MER-XMT-1536-1

CLINICAL STUDY AGREEMENT

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

Fakultni nemocnice Brno (University

Hospital Brno)

Jihlavska 20, 625 00 Brno, Czech Republic, ID:
65269705, TIN: CZ65269705, represented by
prof. MUDr. Jaroslav Stérba, Ph.D., director,
state-funded organization established by a
decision of the Ministry of healthcare, with no
obligation to be registered with Business
Register, registered with the Trade Register
maintained by the Trade Office of Brno city (the
“Institution”)

and

physician  at
porodnicka klinika Fakultni
(Clinic of Gynecology and Obstetrics of University
Hospital Brno) (the “Investigator”)

Gynekologicko-
nemocnice Brno

and

PSI CRO Czech Republic s.r.o.,

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 b

, by
Power of Attorney (“PSI”)
PREAMBLE:
WHEREAS Mersana Therapeutics, Inc. (the

“Sponsor”) is conducting a clinical study (the
“Study”) of the product XMT-1536 (the “Study
Drug”);
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SMLOUVA O KLINICKEM HODNOCENI

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

Fakutni nemocnice Brno

Jihlavska 20, 625 00 Brno, Ceska republika, IC
65269705, DIC: CZ65269705, zastoupena prof.
MUDr. Jaroslavem Stérbou, Ph.D., Feditelem, statni
pfispévkova organizace
Ministerstva zdravotnictvi, bez povinnosti zapisu do
obchodniho rejstfiku vedeného Zivnostenskym
Ufadem mésta Brna (dale jen

zfizena rozhodnutim

Zdravotnické

zafizeni”)

, lékarka Gynekologicko-
porodnické kliniky Fakultni nemocnice Brno (dale
jen ,Hlavni zkousSejici®)

a

PSI CRO Czech Republic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, 1CO: 28196775, DIC: CZ28196775,
zapsana v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vloZka 132148, zastoupena

, ha zakladé pIiné moci (“PSI”)

PREAMBULE:

VZHLEDEM K TOMU, Ze Mersana Therapeutics,
Inc. (dale jen ,Zadavatel”) provadi klinické
hodnoceni (dale jen ,Studie®) pfipravku XMT-1536
(dale jen ,Studijni 1ék”);
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WHEREAS the Study shall be conducted in full
compliance with the Sponsor's protocol MER-
XMT-1536-1 “A Phase 1b/2, First-in-Human,
Dose Escalation and Expansion Study of XMT-
1536 In Patients with Solid Tumors Likely to
Express NaPi2b” and any amendments thereto
(the “Protocaol”);

WHEREAS the Sponsor has engaged PSI 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 accordance 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 Fakultni
nemocnice Brno (University Hospital Brno),
Jihlavska 20, 625 00 Brno,Czech Republic and
shall not be changed without Sponsor’s explicit
prior written consent. The Institution and the
Investigator shall ensure that all individuals and
entities that perform any portion of the Study
under the Investigator's supervision (the “Study
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VZHLEDEM K TOMU, ze Studie bude provadéna
v plném souladu s Protokolem Zadavatele MER-
XMT-1536-1 ,Klinicka studie faze 1b/2 s eskalaci a
XMT-1536 poprvé
podavaného ¢lovéku k lécbé pacientl se solidnimi
tumory s pravdépodobnosti exprese NaPi2b*
a vSemi jeho dodatky (dale jen ,Protokol*);

expanzi davky pfipravku

VZHLEDEM K TOMU, Ze Zadavatel angazoval PSI
jako vyzkumnou aby
zorganizovala a provedla Studii v Ceské republice;

smluvni organizaci,

VZHLEDEM K TOMU, ze PSI si pfeje na provadéni
Studie angazovat Zdravotnické zafizeni a Hlavniho

zkouSejiciho a Zdravotnické zafizeni a Hlavni
zkousejici si preji provadét Studii;
VZHLEDEM K TOMU, ze Hlavni zkouSejici

souhlasi s tim, ze bude ve Zdravotnickém zafizeni
Studie  vykonavat Ulohu
zkousejiciho;

V ramci hlavniho

NYNIi SE PROTO pfi zvazeni vzajemnych ujednani
a zavazk(li uvedenych v této Smlouvé, strany
dohodly nasledovné:

1. SLUZBY A POVINNOSTI

1.1 Provadéni Studie

a) Zdravotnické zafizeni a Hlavni zkouSejici
timto souhlasi, Ze provedou Studii v souladu s touto
Smlouvou a Protokolem. Zdravotnické zafizeni a
Hlavni zkou$ejici se budou téz fidit pokyny PSI
alnebo  Zadavatele tykajicimi se  plnéni
Zdravotnického  zafizeni  a/nebo Hlavniho

zkousejiciho vyplyvajiciho pro né z této Smiouvy.

b) Studie bude provedena ve Fakultni
nemocnici Brno Jihlavska 20, 625 00 Brno, Ceska
republika a pfedchoziho pisemného
explicitniho souhlasu Zadavatele se nebude ménit.
Zdravotnické zafizeni a Hlavni zkouS$ejici zajisti,
aby vSechny fyzické i pravnické osoby podilejici se
na provadéni Studie pod dohledem Hlavniho
zkou$ejiciho (déle jen ,Studijni personal®)

bez
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Personnel”) conduct the Study in accordance
with the Protocol and the terms and conditions
defined in this Agreement and applicable law.
Further, the Institution and the Investigator shall
ensure that all Study Personnel shall have the
appropriate training and
qualifications to perform the services and are
trained in the Protocol and good clinical practices.

experience,

c) The Institution and the Investigator shall
start to conduct the Study as soon as all of the
following events have occurred: (i) the Protocol
and the Study have been approved by the
responsible ethics committee(s) and the
competent authority(ies); (ii) the site initiation visit
at the Institution has been performed; and (iii)
Case Report Forms (as defined below) and the
Study Drug have been made available to the
Institution and/or the Investigator.

d) The parties acknowledge and agree that
Sponsor is an intended third-party beneficiary to
the Agreement, is entitled to the rights and
benefits this Agreement provides and may
enforce the terms of this Agreement as if it were
a party hereto.

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,
including without limitation, Act No. 378/2007
Coll., on Pharmaceuticals, as amended, Act No.
372/2011 Coll.,, on Medical Services, as
amended, and Regulation No. 226/2008 Coll.,
Specifying the Good Clinical Practice and
Stipulating the Detailed Conditions of the Clinical
Trial; (ii) all generally accepted standards of good
clinical practice, including without limitation the
current Good Clinical Practices Guidelines of the
International Conference on Harmonization and
the ethical principles of the World Medical
Association Declaration of Helsinki; (iii) the
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provadély Studii v souladu s Protokolem a
podminkami touto Smlouvou a
platnymi zakony. Zdravotnické zafizeni a Hlavni
dale zajisti, aby veSkery Studijni
personal mél odpovidajici zku3enosti, Skoleni a
kvalifikaci pro poskytovani sluzeb a byl vySkolen
ohledné Protokolu a spravné klinické praxe.

stanovenymi

zkousejici

c) Zdravotnické zafizeni a Hlavni zkouS$ejici
zahdji provadéni Studie, jakmile budou spinény
v§echny nasledujici podminky: (i) Protokol a Studie
byly schvaleny pfisluSnymi etickymi komisemi a
prislusnymi ufady, (ii) byla vykonana zahajovaci
navstéva studijniho centra a (iii) Zdravotnickému

zafizeni a/nebo Hlavnimu zkouSejicimu byly

zpfistupnény  Zaznamy subjektd  hodnoceni
(definovany nize) a Studijni Iék.
d) Strany berou na védomi a souhlasi s tim,

aby Zadavatel byl ur€enou tfeti stranou opravnénou
prevzit plnéni ze Smlouvy, mél narok na prava a
vyhody poskytované touto Smlouvou a smél
vynucovat jeji podminky, jako kdyby byl smluvni
stranou.

1.2 Vyhovéni Studie regulaénim pozadavkim

a) Kazda ze stran bude vykonavat své
povinnosti vyplyvajici pro ni ztéto Smlouvy
s nalezitou svédomitosti a ve striktni shodé se: (i)
vSemi pravnimi pfedpisy platnymi pro provadéni
klinického hodnoceni v¢etné zdkona &. 378/2007
Sb, o
372/2011 Sb., o zdravotnich sluzbach, v platném
znéni, a vyhlasky &. 226/2008 Sb., o spravné
klinické praxi a blizSich podminkach klinického
hodnoceni, (ii) vSemi obecné pfijimanymi standardy
spravné klinické praxe v€etné (mimo jiné) aktualné
Platnych postupud Spravné klinické praxe z
Mezinarodni konference pro harmonizaci a etickymi
zdsadami Helsinské deklarace Svétové |ékaFské
asociace, (iii) platnymi zakony tykajicimi se ochrany
Udaju a davérnosti udajli zejména s Nafizenim

I&Civech, v platném znéni, zakona ¢&.
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applicable laws related to data protection and
data privacy, including without limitation, the
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to
the processing of personal data and on the free
movement of such data, 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 in
writing by the Sponsor.

1.3 Study Subjects

The estimated number of subjects to be enrolled
by the Investigator is 3. 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
request the Investigator to stop enrolment at any
time.

1.4 Study Drug and Study Supplies

a) PSI agrees to provide the Study Drug at no
cost to the Institution or the Investigator in
amounts sufficient for the conduct of the Study.
PSI may also, at its sole discretion, provide
additional materials, supplies and equipment (the
“Study Supplies”). Immediately upon receipt of
the Study Drug and/or any Study Supplies, the
Institution and/or the Investigator shall provide
PSI with a written 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
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Evropského parlamentu a Rady (EU) 2016/679 ze
dne 27.dubna 2016 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich udaju a o
volném pohybu téchto udaji nahrazujicim Smérnici
95/46/EC (dale jen Obecné nafizeni o ochrané
udaji, ,GDPR”); a (iv) v8emi dalSimi platnymi
zakony a predpisy (souhrnné ,Platné regulaéni
pozadavky“ v platném znéni).

b) Veskeré Upravy Protokolu musi
provedeny v souladu s Platnymi

pozadavky a pisemné schvaleny Zadavatelem.

byt

regulacnimi

1.3 Subjekty hodnoceni

Predpokladany pocet pacientd, ktefi budou Hlavnim
zkousejicim zafazeni do Studie, je 3. Podrobna
kritéria pro zafazovani subjektl do Studie jsou
uvedena v Protokolu. Vzhledem k tomu, ze Studie
je soucasti multicentrického hodnoceni, PSI a
Zadavatel mohou kdykoli pozadovat, aby Hlavni
zkouSejici ukondil nabor pacientd do Studie.

