dodanych PSI.

6. Administrative Fees | 6. Administrativni poplatky
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