14 Studijni Iék a Studijni material
a) PSI souhlasi, Zze poskytne Zdravotnickému
zafizeni nebo Hlavnimu zkou$ejicimu zdarma

Studijni 1€k v mnozstvi dostate¢ném pro provedeni
Studie. PSI m{ze téz dle svého vyhradniho uvazeni
poskytnout dal$i materialy, potfeby a vybaveni (dale
jen ,Studijni material®). Zdravotnické zafizeni
a/nebo Hlavni zkouSejici po obdrzeni Studijniho
léku a/nebo Studijniho materialu neprodlené
pisemné potvrdi pfijem PSI. Zdravotnické zafizeni
a Hlavni zkousSejici budou uchovéavat Studijni 1€k a
Studijni material vsouladu s: (i) Platnymi
regulaénimi pozadavky, (ii) zplisobem uvedenym
v Protokolu a (iii) dalSimi dokumenty poskytnutymi
PSI nebo Zadavatelem, které se tykaji skladovani
(v€etné pfipadného monitorovani teploty), pfipravy
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storage (including temperature monitoring, if
applicable), preparation and/or dispensing of the
Study Drug. Institution shall store the Study Drug
in a secure location and maintain accurate
accountability of the Study Drug.

b)  The Institution and the Investigator shall
ensure that the Study Drug and the Study
Supplies are solely used for the purpose of
conducting the Study in accordance with all
applicable laws and with the Protocol and for no
other purpose. Furthermore, the Institution and
the Investigator shall ensure that the Study Drug
and the Study Supplies are not 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 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, at Sponsor’'s reasonable
expense, deliver all 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. Neither the Institution nor the
Investigator shall destroy any Study Drug or
Study Supplies without PSI’s express consent.

1.5 Informed Consent

a) The Investigator shall obtain in compliance
with all Applicable Regulatory Requirements an
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
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a/nebo vydeje Studijnino 1éku. Zdravotnické
zafizeni je povinno uchovavat Studijni Iék na
zabezpeCeném misté a vést pfesnou evidenci

Studijniho 1éku.

b) Zdravotnické zafizeni a Hlavni zkouSejici
zajisti, aby byl Studijni 1ék a Studijni material
pouzivan vyhradné pro ucely provadéni Studie
v souladu se v§emi platnymi zakony a Protokolem a
za zadnym jinym ucelem. Zdravotnické zafizeni a
Hlavni zkouSejici dale zajisti, aby Studijni 1€k a
Studijni material nebyl pfedan tfetim stranam.
Pokud nebude pisemné stanoveno jinak PSI nebo
Zadavatelem, je a zlstane Studijni Iék 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
neprodlené uvédomi PSI, pokud dojde ke ztraté,

poskozeni nebo zniCeni Studijniho léku nebo
Studijniho materialu.
C) Pfi dokon&eni nebo ukonéeni Studie nebo

na zadost PSI, Zdravotnické zafizeni a/nebo Hlavni
zkousejici na pfiméfené naklady Zadavatele dorudi
veskery nepouzity Studijni material a/nebo Studijni
lék na adresu uréenou PSI, nebo jej zni¢i dle
instrukci PSI a v souladu s Platnymi regulaénimi
poZadavky. Ani Zdravotnické zafizeni ani Hlavni
zkouSejici nebudou likvidovat Studijni 1€k ani
Studijni material bez vyslovného souhlasu PSI.

15 Informovany souhlas

a) Hlavni vsouladu se vSemi
Platnymi regulanimi poZadavky ziskd od vSech
Subjektd hodnoceni nebo jejich zastupcu fadné
podepsany informovany souhlas, a to pred

zahajenim ucasti subjektu ve studii.

zkousejici

b) Hlavni zkouSejici bude pouzivat formulafr

informovaného souhlasu (dale jen ,Formulaf
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Form”) provided by PSI and approved in
compliance with all Applicable Regulatory
Requirements.

1.6 Case Report Forms and Study Data

a) PSI shall supply (or if electronic, provide
access to) the 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, accurate
and complete manner, and shall ensure that the
Case Report Forms for each Study subject are
duly signed and dated. 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.

b) The Institution and the Investigator shall
take reasonable and customary precautions to
prevent the unauthorized access, loss or
alteration of any Study Data. 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. In
the event of any such unauthorized access, loss
or alteration of any Study Data, and Institution and
Investigator shall promptly notify Sponsor and
employ reasonable measures to prevent any
further unauthorized access, loss or alteration of
any Study Data from occurring in the future. The
Institution and the Investigator acknowledge and
agree that the Sponsor shall own all Study Data,
and Study Data and the results of any use,
processing, evaluation, or analysis of the Study
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informovaného souhlasu®) poskytnuty PSI a
schvaleny v souladu se v8emi Platnymi regulacnimi
pozadavky.

1.6 Zaznamy subjektu hodnoceni a Studijni
udaje

a) PSI doda formulafe (pokud se jedna o
elektronickou formu, udéli pfistup), které Hlavni
zkousejici pouzije a vyplni pro zdokumentovani
UCasti Subjektd hodnoceni ve Studii (dale jen
.Zaznamy subjektu hodnoceni‘ nebo ,CRFs").
Hlavni zkouSejici bude zaznamenavat veskeré
Udaje ziskané v prabéhu provadéni Studie (dale jen
,Studijni udaje*) v€as, pfesné a uplné do formulare
a zaijisti, aby veSkeré Zaznamy subjektu hodnoceni
byly nalezité podepsany a datovany. V rozsahu,
v jakém Studie vyzaduje vyplhovani elektronickych
ZaznamU subjektd hodnoceni, zajisti Zdravotnické
zafizeni a Hlavni zkouSejici pfiméfené zabezpeceni
poCitale  postacujici
neporusenosti a dostupnosti téchto Udajd v souladu
s Platnymi regulaénimi pozadavky.

k ochrané  davérnosti,

b) Zdravotnické zafizeni a Hlavni zkouSejici
odpovidajici  opatfeni, aby predesli
neopravnénému pfistupu ke Studijnim Udajim a
aby nedoSlo ke ztraté nebo zméné Zzadnych
Studijnich udajd. Hlavni zkous$ejici nebude udélovat
pfistup do systému elektronického zaznamenavani
udaju (EDC) pouzivaného ve Studii neopravnénym
osobam a zejména pak nebude sdélovat své
uzivatelské jméno V pripadé
takového neopravnéného pfistupu, ztraty nebo
zmény Studijnich udajd, jsou Zdravotnické zafizeni
a Hlavni zkousSejici povinni neprodlené informovat
Zadavatele a pfijmout odpovidajici opatfeni, aby
predesli dalSimu neopravnénému pfistupu, ztraté
Studijnich  udajl
Zdravotnické zafizeni a Hlavni zkouSejici uznavaji
a souhlasi, Ze Zadavatel je vlastnikem veSkerych
Studijnich ddaji a Studijni udaje a vysledky
vesSkerého pouzivani, zpracovavani,

ucini

a/nebo heslo.

nebo zméné v budoucnu.

hodnoceni
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Data shall be deemed Confidential Information as
defined in this Agreement.

C) Promptly upon termination of this
Agreement or the completion or termination of the
Study, Institution and Investigator shall transfer to
Sponsor or its designee all remaining Study Data
in a format reasonably agreeable to Sponsor.

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 complete and
provide PSI with such financial disclosure
form(s). The Investigator agrees that she/he and
any sub-investigators 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.

1.9 IT Security

PSI declares that by the date of signing this
Agreement it has raised all requirements for
the IT equipment, including system and access
rights, confirms their functionality, and will not
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nebo analyzy Studijnich udajd budou povazovany
za Davérné informace dle definice uvedené v této
Smlouvé.

C) Po ukoné&eni této Smlouvy nebo dokonceni
¢i ukonceni Studie ma Zdravotnické zafizeni a
Hlavni promptné zaslat
Zadavateli nebo jeho zastupci veSkeré zbyvajici
Studijni udaje v pfijatelném formatu.

zkouSejici  povinnost

1.7 Nezadouci pfihody

Hlavni zkouS$ejici souhlasi, Ze bude v souladu
s Platnymi regula¢nimi poZadavky a ustanovenimi
Protokolu neprodlené informovat Zadavatele, PSl a
pfipadné etické komise a pfislusné ufady o
jakychkoli nezadoucich
pfihodach vysledcich
souvisejicich se Studii.

vyznamnych rizicich,

nebo neCekanych

1.8

Hlavni zkous$ejici vyplni a odevzda PSI formular

Majetkové pfiznani

majetkového pfiznani poskytnuty PSI tykajici se
finannich zajmu a dale stfetu zajmu, které Hlavni
zkousejici a/nebo jeho rodina mohou uplatnit vaci
Zadavateli a/nebo v souvislosti se Studijnim lIékem.
Hlavni zkouSejici také zajisti, aby tento vykaz
vyplnili i spolu-zkou&ejici a odevzdali jej PSI.
Hlavni zkou$ejici souhlasi s tim, Ze on i vSichni
spolu-zkouSejici poskytnou PSI a Zadavateli
aktualizovany/é formulaf/e majetkového pfiznani,
pokud v pribéhu Studie nebo bé&éhem jednoho (1)
roku od jejiho dokon&eni nebo ukon&eni dojde ke
zméné skute€nosti uvedenych v puvodnich

formulafich.

1.9 IT Bezpecnost

PSI prohlaSuje, ze do dne podpisu smlouvy vznesl|
vSechny pozadavky na IT vybaveni,
systémovych a pfistupovych prav, potvrzuje jejich
funkénost a v budoucnu nebude vyZadovat dalSi

véetné
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require further requirements and conditions in the
future. PSI is aware that any future requirements
may not be met by the Institution.

2. COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the
Financial Arrangements  enclosed as
Attachment 1. 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, staff  costs,
administrative costs, overhead, third party costs,
taxes (except VAT), travel and other expenses,
etc.

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 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.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
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, the
Study, the Study Drug, the Protocol, the
Investigator’s Brochure, the Study Data, the
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pozadavky a podminky. PSI si je védom, Ze pfi
pfipadnych budoucich pozadavcich mu nemusi byt
ze strany Zdravotnického zafizeni vyhovéno.

2. KOMPENZACE

a) Kompenzace za provedeni Studie je
stanovena ve Finanénich ujednanich pfilozeném
k této Smlouvé jako PFiloha 1. Tato ¢astka uvedena
ve FinanCnich ujednanich pfedstavuje celkovou
kompenzaci vyplacenou na zakladé této Smlouvy a
veSkeré uUkony a péci
v Protokolu, pouziti zafizeni a vybaveni, naklady na
personal, administrativni naklady, rezii, naklady
spojené s tretimi stranami, dané (kromé& DPH),
cestovni a jiné vydaje, atd.

zahrnuje uvedenou

b) Zdravotnické zafizeni a Hlavni zkouS$ejici
berou na védomi, Zze PSI smi odmitnout provedeni
platby v pfipadé poruSeni této Smlouvy vcéetné
(mimo jiné) poruSeni Protokolu nebo v pfipadé
nevyplnénych CRFs.

C) Zdravotnické zafizeni a Hlavni zkouSejici
nebudou v souvislosti se Studii uctovat Subjektim
hodnoceni ani jiné tfeti strané zadné vydaje, za

jejichz zaplaceni je zodpovédna PSI nebo
Zadavatel.

3. DUVERNOST

a) Za ,Duvérné informace® se povazuji

veskeré informace nebo udaje jakéhokoli druhu a
zaznamenané v jakékoli podobé, které jsou: (i)
zpfistupnény PSI a/nebo Zadavatelem ¢&i jejich
jménem  Zdravotnickému Hlavnimu
zkousejicimu Studijnimu personalu
v souvislosti s touto Smlouvou, nebo (ii) ziskany,
vyvinuty nebo vytvofeny Zdravotnickym zafizenim,
Hlavnim zkousejicim a/nebo Studijnim personalem
v dasledku provadéni Studie. Duavérné informace
zahrnuji  Studii, Studijni lék, Protokol,
Hlavniho zkousSejiciho, Studijni uddaje, DuSevni
vlastnictvi (definovano nize) a informace tykajici se

zarizeni,
nebo

Brozuru
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Intellectual Property (defined below) and
information regarding the Sponsor, PSI or either
of their affiliates. All Confidential Information and
related intellectual property 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 in the Institution’s and/or the
Investigator’s lawful 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 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 safeguards to
prevent loss or unauthorized use, access 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
legally binding request to disclose
Confidential Information, the Institution or the
Investigator shall immediately inform PSI upon
the discovery of such request and before any

other
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Zadavatele Studie, PSI a jejich pobocek. Veskeré
Dlvérné informace a s nimi souvisejici dusevni

vlastnictvi jsou ve vyhradnim vlastnictvi PSI,
popfipadé Zadavatele.
b) Duvérné informace nezahrnuji informace,

které (i) jsou vefejné dostupné v dobé jejich prfedani

Zdravotnickému  zafizeni  a/nebo Hlavnimu

zkouSejicimu, (i) byly v legitimnim vlastnictvi

Zdravotnického  zafizeni  a/nebo Hlavniho
zkouS$ejiciho pfedtim, nez jim byly poskytnuty, bez
povinnosti zachovavat jejich divérnost, nebo (iii)
které se stanou vefejné dostupnymi na zakladé
Cinnosti tfeti strany, nikoli na zakladé opomenuti
Zdravotnického zafizeni, Hlavniho zkouSejiciho

nebo Studijniho personalu.

C) Zdravotnické zafizeni a Hlavni zkouSejici
budou zachovavat striktni divérnost Duavérnych
informaci a  pouziji vSechna  pfiméfena
bezpe€nostni opatfeni, aby pfedesli ztraté nebo
pFistupu  k Dlvérnym
informacim nebo jejich pfedani. Zdravotnické
zafizeni a Hlavni budou Duavérné
informace pouZivat pouze pro ucely této Smlouvy.
Zdravotnické zafizeni a Hlavni zkouSejici omezi

neopravnénému pouziti,

zkousejici

predavani Duvérnych informaci na Studijni
personal, ktery tyto informace potfebuje pro
provadéni Studie a ktery podléhd povinnosti
uchovavat tyto informace jako davérné stejné
pfisné, jako je povinnost stanovena touto
Smlouvou. Zdravotnické zafizeni a Hlavni
zkouSejici pouci Studijni personadl o duavérné
povaze Duavérnych informaci a ponesou

zodpovédnost za jakékoli poruSeni této povinnosti
Studijnim personalem.

d) V pfipadé, Ze Zdravotnické zafizeni, Hlavni
zkouSejici nebo kterykoli len Studijniho personalu
obdrzi soudni pfikaz nebo jiny pravné zavazny
pozadavek predat Davérné informace nebo jejich
Cast, jsou Zdravotnické =zafizeni nebo Hlavni
neprodlené informovat PSI,

zkouS$ejici  povinni
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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.

e) The obligations of confidentiality exist at all
times during this Agreement and shall survive the
expiration or earlier termination of this Agreement
for a period of ten (10) years, except that the
nondisclosure obligations and restrictions on use
with respect to any Confidential Information that
constitutes a trade secret shall continue in effect
for so long as the Confidential Information
remains a trade secret under applicable law.

4. INTELLECTUAL PROPERTY

The Institution and the Investigator acknowledge
and agree that the Sponsor shall have exclusive
ownership rights to, including without limitation,
all Study Data, improvements, developments,
discoveries, inventions, work, know-how and
other rights (whether or not patentable), created,
developed, arising from and/or reduced to
practice as a result of or in connection with the
conduct of the Study, Sponsor Pre-existing
Property (as defined below) and/or the use of the
Study Drug or the Confidential Information,
together with all intellectual property rights
relating thereto and any method of use of the
Study Drug or any formulation, dosage,
administration or method of manufacture thereof
(“Intellectual Property”). The Institution and the
Investigator shall promptly disclose in writing to
PSI and the Sponsor all Intellectual Property
made by the Institution, the Investigator and/or
the Study Personnel. Institution, Investigator and
all Study Personnel each hereby assigns and
agrees to assign any and all rights, title and
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jakmile se o takovém pfikazu/pozadavku dozvédi, a
predtim, nez budou Dlvérné informace predany.
Zdravotnické zafizeni a Hlavni zkousSejici budou
spolupracovat s PSI a/nebo Zadavatelem v usili
ziskat omezeni nebo ochranu pfed takovymto
pfikazem pozadujicim pfedani informaci. V kazdém
pfipadé Zdravotnické zafizeni a Hlavni zkouS$ejici

pfedaji pouze minimum Dudvérnych informaci
nutnych k vyhovéni pozadavku.
e) Povinnost zachovavat davérnost je platna

po celou dobu platnosti této Smlouvy a dale po dobu
vypovézeni této Smlouvy s vyjimkou situace, kdy
povinnost nepfedavat Duvérné informace, které
predstavuji obchodni tajemstvi, a omezeni tykajici
se jejich pouziti, zGstava v platnosti tak dlouho,
dokud Duvérné informace zlstavaji obchodnim
tajemstvim dle platnych zakona.

4, DUSEVNIi VLASTNICTVi

Zdravotnické zafizeni a Hlavni zkouSejici uznavaji
bude mit vyhradni
vlastnicka prava zejména ke vSem Studijnim

a souhlasi, ze Zadavatel

udajum, vylepSenim, na vyvoj, k objevam,
vynalezim, dilim, know-how a dal§im pravim (at
uz patentovatelnym & nikoli), vytvofenym,

vyvinutym, vyplyvajicim z a/nebo uvedenym do
praxe v disledku nebo v souvislosti s provadénim
Studie, Jiz dfive existujicim majetkem zadavatele
(definovan nize) a/nebo pouzivanim Studijniho léku
nebo Ddavérnych informaci spoleCné s pravy
dudevniho vlastnictvi s nimi souvisejicimi a vdemi
metodami pouzivani Studijniho léku nebo jeho
vesSkerych forem, davek, zplsobu podani ¢i metod
vyroby (dale jen vlastnictvi®).
Zdravotnické zafizeni a Hlavni zkouS$ejici budou
neprodlené pisemné informovat PS| a Zadavatele o
vytvofeném
Zdravotnickym zafizenim, Hlavnim zkouSejicim
Studijnim  personalem.
Hlavni zkouSejici a vesSkery Studijni

,Dusevni

veSkerém  DuSevnim  vlastnictvi

a/nebo Zdravotnické
zarizeni,

personal timto pfevadi a zavazuje se pfevést
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interest, including patents, copyrights and other
Intellectual Property rights that each may acquire,
by operation of law or otherwise to Sponsor. Such
assignments are without additional
compensation, except for reimbursement of
eventual required administrative fees, and
Investigator, Institution and Study Personnel shall
provide reasonable assistance to Sponsor to
obtain patents or other rights, including causing
the execution of any invention assignment or
other documents.

All existing inventions and technologies of
Sponsor (including but not limited to the Study
Drug and all inventions and technology relating to
the Study Drug) (the “Sponsor Pre-existing
Property”) belong exclusively to Sponsor and
nothing shall be construed to grant any license or
other right to Sponsor Pre-existing Property
except as expressly set forth herein for the sole
purpose of conducting the Study. Promptly upon
completion or termination of the Study Institution
and Investigator shall transfer to Sponsor all
Sponsor Pre-existing Property.

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 in writing. Selection of
authors/participants will be governed by the
Sponsor, considering individuals’ contribution to
the Study.
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veSkera prava, pravni naroky a zajmy vcetné
patentd, autorskych prav a dalSich prav tykajici se
DuSevniho vlastnictvi, které kazdy znich mulze
ziskat dle platnych zakonu nebo jinym zplisobem na
Zadavatele. Tento pfevod bude proveden bez dalSi
odmény s vyjimkou uhrazeni pfipadnych
administrativnich poplatki a Hlavni zkouSejici,
Zdravotnické zafizeni a Studijni personal poskytnou
Zadavateli pfimérenou soucinnost k ziskani patentu
¢i jinych prav véetné zajisténi podpisu dokumentu
k pfevodu objevu nebo jinych dokument.

VeSkeré existujici vynalezy a technologie
Zadavatele (zejména Studijni lék a vesSkeré
vynalezy a technologie souvisejici se Studijnim
lékem), (dale jen ,Jiz dfive existujici majetek
Zadavatele) patfi vyhradné Zadavateli a nic z toho
nesmi byt vykladano za ucelem ziskani licence Ci
jingch prav kJiz dfive existujicimu majetku
Zadavatele s vyjimkou vyslovné uvedeného v této
Smlouvé pro vyhradni GCel provedeni Studie.
Zdravotnické zafizeni a Hlavni zkouSejici po
dokonéeni nebo ukon€eni Studie promptné
pfevedou veskery Jiz dfive existujici majetek
Zadavatele na Zadavatele.

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(l Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledk multicentrického hodnoceni
ziskanych od v8ech zkouS$ejicich a zdravotnickych
zafizenich podilejicich se na Studii (déle jen
.Publikace vysledkt multicentrického
hodnoceni®). V pfipadé, Ze bude mit Hlavni
zkouSejici zajem prispét k Publikaci vysledkud
multicentrického hodnoceni nebo se na ni podilet,
je tfeba, aby pisemné kontaktoval Zadavatele.
Vybér autord/ participujicich bude Fidit Zadavatel pFi
zvazeni pfispéni jednotlivych zkousejicich ke Studii.
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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, other outside party or for any
other public disclosure, the Institution and/or the
Investigator must submit the proposed
Independent Submission to the Sponsor and
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
S0 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.

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 statement (written or oral), advertising, sales
promotional material, or press release without the
prior written permission of PSI or the Sponsor, as
applicable. Additionally, no announcements or
publicity concerning the Study or the Study Drug
used in the Study or this Agreement by Institution,
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b) Zdravotnické zafizeni a Hlavni zkouSejici
smeji publikovat nebo prezentovat vysledky Studie
ziskané Zdravotnickym zafizenim a/nebo Hlavnim
zkousejicim (dale jen ,Nezavisla publikace®) za
pfedpokladu, Ze byly splnény v8echny nasledujici
podminky: (i) vysledky multicentrického hodnoceni
byly publikovany, nebo pokud nebyly, uplynulo od
dokonc&eni nebo pfedasného ukoncéeni Studie ve
vSech participujicich centrech (véetné finalniho
uzamdceni databaze) alespon osmnact (18) mésicu,
(ii) Zdravotnické zafizeni a/nebo Hlavni zkousSejici
jsou povinni pfed zaslanim Nezavislé publikace
vydavateli, recenzentovi, jiné tfeti strané ¢i pred
uvefejnénim Nezavislé publikace jinym zpusobem
odevzdat Nezavislou publikaci v navrhované
podobé Zadavateli a ponechat Zadavateli lhutu
v délce alespon Sedesati (60) dni na kontrolu a
komentat, (iii) Zdravotnické zafizeni a/nebo Hlavni
zkouS$ejici na zadost Zadavatele odstrani veSkeré
odkazy na Duvérné informace (s vyjimkou vysledku
Studie ziskanych Zdravotnickym zafizenim a
Hlavnim zkou$ejicim), (iv) Zdravotnické zafizeni a
Hlavni zkouS$ejici zvazi komentar Zadavatele a
navrhované revize v dobré vife a (v) Zdravotnické
zafizeni a/nebo Hlavni zkou$ejici na Zadost
Zadavatele vyjadfenou béhem Sedesatidenni (60)
kontroly odloZi publikaci nebo prezentaci Nezavislé
publikace az o dalSich Sedesat (60) dnli za ucelem
umoznéni Zadavateli ziskat ochranu DuSevniho
vlastnictvi.

5.2 Propagace

Zdravotnické zafizeni a Hlavni zkouSejici nebudou
pouzivat nazev spolecCnosti PSI ani Zadavatele,
jména jejich zaméstnancu, symboly ani ochranné
znamky v zadnych prohlaSenich (pisemnych C&i
ustnich) reklamnich, prodejné propagacénich
materialech ani  tiskovych  zpravach bez
pfedchoziho pisemného souhlasu PSI nebo
Zadavatele. Dale Zdravotnické zafizeni, Hlavni
zkousejici ani Studijni personal nebude vydavat
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Investigator or Study Personnel shall be made
unless approved in advance in writing by
Sponsor.

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.

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 (ii) 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 and hold harmless the Sponsor
and PSI against any and all claims, damages,
losses and costs arising out of (i) any breach of
this Agreement by the Institution and/or the
Investigator; (ii) any negligence or willful act or
omission of the Institution, the Investigator, Study
Personnel or any of their officers, employees,
contractors or staff; or (iii) the failure of Institution,
Investigator and/or Study Personnel to adhere to
the terms of this Agreement, the Protocol, any
written instructions from the Sponsor or its
designee or to comply with any applicable laws or
governmental requirements.
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zadna oznameni ohledné Studie nebo Studijniho
léku pouzitého ve Studii nebo této Smlouvy ani je
propagovat, pokud stim Zadavatel predem
pisemné neudéli souhlas.

6. ZPROSTENi ODPOVEDOSTI, OZNAMENI
NAROKU A POJISTENI

6.1 Zavazky PSI o odSkodnéni a odmitnuti
odpovédnosti

a) PSI se zavazuje haijit Zdravotnické zafizeni a
Hlavniho zkousejiciho proti, zprostit  je
odpovédnosti za a nahradit jim Ujmy zpusobené
v disledku naroku, nahrad $kody, ztrat a vydaju
vyplyvajicich z (i) poruseni této Smlouvy; nebo (ii)
nedbalosti, tmysiného jednani nebo opomenuti ze
strany PSI véetné jejich funkcionarli, zaméstnancu,
kontrahent( nebo jiného personalu.

b) PSI vyslovné odmita jakoukoli odpovédnost
jakkoli spojenou se Studijnim lékem a Protokolem
s vyjimkou toho, ze takova odpovédnost vznikne (i)
nedbalym chovanim, uUmysinym jednanim nebo
opomenutim ¢&i (i) poruSenim této Smlouvy ze
strany PSI.

6.2 Zavazky Zdravotnického zarizeni
a Hlavniho zkousSejiciho o zprosténi
odpovédnosti

Zdravotnické =zafizeni a Hlavni zkouSejici se
zavazuji branit Zadavatele a PSI proti, zprostit je
odpovédnosti za a nahradit jim Skody zplsobené
v disledku naroku, nahrad Skody, ztrat a vydaju
vyplyvajicich z (i) poruSeni této Smlouvy
Zdravotnickym  zafizenim  a/nebo  Hlavnim
zkousejicim; (ii) nedbalosti nebo umysiného jednani
¢i opomenuti ze strany Zdravotnického zafizeni,
Hlavniho zkousSejiciho, Studijniho personalu nebo
kteréhokoli  jejich  funkcionafe, zaméstnance,
kontrahenta nebo personalu, nebo (iii) nedodrzeni
podminek této Smlouvy, Protokolu, nebo
pisemnych pokynl od Zadavatele nebo jeho
zastupce Ci nedodrZovani souladu s platnymi
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6.3 Indemnification Procedures

Each party’s agreement to indemnify, defend and
hold the other harmless is conditioned on the
indemnified party: (a) providing prompt written
notice to the indemnifying party of any claim or
lawsuit with potential for a loss no more than thirty
(30) days after the indemnified party has
knowledge of such claim or lawsuit; (b) permitting
the indemnifying party to have full conduct and
control to investigate, prepare for, and defend
against any such claim or lawsuit; (c) providing
the indemnifying party, at the indemnifying party’s
reasonable expense, with the full cooperation
and assistance in the investigation of, preparation
for and defense of any such claim or lawsuit; and
(d) not compromising or settling such claim or
lawsuit without the indemnifying party’s prior
written consent unless such settlement includes
a full release of indemnifying party. This section
survives termination of this Agreement with
respect to any loss arising from the parties’
performance during the term of this Agreement.

6.4 Insurance

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

b)  The Institution and the Investigator shall
subscribe to and maintain all insurances required
by the Applicable Regulatory Requirements.
They shall provide evidence of such insurance(s)
upon request by PSI or the Sponsor.
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zakony ze strany Zdravotnického zafizeni, Hlavniho
zkousejiciho a/nebo Studijniho personalu.

6.3 Postup pfi odskodnéni

Zavazek kazdé ze stran odskodnit za, branit proti a
zprostit odpovédnosti ostatni zprosténé strany je
podminén niZze uvedenymi kroky odSkodriované
strany: (a) poskytnutim promptniho pisemného
oznameni vSech narokd nebo soudnich Fizeni
s potencialni ztratou odSkodriujici strané nejdéle do
tficeti (30) dnl poté, co se odSkodfiovana strana o
tomto naroku ¢&i soudnim Fizeni dozvi; (b) udélenim
povoleni odSkodrujici strané provést a fidit
vySetfovani, pfipravit se na a branit se proti takovym
narokim ¢&i pfi soudnich Fizenich; (c) poskytnutim
piné soucinnosti odskodhujici jeji
pfiméfené naklady pfi vySetfovani, pfipravé a
obrané takovych narokud nebo pfi soudnich fizenich
a (d) neucinénim Ustupkd ani
takovych narokl ¢i soudnich fizeni smirnou cestou
bez pfedchoziho pisemného souhlasu odSkodhujici
strany, pokud
nezahrnuje plné vzdani se naroku odSkodrujici
strany. S ohledem na veSkeré ztraty vyplyvajici
z pInéni stran béhem trvani této Smlouvy zUstava
tento oddil platny a ucinny i po ukon&eni této
Smiouvy.

strané na

nenarovnanim

vSak toto smirmé narovnani

6.4 Pojisténi
a) PSI zajisti, aby Zadavatel uzavrel pfipadné
povinné pojisténi klinického hodnoceni dle Platnych

regulacnich pozadavku.

b) Zdravotnické zafizeni a Hlavni zkouSejici
uzaviou a budou udrzovat v platnosti adekvatni
pojisténi Platnymi
pozadavky. Na Zzadost PSI
poskytnou potvrzeni o uzavieném poijisténi.

vyzadovana regulaénimi

nebo Zadavatele
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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 or which may have an impact
on the integrity of the Study Data 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 and approve any
such materials and/or information.

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, and making appropriate
Study Personnel available to explain and discuss
records and documentations related to the Study.

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
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7. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

7.1 Regulaéni kontroly

Zdravotnické zafizeni a Hlavni zkousSejici
neprodlené oznami PSI kazdou regulaéni kontrolu
nebo Setfeni tykajici se Studie, nebo ktera by mohla
mit dopad na integritu Studijnich Udaji a kterou
provadi statni nebo kterykoli jiny regulaéni urad
(v€etné EMA a americké FDA) a o niz se dozveédi.
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
mit pravo revidovat, poskytovat a/nebo komentovat
a schvalovat veskeré odpovédi ke vSem materialim
a/nebo informacim predtim, nez je Zdravotnické
zafizeni nebo Hlavni zkouSejici poskytnou
regulaénimu Ufadu v souvislosti s inspekci nebo
Setfenim.

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 b&hem bé&zné pracovni
doby a s pfiméfenou Cetnosti auditd a navstév za
Uucelem monitorovani prabéhu Studie a kontroly
zaznamu, dokumentu, informaci, Udaji a materiald
Studie (v€etné Studijnich 4daju). Zdravotnické
zafizeni a Hlavni zkouSejici bude PSI, Zadavateli a
jejich zastupcim napomahat pfi Casovém planovani
téchto navstév a vycleni odpovidajici Studijni
personal, ktery bude k dispozici pro vysvétleni
zaznamu a dokumentace souvisejici se Studii a pro
diskusi.

b) PSI, Zadavatel a jejich zastupci budou mit
pravo (i) provéfit a zkontrolovat zafizeni
pozadovana pro vykon Studie; (ii) zkontrolovat
zdrojové dokumenty a (iii) kontrolovat a kopirovat
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documents; and (iii) inspect, request correction of
and copy all 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 shall reasonably assist PSI
or Sponsor representatives in resolving any
discrepancies or errors in the Study Data and in
the resolution of any questions regarding the
Study Data.

7.3 Record Keeping

The Institution and the Investigator shall maintain
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 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 a period of at least twenty-five (25)
years or the period required by the Applicable
Regulatory Requirements, whichever is longer,
and in compliance with the information given to
the 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 at least 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, at the Sponsor's reasonable
expense.
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vSechny Studijni udaje a pozadovat jejich opravu
(v€etné - mimo jiné — Zaznam subjektd hodnoceni,
pavodnich zprav o laboratornich testech a nalezech
vySetfeni a vSech ostatnich poznamek, grafl, zprav
nebo zaznamu tykajicich se Subjektd hodnoceni
nebo provadéni Studie), které PSI a Zadavatel maji
pravo znat dle podepsaného Informovaného
souhlasu a/nebo Platnych regula¢nich pozadavkd.
Hlavni zkousSejici bude spolupracovat s PSI a
Zadavatelem béhem auditd a monitorovacich
navstév a je povinen napomahat PSI nebo
zastupclm Zadavatele pfi FeSeni nesrovnalosti
nebo chyb ve Studijnich udajich a pfi feSeni vSech
otazek tykajicich se Studijnich udaju.

7.3 Zaznamy

Zdravotnické zafizeni a Hlavni zkouSejici povedou
pfesné, uplné a aktualni zaznamy o vSech
Studijnich udajich, které budou zahrnovat Zaznamy
subjektdl hodnoceni (nebo odpovidajici udaje
v elektronické  podobé), pfislusné  zdrojové
dokumenty a jakékoli dalSi nezbytné dokumenty
nebo materialy dle pozadavkl Protokolu, Platnych
regulacnich pozadavkl a pokynu PSI a Zadavatele
(dale jen ,Zaznamy“). Zdravotnické zafizeni a
Hlavni zkouSejici budou Zaznamy uchovavat na
bezpetném a zabezpeCenim misté po dobu
alespori dvaceti péti (25) let nebo po dobu
pozadovanou Platnymi regulacnimi pozadavky
(kterakoli doba bude del§i) a vsouladu
s informacemi poskytnutymi Subjektdm hodnoceni.
Zdravotnické zafizeni a/nebo Hlavni zkouSejici
mohou Zaznamy po uplynuti Ihity pro uchovavani
Zaznam zlikvidovat za podminky, Ze Zdravotnické
zafizeni a/nebo Hlavni zkousSejici zaSlou Zadavateli
oznameni alespon Sedesat (60) dnl pfed datem
vymazani/likvidace Zaznamd a na zadost
Zadavatele snim budou spolupracovat na
prodlouzeni lhaty pro uchovavani Zaznamu nebo
zaslani Zaznamua do jiného zafizeni, kde budou
ulozeny, a to na pfiméfené naklady Zadavatele.
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8. TERMINATION AND SUSPENSION

8.1 Term

The term of this Agreement shall commence on
the date of the last named party signature. 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.

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
breaches this Agreement and fails to cure such
breach within fifteen (15) 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. PSI, in consultation with the
Sponsor, may also terminate this Agreement
without cause upon thirty (30) calendar days’
notice.

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
believe that the continuation of the Study
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8. UKONCENI A POZASTAVENI

8.1 Doba trvani

Tato Smlouva zacina platit k datu jejiho podpisu
posledni z uvedenych stran. Pokud nebude tato
Smlouva ukoncena predcasné dle Oddilu 8, bude
platna, dokud PSI a Zadavatel neobdrzi finalni
Studijni dokumentaci vyzadovanou Protokolem a
dokud PSI nevykona zavérecnou navstévu ve
Zdravotnickém zafizeni.

8.2 Ukong¢eni ze strany PSI

PSI smi po dohodé se Zadavatelem ukoncit tuto
Smlouvu s okamzitou platnosti, (i) pokud
Zdravotnické zafizeni a/nebo Hlavni zkouSejici
porusi tuto Smlouvu a nezjedna napravu do patnacti
(15) kalendafnich dn( od obdrzeni pisemného
upozornéni, (ii) pokud se PSI nebo Zadavatel budou
vdobré vife domnivat, ze Studijni Iék nebo
pokracovani ve Studii pFedstavuje nepfiméfené
zdravotni riziko pro Subjekty hodnoceni, nebo
pokud budou mit obavy ohledné& uGc&innosti Ci
bezpec&nosti Studijniho Iéku, (iii) pokud bude Studie
z jakéhokoli dlvodu ve Zdravotnickém zafizeni
prerusena, nebo nebude zahajena, nebo (iv) pokud
dojde k ukon€eni Smlouvy tykajici se Studie
uzaviené mezi PS| a Zadavatelem. Po dohodé se
Zadavatelem smi PSI tuto Smlouvu ukongit také
bez udani divodu s vypovédni lhatou tficet (30)
kalendarnich dnda.

8.3 Ukonéeni ze strany Zdravotnického
zarizeni nebo Hlavniho zkousejiciho

Zdravotnické zafizeni nebo Hlavni zkouSejici
mohou ukondit tuto Smlouvu s okamzitou platnosti:
(i) pokud PSI podstatné porusSuje tuto Smilouvu a
toto poruSeni nenapravi do tficeti (30) kalendarnich
dnd od obdrzeni pisemného oznameni; nebo (ii)
pokud je Zdravotnické =zafizeni nebo Hlavni
zkousejici v dobré vite pfesvédcen, ze pokracovani
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presents an unreasonable medical risk to the
Study subjects.

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 1.1(b), Section 1.2 [Regulatory
Compliance of Study], Section 1.4 b) and c)
[Study Drug and Study Supplies], Section 1.6
[Case Report Forms and Study Data], Section 1.7
[Adverse Events], 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 is or 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
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Studie predstavuje pro Subjekty hodnoceni
nepfiméfené zdravotni riziko.

8.4 Platnost po ukonéeni

Ukonc&eni nebo vyprSeni této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.1 (b), Oddil 1.2 [Vyhovéni
Studie regulaénim pozadavkim], Oddil 1.4 b) a c)
[Studijni Iék a Studijni material], Oddil 1.6 [Zaznamy
subjektu hodnoceni a studijni udaje], Oddil 1.7
[Nezadouci pfihody], Oddil 1.8 [Majetkové
pfiznani], Oddil 3 [Davérnost], Oddil 4 [Dusevni
vlastnictvi], Oddil 5 [Publikace a propagace], Oddil
6 [ZproSténi odpovédnosti, oznameni narok( a
pojisténi], Oddil 7 [Kontroly, audity, monitorovani a
zaznamy], Oddil 8.4 [Platnost po ukonc&eni], Oddil
10 [Protiuplatkova a protikorupéni ustanoveni],
Oddil 11 [Ochrana udaji], Oddil 12 [Razné] a Oddil
13 [Platné zakony a soudni pfisludnost].

8.5 Pozastaveni Studie

Zadavatel smi po pisemném oznameni Studii
kdykoli pozastavit bez udani ddvodu, pfi€emz toto
pozastaveni nebude povazovano za poruSeni této
Smiouvy.

9. NEVYLOUCENI

Zdravotnické zafizeni a Hlavni zkouSejici ruci a
zaruCuji, Ze jim ani Personalu Studie nebyla
zakazana ani pozastavena U(cast v klinickém
vyzkumu Zadnymi Ceskymi zahrani¢nimi
regulacnimi a kontrolnimi Ufady (vCetné zejména
americké FDA) a Ze nevyuziji ani do této Studie
nezapoji zadnou osobu ani organizaci, které je nebo
byla nékterym regulanim orgdnem zakézana nebo
pozastavena u€ast na klinickém vyzkumu, nebo
ktera byla prohlaSena nezpusobilou k u¢asti na
klinickém vyzkumu. V pfipadé, ze by Zdravotnické
zafizeni nebo Hlavni zkouSejici €i jakakoli osoba

ani
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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 about this fact within five (5)
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 (iii) 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 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 in
writing 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.
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nebo organizace ucastnici se Studie méla byt nebo
byla vylou¢ena béhem Studie, Zdravotnické
zarizeni a Hlavni zkouS$ejici oznami tuto skutecnost
PSI, a to pisemné do péti (5) dnli poté, co se o této
skute€nosti dozvi.

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 protistrané trestnym
ginem. ,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 urcitym zplUsobem, (ii)
pokusu o ziskani nebo udrzeni obchodni pfilezitosti,
nebo (iii) zajisténi neCestné vyhody. ,Statni organ®
je jakakoli osoba oficialné jednajici za a jménem
statu vcetné jeho vefejnych ufadd, ministerstev
a/nebo mezinarodnich organizaci.

b) Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi povinnost PSI a Zadavatele a ruci
a zarucuji se, Ze v souvislosti se Studii nebudou
ani oni ani jejich funkcionafi, feditelé, zaméstnanci,
zastupci €i  zmocnénci (v€etné  Studijniho
personalu) platit nebo slibovat Uplatek Statnimu
organu ¢i jiné obchodni protistrané a ani tak
neucinili. Zdravotnické zafizeni a Hlavni zkou3ejici
neprodlené pisemné uvédomi PSI, pokud se
dozvédi o, nebo pokud budou mit dlvodné
podezifeni na jakoukoli Cinnost souvisejici se
Studii, ktera mGze byt v rozporu s timto oddilem
Protidplatkova a protikorupéni ustanoveni této
Smlouvy nebo VvV rozporu s platnymi
protikorupénimi  zakony vztahujicimi se na
Zdravotnické zafizeni a Hlavniho zkou3ejiciho.
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11. DATA PROTECTION

a)  The Parties shall comply with all applicable
data protection laws, including the General Data
Protection Regulation (EU) 2016/679 (“GDPR”)
and Act No. 110/2019 Coll., on Personal Data
Processing, as amended (collectively, the “Data
Protection Laws”).

b) For the purpose of the Data Protection
Laws, the Sponsor is the controller and the
Institution and PSI are processors of personal
data processed for the purpose of the Study. The
Institution is the controller of personal data
processed for purposes other than the Study, e.g.
the provision of medical care. The Investigator
shall process personal data on behalf of the
Institution.

c¢)  Where the Institution is the Sponsor's
processor and thus where the processing is
undertaken by the Institution for the purposes of
the Study, the Institution and the Investigator
shall comply with the Data Processing
Requirements defined in Attachment 2 and the
information given to the Study subjects.

d)  The Institution and the Investigator shall
share personal data with the Sponsor and/or PSI
only as required to comply with their obligations
under this Agreement or as requested by the
Sponsor in accordance with the Applicable
Regulatory Requirements. The Institution and
Investigator shall pseudonymize any Study
subject data before entering them into the CRFs
or otherwise transferring them to PSI, the
Sponsor or their vendors.

e) Prior to and during the course of the Study,
the Sponsor and/or PSI may process personal
data of the Investigator and the Study Personnel.
In order to inform the Investigator and the Study
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11. OCHRANA UDAJU

a) Strany jsou povinny byt v souladu se vSemi
platnymi zakony o ochrané uadaji, zejména
s Obecnym nafizenim o ochrané uadajid EU
2016/679 (dale jen ,GDPR*) a Zakonem ¢.
110/2019 Shb., o zpracovani osobnich udajl
v platném znéni (dale jen souhrnné ,Zakony o
ochrané udaju").

b) Pro ucely Zakonl o ochrané udaju je
Zadavatel spravcem Udaja a Zdravotnické zafizeni
a PSI jsou zpracovateli osobnich (dajd
zpracovavanych pro ucely Studie. Zdravotnické
zarizeni je spravcem osobnich udaju
zpracovavanych pro jiné ucely, nez je Studie, napf.
pro uc€ely poskytovani zdravotni péce. Hlavni
zkouSejici je povinen zpracovavat osobni uUdaje
jménem Zdravotnického zafizeni.

C) V situacich, kdy je Zdravotnické zafizeni
Zadavatelovym zpracovatelem Udajli a tedy kdy
Zdravotnické zafizeni zpracovava udaje pro Ugely
Studie, jsou Zdravotnické =zafizeni a Hlavni
zkouSejici  povinni  postupovat v souladu s
Pozadavky na zpracovani udaji definovanymi
v Pfiloze 2 a informacemi poskytnutymi Subjektum
hodnoceni.

d) Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni pfedavat osobni Udaje Zadavateli
a/nebo PSI pouze vsouladu s pozadavky ke
splnéni jejich povinnosti vyplyvajicich ztéto
Smlouvy, nebo dle pozadavki Zadavatele
v souladu s Platnymi regulaénimi poZadavky.
Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni pseudonymizovat  udaje Subjektl
hodnoceni pfed zadanim do CRF nebo pfed jejich
predanim PSI, Zadavateli nebo jinym vendorim
jinym zplsobem.

e) Pfed zahajenim i v pribéhu Studie bude
Zadavatel a PSI zpracovavat osobni udaje Hlavniho
zkousejiciho a Studijniho personédlu. Za ucelem
informovani Hlavniho zkou$ejiciho a Studijniho
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Personnel about the processing of their personal
data, PSI will provide the Institution and/or the
Investigator with data protection notice(s) which
the Institution and the Investigator shall promptly
distribute to every member of the Study
Personnel (even if a member joins the Study
Personnel at a later stage). Any questions should
be forwarded to the Sponsor and/or PSI.

12. MISCELLANEOUS

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

b) If any provision(s) of this Agreement shall
be declared invalid 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.

c) This Agreement is entered into between
the parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Institution/Investigator and PSI or
the Sponsor; and neither party hereto by virtue of
this Agreement shall have the right, power or
authority to act or create any obligation, express
or implied, on behalf of the other party.

d)  The Institution and/or the Investigator may
not assign any of their rights or subcontract
obligations hereunder without the prior written
consent of PSI. Even if PSI authorizes delegation
or subcontracting in full or in part, the Institution

PSI Template, Czech, Approved by Sponsor 11-JUL-2021

personalu o zpracovani jejich osobnich udajl
poskytne PSI Zdravotnickému zafizeni a/nebo
Hlavnimu zkouSejicimu oznameni o ochrané udaj,
které jsou Zdravotnické zafizeni a Hlavni zkouSejici
povinni neprodlené predat vSem ¢lendm Studijniho
personalu (a to i ¢lendm, ktefi se ke Studijnimu
personalu pfipoji pozdéji). Veskeré dotazy je tfeba
pfedat Zadavateli a/nebo PSI.

12. RUZNE

a) Zadné doplnéni této Smlouvy & jejich
Pfiloh nenabude platnosti, pokud takové doplnéni
nebude ucinéno pisemné a podepsano smluvnimi
stranami.

b) Pokud bude nékteré ustanoveni této
Smlouvy prohlaseno za neplatné soudem pfislusné
jurisdikce, nebude mit toto rozhodnuti vliv na
zbyvajici ustanoveni této Smlouvy a tato zbyvajici
Smluvni
ustanoveni

ustanoveni zlstavaji v plné platnosti.
strany se v8ak pokusi
prohlasené za neplatné ustanovenim platnym,
které plni stejny ucel jako neplatné ustanoveni v co
nejvétSim mozném rozsahu.

nahradit

c) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé zadné
skuteCnosti obsazené v této Smlouvé neni mozné

interpretovat vztah mezi Zdravotnickym
zafizenim/Hlavnim  zkouSejicim a PSI nebo
Zadavatelem jako spole¢ny podnik, vztah

zameéstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zaroven zadné
ze Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat nebo vytvaret
jménem ostatnich stran jakékoli povinnosti, at jiz
vyslovné ¢€i nepfimo.

Zdravotnické zafizeni ani Hlavni
nesmi postoupit sva prava nebo
angazovat subkontrahenty na plnéni
povinnosti  vyplyvajicich ztéto Smlouvy bez
predchoziho pisemného souhlasu PSI. | v pfipadé,

d) Ani
zkousejici
svych
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and the Investigator remain fully responsible and
liable for the performance of all delegated duties.

e) PSI will enter into an agreement with the
Investigator (and alternatively, with members of
the Study Personnel) regarding Study-related
activities beyond those for which the Institution is
responsible hereunder. Such agreement will
stipulate, including without limitation, the
remuneration for the Investigator (or alternatively,
for members of the Study Personnel) for
performance  of  such  activities. PSI
acknowledges that the amount of remuneration
must comply with the internal rules of the
Institution for the whole course of the Study, for
which the Investigator is responsible. PSI
represents that, with the exception of the above-
mentioned agreement, it will not enter into any
other agreement related to the Study with any
employee of the Institution.

f) The parties acknowledge that Act No.
340/2015 Caoll., on the Contract Register obliges
the Institution to publish this Agreement. The
parties acknowledge that this Agreement comes
into effect as of the date of its disclosure in the
Contract Register. 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. Once the Institution
publishes the Agreement, the Institution shall
inform PSI of the publication via the PSI data box
and by email sent to:
. The 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 18 800.

with identifier:

PSI Template, Czech, Approved by Sponsor 11-JUL-2021

e PSI schvali delegovani ¢i angazovani
subkontrahentu, zUstavaji Zdravotnické zafizeni a
Hlavni zkouSejici plné odpovédni za plnéni
veSkerych delegovanych povinnosti €i povinnosti,
na jejichz plnéni byli angazovani subkontrahenti.

e) PSI uzavie s Hlavnim zkouSejicim (a
pfipadné se ¢leny Studijniho personalu) smlouvu na
¢innosti ve véci Studie nad ramec Cinnosti, za které
odpovida Zdravotnické zafizeni podle této smlouvy.
Smlouva mj. stanovi odménu Hlavniho zkou$ejiciho
(popf. ¢lenu Studijniho personalu) za provedeni
téchto cCinnosti. PSI bere na védomi, Ze vySe
odmény musi byt po celou dobu trvani Studie
v souladu s vnitfnimi  pfedpisy Zdravotnického
zarizeni, za coz odpovida Hlavni zkouSejici. PSI
prohladuje, ze s vyjimkou smlouvy dle pfedchoziho
textu neuzavie ve véci této Studie Zadnou dalSi
smlouvu s zadnym zaméstnancem Zdravotnického
zafizeni.

f) Smluvni strany berou na védomi, ze
Zdravotnické zafizeni je povinno uvefejnit tuto
Smlouvu v souladu se zdkonem ¢&. 340/2015 Sb., o
registru smluv. Strany berou na védomi, Ze tato
Smlouva nabyva ucinnosti k datu uvefejnéni
v registru smluv. PSI pfipravi strojové Citelnou verzi
Smlouvy v elektronickém formétu se zneditelnénymi
citlivymi Udaji v souladu s ustanovenim § 3 odst. 1
zdkona o registru smluv a zasle ji Zdravotnickému
zafizeni k uvefejnéni. Zdravotnické zafizeni bude
PSI informovat o uverejnéni Smlouvy
prostfednictvim  datové  schranky PSI s
identifikatorem:

a emailové adresy:
. Zdravotnické zafizeni
je povinno na zakladé Zakona o registru smluv
rovnéz uvefejnit predpokladané celkové finanéni
plnéni poskytnuté na =zakladé této Smlouvy.
Smluvni strany se dohodly, Ze jde o ¢&astku
18 800 Euro.

22/40

CONFIDENTIAL



MER-XMT-1536-1 |

This Agreement has been executed in three Tato Smlouva byla vypracovana ve tfech
originals, one for each party. vyhotovenich, kdy kazda ze smluvnich stran obdrzi
jedno.

The Institution | Zdravotnické zafizeni: Fakultni nemocnice Brno

Name | Jméno: prof. MUDr. Jaroslav Stérba, Ph.D.
Title | Pozice: Director/Reditel

Dated | Datum:

The Investigator | Hiavni zkousejici: | KGN

Title | Pozice:

Dated | Datum:

PSI Template, Czech, Approved by Sponsor 11-JUL-2021 23/40
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PSI: PSI CRO Czech Republic s.r.o.

Name | Jméno:
Title | Pozice: , by Power of Attorney/na zakladé piné

moci

Dated | Datum:

Title | Pozice: by Power of Attorney/na zakladé piné moci

Dated | Datum:

PSI Template, Czech, Approved by Sponsor 11-JUL-2021 24/40
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

a) The compensation to be paid under this
Agreement is defined in the Annex to Financial
Arrangements attached hereto.

b) All amounts defined in this Financial
Arrangement 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”). If the Institution agrees with
the Quarterly Overview, the Institution shall issue an
invoice for the amount indicated in the Quarterly
Overview.

PSI Invoicing address:

PSI CRO Czech Republic s.r.o., V Parku 2343/24,
148 00 Praha 4 — Chodov, Ceska republika, ID No.:
28196775, Tax ID: CZ28196775

email [

b) For the fees where the invoicing process is
initiated by the Institution, the Institution shall invoice
these items not later than thirty (30) days after they
become invoiceable.

C) The Institution’s invoice shall comply with
tax requirements and indicate the Protocol number.
The Institution shall issue the final invoice not later
than thirty (30) days after the final overview is
provided by PSI.

PSI Template, Czech, Approved by Sponsor 11-JUL-2021

PRILOHA 1
FINANCNIi UJEDNANI

1. POPLATKY

a) Kompenzaci, ktera ma byt na zakladé této
Smlouvy vyplacena, stanovuje nize pfipojena
PFiloha k finanénim ujednanim.

b) VSechny c¢astky stanovené v téchto
Finanénich ujednanich jsou bez DPH, ktera bude
pfipadné pfipocitana.

2. FAKTURACE

a) V ptipadé poplatkll, u kterych fakturacni
proces iniciuje PSI, bude PSI zasilat &tvrtletni
prehledy Zdravotnickému zafizeni, v nichz budou
Castky pfipadajici Zdravotnickému
na zakladé provedenych Studijnich
navstév a Studijnich procedur a odevzdanych
Studijnich udaja v souladu s touto Smlouvou (vzdy
,Ctvrtletni prehled‘). Pokud Zdravotnické
zafizeni se Ctvrtletnim prehledem souhlasi,
vystavi fakturu na &astku uvedenou ve Ctvrtletnim
prehledu.

uvedeny
zarizeni

Fakturacni adresa PSI:

PSI CRO Czech Republic s.r.0., V Parku 2343/24,
148 00 Praha 4 — Chodov, Ceska republika, ICO:
28196775, DIC: CZ28196775.

email: [

b) V pfipadé poplatkd, u kterych fakturacni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky
nejpozdgji tficet (30) dnd od okamziku, kdy se
stanou fakturovatelnymi.

C) Faktury Zdravotnického zafizeni museji
splfiovat dafiové pozadavky a uvadét Cdislo
Protokolu. Kone¢nou fakturu vystavi Zdravotnické
zafizeni nejpozdéji tficet (30) dnG od zaslani
zavéreCného prehledu PSI.
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3. PAYMENTS

a) PSI shall make the payments in EUR 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) Payments will be made 4 times a year, at
the end of the calendar quarter based on an invoice.
The invoice will be issued by the Institution based
on a calculation made by PSI within 15 days of
delivery of the calculation to the Institution (the date
of delivery shall also be the date of the taxable
supply). The calculation will be provided for all items
listed in the budget. The calculation for all items
listed in the budget will be provided by PSI, the
person responsible for submitting the calculation
shall be the study monitor, email:

The invoice shall be due 30
days after the delivery. In case of late payment, the
Institution shall be entitled to charge interest on late
payment in the statutory amount. In the event the
PSI on behalf of Sponsor fails to deliver the
calculation to the Institution in time in accordance
with the time schedule specified above, and in the
event of late payment, the Institution shall be entitled
to suspend Study Data entry into the database until
the relevant payment is made. Calculations will be
sent to the Institution’s contact person to the
following email address:

d) PSI shall be entitled to withhold the last
payment until the Investigator has appropriately
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.

PSI Template, Czech, Approved by Sponsor 11-JUL-2021

3. PLATBY

a) PSI provede platby v eurech do tficeti (30)
dnd od obdrzeni nesporné faktury.

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

c) Platby budou provadény 4x ro¢né, a to ke
konci kalendainiho Ctvrtleti na zakladé faktury.
Faktura bude vystavena Zdravotnickym zafizenim
na zakladé kalkulace vytvofené PSI, a to do 15
dnd od doruceni kalkulace Zdravotnickému
zafizeni (pfiemz datum doruceni je zaroven
datem  uskute¢néni  zdanitelného  pInéni).
Kalkulace bude poskytnuta na veSkeré polozky
uvedené v rozpoctu. Kalkulaci na veskeré polozky
uvedené vrozpoCtu poskytne PSI, osoba

zodpovédna za predlozeni kalkulace je monitor
cude,  emai: N

Splatnost faktury ¢ini 30 dni od doruceni. P¥Fi
pozdni Uhradé je Zdravotnické zafizeni opravnéno
uctovat urok z prodleni v zakonné vysi. V pfipadé,
Ze PSI jménem Zadavatele nedoruéi Instituci
kalkulaci v€as v souladu s harmonogramem
uvedenym v pfedchozim textu, a dale v pfipadé
pozdni Uhrady je Zdravotnické zafizeni opravnéno
pozastavit zadavani Studijnich udaju do databaze,
a to az do provedeni pfislusné uhrady. Kalkulace
budou zasilany kontaktni osobé Zdravotnického
zafizeni na emailovou adresu

d) PSI ma pravo pozdrzet posledni platbu,
dokud Hlavni zkouSejici nalezité nezodpovi
veSkeré Zadosti o objasnéni Udaju, nedojde k
vraceni/likvidaci vesSkerého Studijniho materialu
a/nebo Studijniho Iéku dle pokynd PSI a PSI
nevykona zavérecnou navstévu ve Zdravotnickém
zafizeni.
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Annex to the Financial Arrangements

This Annex defines the compensation to be paid
under the Agreement.

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

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.

MUDr. Markéta Bednafikova

Priloha k finan€énim ujednanim

Tato Pfiloha stanovuje odménu, ktera se bude
vyplacet na zakladé ujednani ve Smlouvé.

Sloupec nadepsany ,Iniciator fakturace“ uvadi,
zda provedeni konkrétni platby bude iniciovat
spoleénost PSI prostiednictvim Ctvrtletniho
pfehledu nebo Instituce prostiednictvim faktury.

1. Platby za jednotlivé navstévy

Platby za jednotlivé navstévy se budou
vypoditavat dle nize uvedené tabulky na
zakladé (i) poctu Subjekttd hodnoceni a (ii) poctu
uskute€nénych navstév a vypinénych €asti v
Zaznamu subjektu hodnoceni (CRF) ovéfenych
monitorem ze spole¢nosti PSI ve vztahu k témto
Subjektim hodnoceni v souladu se Smlouvou.

PSI Template, General, 14-OCT-2020
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2. Additional Procedural Fees 2. Platby za dodate€na vysetreni

Further to the per visit fees, the following Kromé plateb za jednotlivé navstévy se bude
unscheduled and/or additional procedures or vyplacet také odména za nize uvedena
visits will be compensated upon occurrence. neplanovana a/nebo doplfikova vysetieni Ci

navstévy, pokud se uskutecni.

nne

b
b |
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MUDr. Markéta Bednarikova

b

o |
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MUDr. Markéta Bednafikova

rrrrrrrrrr

Ty iy

3. Screen Failures

A Screen Failure shall be defined as a Study
subject who meets all of the criteria listed below:

- Prior to consenting for the study, based
on medical records review, the Study subject
was preliminary identified as eligible (having the
diagnosis of platinum-resistant high-grade
serous ovarian cancer as required by the
protocol)

- The Study subject has signed the
informed consent form in compliance with all
applicable regulations

PSI Template, General, 14-OCT-2020

3. Neuspésné screeningy

Pojmem ,NeUspésny screening“ se oznacuje
Subjekt hodnoceni, ktery splfiuje vSechna nize
uvedena kritéria:

- Subjekt hodnoceni udélil souhlas s ucasti ve
studii, a na zakladé zaznamu v lékarské
dokumentaci byl pfedbézné oznacen jako
zpUsobily k zafazeni do studie (s diagnézou
platina-rezistentniho high-grade serézniho

.....

protokolem).

- Subjekt hodnoceni podepsal FormulaF
informovaného souhlasu v souladu se vSemi
platnymi pfedpisy.

- Subjekt hodnoceni zah3jil screeningové
procedury, ale nemohl byt zafazen do

CONFIDENTIAL
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- The Study subject has started screening
procedures but could not be included in the
Study under the inclusion/exclusion criteria or
for other reasons

Screen Failures shall be compensated in the
amount of Basic Screen Failure fee (for all
Screen Failures).

MUDr. Markéta Bednafikova

Klinického hodnoceni na zakladé
zafazovacich/vyfazovacich kritérii nebo z jinych
davodu.

Za Neuspésny screening bude uhrazena ¢astka
ve vysi zakladniho poplatku za Neuspésny
screening (pro vSechny Neuspésné screeningy).

L

o

4. Study subject Travel Reimbursement

Reasonable travel expenses incurred by Study
subjects that result from visits to the study site,
where applicable as per the ICF and local
regulations, shall be reimbursed. The total
amount for travel is up to

) per visit. For any Study subject travel cost
reimbursement exceeding this amount,
evidence of costs and mode of transport, such
as bus and train or taxi receipts, as well as other
supporting documentation, must be attached to
the Reimbursement Log indicating the patient
number, the visit number and date, travel
details, type of transport.

As part of this Study, PSI on behalf of the
Sponsor, agrees to provide the Institution with a
monetary reserve _to cover the
costs of the Subjects' travel to and from the
study site. The monetary reserve for travel costs
("Reserve") shall be paid by PSI on the basis of
an invoice issued by the Institution after the
conclusion of this Agreement. In accordance
with Article 36(13) of Act No. 235/2004 Coll., on
Value Added Tax, as amended, the Reserve
shall not be included in the value added tax
base. After three quarters of the Reserve has
been used up, the Institution is entitled to issue
another invoice in the same amount as the
previous one. Upon PSI's/Sponsor’s request the
Institution shall produce evidence of payment of
Study Subject’s costs. The Institution also
agrees to account the paid Study Subject’s

PSI Template, General, 14-OCT-2020

4. Proplaceni cestovnich vyloh Subjektiim
hodnoceni

Proplaceji se pfimérené cestovni vylohy, vzniklé
Subjektim hodnoceni v souvislosti s navstévou
studijniho centra, v souladu s Formulafem
informovaného souhlasu (ICF) a mistnimi
predpisy. Maximalni mozna celkova vyse

cestovnich vyloh, kterou Ize proplatit, je [ Gz
dna jednu navstévu. V pripadé
Uhrady cestovnich nakladd Subjektu hodnoceni
presahujici tuto €astku, je tfeba dolozZit doklady
o nakladech a zplsobu dopravy, napf. uctenky
za autobus a vlak nebo taxi, a dal$i podplrnou
dokumentaci. Tyto doklady budou pfiloZzeny k
Zaznamu o proplaceni cestovnich vyloh
(Reimbursement Log) s uvedenim Cisla
pacienta, Cisla a data navstévy, udajl o ceste,
druhu dopravy.

V ramci této Studie se PSI jménem zadavatele
zavazuje poskytnout Zdravotnickému zafizeni
pausaini ¢astku na Uhradu
nakladu Subjektl hodnoceni spojenych s cestou
do studijniho centra a zpét. Pausalni ¢astka na
Uhradu cestovnich nakladu (dale jen ,pausal®)
bude PSI vyplacena na zékladé faktury
vystavené Zdravotnickym zafizenim po uzavieni
této Smlouvy. Pausal se v souladu s § 36 odst.
13 zakona €. 235/2004 Sb., o dani z pfidané
hodnoty, ve znéni pozdéjSich pfedpisu,
nezahrnuje do zakladu dané z pfidané hodnoty.
Po vyCerpani tfi ¢tvrtin pausalu je Zdravotnické
zafizeni opravnéno vystavit dalsi fakturu, a to
ve stejné vysi jako pfedchozi. Na Zadost
PSl/Zadavatele je Zdravotnické zafizeni
povinno dolozit, Ze naklady Subjektu hodnoceni
byly vyplaceny. Zdravotnické zafizeni se déle
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costs to PSl/the Sponsor immediately after the
last Study Subject terminates his/her
participation in the Study at the study site. The
Institution will return the potentially remaining
unused portion of the monetary reserve to PSI's
account without any unnecessary delay.

Depending on the preference of the Study
Subjects, reimbursement of travel expenses can
be made at the cash desk of the Institution or
through PSI directly to the bank accounts of
Study subjects.

5. Pharmacy fees

MUDr. Markéta Bednarikova

zavazuje vyuctovat PSl/Zadavateli vyplacené
naklady Subjektu hodnoceni bezprostifedné
poté, co posledni Subjekt hodnoceni ukonci
Ucast ve Studii. Pfipadna nevyc€erpana ¢ast
pausalu bude Zdravotnickym zafizenim bez
zbyte¢nych odkladu vracena na ucet PSI.

Dle preference Subjektd hodnoceni Ize uhradu
cestovnich vydajl provést v pokladné
Zdravotnického zafizeni nebo prostfednictvim
PSI pfimo na bankovni uéty Subjektl
hodnoceni.

5. Poplatky lékarné

6. Administrative fees

|

6. Administrativni poplatky

PSI Template, General, 14-OCT-2020
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ATTACHMENT 2
DATA PROCESSING REQUIREMENTS

1. The Institution and the Investigator
agree only to process personal data for and on
behalf of the Sponsor in accordance with the
instructions of the Sponsor and for the purpose
of the Study and to ensure the Sponsor’s
compliance with the Data Protection Laws.

2. The Institution’s processing of personal
data, as a processor of the Sponsor, shall be
governed by this Agreement, the Protocol and
the information given to the Study subjects,
which set out the subject matter, duration, nature
and purpose of the processing, the type of
personal data and the categories of data
subjects, the rights and obligations of the Parties
as well as the rights of the Sponsor as controller.

3. The Institution and the Investigator
agree to comply with the obligations applicable to
processors described by Article 28 GDPR, as
well as those additional obligations required by
the Sponsor pursuant to this Agreement,
including but not limited to the following:

a) implementing and maintaining
appropriate technical and organizational security
measures sufficient to comply at least with the
obligations imposed on the Sponsor as a
controller by Article 28(1) GDPR,;

b) processing personal data for and on
behalf of the Sponsor only in accordance with the
documented instructions of the Sponsor,
including with regard to transfers of personal data
to a third country or an international organization.
If the Institution is required by law to otherwise
process the personal data, the Institution and the
Investigator shall notify PSI and the Sponsor
before undertaking the processing, or as soon as
possible thereafter, unless such natification is
prohibited on important grounds of public interest
in accordance with Article 28(3)(a) GDPR;
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PRILOHA 2
POZADAVKY NA ZPRACOVANIi UDAJU

1. Zdravotnické zafizeni a Hlavni zkousSejici
se zavazuji zpracovavat pouze osobni udaje pro
Zadavatele ajeho jménem v souladu s pokyny
Zadavatele a pro ucely Studie a zaijistit soulad se
Zakony o ochrané udajli ze strany Zadavatele.

osobnich
zafizenim

2. Zpracovavani udaja
Zdravotnickym jakozto
Zadavatelovym zpracovatelem se fidi touto

Smlouvou, Protokolem a informacemi
poskytnutymi  Subjektim hodnoceni, které
stanovuji predmét, délku, povahu a ucel

zpracovani, druh osobnich udajli a kategorie
subjektd udajd, prava a povinnosti Stran a prava
Zadavatele jakozto spravce udaju.

3. . Zdravotnické zafizeni a Hlavni
zkouSejici se zavazuji plnit povinnosti, které se
vztahuji na zpracovatele a které jsou popsany
v Clanku 28 GDPR, jakoz i dal$i povinnosti,
jejichZz pInéni je poZadovano Zadavatelem dle
této Smlouvy, zejména plnéni nize uvedenych

povinnosti:

a) zavést a udrzovat v platnosti vhodna
technickd a organizaéni bezpecnostni opatfeni
dostadujici alespor ke spIinéni povinnosti, které
ma Zadavatel jakoZto spravce udajd dle Clanku
28 odst. 1 nafizeni GDPR;

b) zpracovavat osobni Udaje pro a jménem
Zadavatele pouze na zakladé dolozenych
pokynu Zadavatele, zejména s ohledem na
predavani osobnich Udaji do tfetich zemi nebo
organizaci. Pokud od
Zdravotnického zafizeni zakon vyzaduje jiné
zpracovani osobnich (daji, ma Zdravotnické
zafizeni a Hlavni zkouSejici povinnost uvédomit
PSI a Zadavatele pfed zpracovanim udajl, nebo
co nejdfive poté, pokud vSak toto uvédoméni
neni zakazano z dulezitych duavodl vefejného
zajmu v souladu s Clankem 28 odst. 3 pism. a)
nafizeni GDPR;

mezinarodni
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c) ensuring that Study  Personnel
authorized to process personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality (Article 28(3)(b) GDPR);

d) taking all measures required by Article
32 GDPR in relation to the security of processing
(Article 28(3)(c) GDPR);

e) subject to Section 4 below, complying
with the conditions described in Article 28(2) and
(4) GDPR for engaging another processor
(Article 28(3)(d) GDPRY);

f) taking into account the nature of the
processing, assisting the Sponsor, by
appropriate  technical and organizational

measures, insofar as this is possible, to respond
to requests for exercising data subjects’ rights
(Article 28(3)(e) GDPR). In particular, the
Institution and the Investigator shall inform PSI
immediately (and no later than within one (1)
working day) of any request received from or on
behalf of a Study subject (or any other data
subjects) who exercises his/her rights under
GDPR in the context of the Study. The Institution
and the Investigator shall handle those requests
in accordance with PSI's and Sponsor’s
reasonable instructions and in compliance with
the Data Protection Laws;

o)) assisting the Sponsor, to ensure
compliance with the obligations pursuant to
Articles 32 to 36 GDPR, taking into account the
nature of the processing and the information
available to the Institution (GDPR Article 28(3)(f)
GDPR). In particular, in the event of any personal
data breach by the Institution as a processor of
the Sponsor, the Institution and the Investigator
shall: (i) within twenty-four (24) hours following
discovery of such personal data breach, send
written notice of the incident via e-mail to

(ii) not make any statements
or notifications about the personal data breach,
as it relates to the processing for the purpose of
the Study, to any individual affected by the
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c) zajistit, aby se Studijni personal
opravnény zpracovavat osobni udaje zavazal k
miCenlivosti, nebo aby byl vazan zakonnou
povinnosti migenlivosti (Clanek 28 odst. 3 pism.
b) GDPR);

d) pfijmout vedkera opatfeni vyZzadovana
Clankem 32 GDPR v souvislosti s bezpe&nosti
zpracovavani udajd (Clanek 28 odst. 3 pism. c)
GDPR);

e) s vyhradou Oddilu 4 nize byt v souladu
s podminkami popsanymi ve Clanku 28 odst. 2 a
4 GDPR pro angazovani zpracovatele udajl
(Clanek 28 odst. 3 pism. d) GDPR);

f) pfi zohlednéni povahy
napomahat Zadavateli prostfednictvim vhodnych
technickych a organizacnich opatfeni, pokud je
to mozné, pfi reagovani na zadosti o uplatnéni
prav subjektt udaju (Clanek 28 odst. 3 pism. e)
nafizeni GDPR). Zdravotnické zafizeni a Hlavni

zpracovani

zkouSejici maji zejména povinnost neprodlené
(nejpozdéji do jednoho (1)
pracovniho dne) o vSech zadostech, které obdrzi
od Subjektdl hodnoceni nebo jejich jménem
(nebo od jinych subjektd udaju), které uplatiu;ji
sva prava dle nafizeni GDPR v kontextu Studie.
Zdravotnické zafizeni a Hlavni zkouSejici maji
povinnost s témito Zadostmi nakladat v souladu
s pfiméfenymi pokyny PSI| a Zadavatele a v
souladu se Zakony o ochrané udaju;

informovat PSI

0)] napomahat Zadavateli zajistit dodrzovani
povinnosti vyplyvajicich z ClankG 32 az 36
GDPR a vzit pfi tom v tvahu povahu zpracovani
Udaju a informace dostupné Zdravotnickému
zatizeni (Clanek 28, odst. 3, pism. f) GDPR).
V pfipadé poruSeni ochrany osobnich udaja
Zdravotnickym zafizenim jakozto zpracovatelem
Udaju, maji Zdravotnické zafizeni a Hlavni
zkousejici zejména povinnost (i) do dvaceti &tyf
(24) hodin od pisemné
oznameni na (iiy bez
pisemného souhlasu Zadavatele_necinit zadné
prohlaseni ani oznameni o poruseni ochrany
osobnich udaju, nebot souvisi se zpracovanim
udajt pro ucely Studie, fyzické osobé dotéené

incidentu zaslat
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incident, the public or any third party without
Sponsor’s  prior and (iii)
immediately take steps to investigate and
mitigate the personal data breach and
reasonably cooperate with the Sponsor and/or
PSI;

written approval;

h) destroying or returning, at the choice of
the Sponsor, all personal data to the Sponsor at
the expiry or early termination of the Agreement,
unless storage is legally required (Article 28(3g)
GDPR) or where that personal data is held by the
Institution as controller for its own purpose(s);

i) providing the Sponsor and/or PSI with
evidence of its compliance with the obligations
set out in this Attachment 2, and/or, at the
Sponsor’s or PSI’s discretion and on reasonable
notice, allowing the Sponsor and/or PSI, or a
third party appointed by the Sponsor and/or PSI,
to audit the Institution’s compliance with the
obligations described in this Attachment 2, Data
Protection Laws (including but not limited to
Article 28 GDPR), subject to the Sponsor and/or
PSI, or the appointed third party, complying with
all relevant health and safety and security
policies of the Institution (Article 28 (3h) GDPR);
and

) maintaining a record to demonstrate
compliance with this Attachment 2 and Data
Protection Laws, including the records required
pursuant to Article 30(2) GDPR.

4. In furtherance of its obligations under
Article 28 GDPR, the Institution and the
Investigator agree that they will not engage
another processor for the purpose of the Study
without prior written authorisation from or on
behalf of the Sponsor (Article 28(2) GDPR);

5. The Institution and the Investigator shall:

k) ensure that the Study Personnel does
not process personal data except in accordance
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incidentem, na vefejnost nebo tfeti strané; a (iii)
okamzité podniknout kroky k vySetfeni poruseni
ochrany osobnich Udaji a zmirnéni jeho dopadu
a pfiméfené spolupracovat se Zadavatelem
a/nebo PSI;

h) po vyprSeni platnosti nebo pred€asném
ukoneni Smlouvy zlikvidovat nebo vratit
Zadavateli — dle Zadavatele -
vesSkeré osobni udaje, pokud neni jejich ulozeni
pozadovano zakonem (Clanek 28 odst. 3 pism.
g) nafizeni GDPR) nebo pokud tyto osobni udaje
nejsou v drzeni Zdravotnického zafizeni jakoZzto
spravce pro vlastni ucely;

rozhodnuti

i) poskytnout Zadavateli a/nebo PSI dukaz
o dodrzovani
Pfilohou 2 a/nebo dle rozhodnuti Zadavatele
a/lnebo PSI a po odpovidajicim oznameni
umoznit Zadavateli a/nebo PSI nebo tfeti strané
jmenované Zadavatelem a/nebo PSI provést
audit
s povinnostmi popsanymi v Pfiloze 2, Zakonech
o ochrang udajd (zejména Clanku 28 GDPR)
s vyhradou souladu Zadavatele a/nebo PSI,
nebo jmenované strany
relevantnimi a bezpec€nostnimi
nafizenimi Zdravotnického zafizeni (Clanek 28
odst. 3 pism. h) GDPR); a

povinnosti stanovenych touto

souladu Zdravotnického zarizeni

treti se vSemi

zdravotnimi

) vést zaznamy Kk prokdzani souladu
s touto Pfilohou 2 a Zakony o ochrané udajl
véetn& zaznamu vyzadovanych dle Clanku 30

odst. 2 nafizeni GDPR.

4, K podpofe svych povinnosti dle Clanku
28 GDPR se Zdravotnické zafizeni a Hlavni
zkouSejici  zavazuji, predchoziho
pisemného souhlasu udéleného Zadavatelem
nebo jeho jménem nebudou angaZovat dalSiho
zpracovatele udaji pro ugely Studie (Clanek 28
odst. 2 GDPR);

ze bez

5. Zdravotnické zafizeni a Hlavni zkouSejici

jsou povinni:

k) zajistit, aby Studijni personal

nezpracovaval osobni  Udaje s vyjimkou

zpracovani  vsouladu stouto  Smlouvou,
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with the Agreement, the Protocol and information
given to the Study subjects;

) take all reasonable steps to ensure the
reliability and integrity of any of the Study
Personnel who have access to the personal data
and will ensure that the Study Personnel: (i) are
aware and comply with the Institution’s and the
Investigator’s duties under this Attachment 2; (i)
received relevant data protection trainings; and
(iii) have committed themselves to confidentiality.

6. The Institution and the Investigator shall
obtain prior written agreement of the Sponsor or
PSI to process personal data outside of the
European Economic Area or Switzerland.

7. Where the Institution, acting as the
Sponsor’s processor, processes personal data
outside of the European Economic Area, the
Institution warrants that it does so in compliance
with the Data Protection Laws.
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Protokolem a informacemi  poskytnutymi
Subjektdm hodnoceni;
) podniknout veSkeré pfiméfené kroky

k zajisténi spolehlivosti a integrity vSech ¢&lenu
Studijniho personalu, ktefi maji pFistup k osobnim
udajam, a k zajisténi, aby (i) si ¢lenové Studijniho
personalu byli védomi povinnosti Zdravotnického
zafizeni a Hlavniho zkousejiciho dle této Pfilohy
2 a dodrzovali je; (ii) podstoupili povinné Skoleni
tykajici se ochrany udaji; a (iii) zavazali se
k mi€enlivosti.

6. Zdravotnické zafizeni a Hlavni zkousSejici
jsou povinni ziskat pfedchozi pisemny souhlas
Zadavatele nebo PSI se zpracovavanim osobnich
Gdaji mimo Evropsky hospodarsky prostor nebo
mimo Gzemi Svycarska.

7. V pripadech, kdy Zdravotnické zafizeni
jakozto Zadavatellv zpracovatel
osobni Udaje mimo Evropsky hospodarsky
prostor, se Zdravotnické zafizeni zaruCuje, zZe tak
¢ini v souladu se Zakony o ochrané udaju.

zpracovava
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