CLINICAL STUDY AGREEMENT

THIS CLINICAL STUDY AGREEMENT
("Agreement"”) is made effective as of the date of
last signature below (“Effective Date”) between
Fakultni nemocnice v Motole (University Hospital
in Motol), state-funded institution), with its
principal place of business at Uvalu 84, 150 06
Praha 5, Czech Republic, ID 00064203, TIN
CZ00064203, represented by

by an authorization (the “Institution”), and
ISA Therapeutics B.V., De Limes 7, 2342 DH
Oegstgeest, The Netherlands (the “Sponsor”)
(each a “Party”, and collectively, the “Parties”).

PREAMBLE

Sponsor is conducting a clinical study (the
“Study”) of its proprietary investigational product
known as ISA101b (the “Study Drug”) under
Sponsor's protocol ISA101b-OPC-03-19, entitled
“A Phase Il Study of cemiplimab, an anti-PD-1
monoclonal antibody, and ISA101b vaccine in
patients  with  recurrent/metastatic HPV16
positive Oropharyngeal Cancer who have
experienced disease progression with prior anti-
PD-1 therapy” (as amended in writing from time
to time by Sponsor, the “Protocol”).

Sponsor has engaged PSI CRO AG, with its
principal place of business at Baarerstrasse
113a, 6300 Zug, Switzerland and its Czech
affiliate, PSI CRO Czech Republic s.r.0., V Parku
2343/24, 148 00 Praha 4 — Chodov, Czech
Republic, IN: 28196775 (individually and
collectively, “PSI”) to act as a contract research
organization and assist Sponsor with the conduct
the Study in the Czech Republic.

Sponsor and PSI desire to engage Institution and
Investigator (defined below) as one of the clinical
trial sites to conduct the Study, and Institution
and Investigator wish to participate as one of the
clinical trial sites in the Study. Investigator shall

SMLOUVA O PROVEDENI KLINICKE STUDIE

Tato SMLOUVA O PROVEDENI KLINICKE
STUDIE (dale jen ,smlouva“) se sjednava
s ucinnosti od data pfipojeni posledniho podpisu
nasledujicimi  subjekty Fakultni
nemocnice v Motole, statni
organizace, s hlavnim sidlem na adrese V Uvalu
84, 150 06 Praha 5, Ceska republika, 1CO:
00064203, DIC: CZ 00064203, zastoupena

, ha zakladé
povéfeni (dale jen ,poskytovatel zdravotnich
sluzeb”), a spole¢nosti ISA Therapeutics B.V.,
De Limes 7, 2342 DH Oegstgeest, Nizozemsko
(dale jen ,zadavatel”) (dale jednotlivé jako
,Strana“ a spole¢né jako ,strany®).

nize mezi
prispévkova

PREAMBULE

Zadavatel provadi Kklinickou studii (dale jen
,studie®)
pfipravku ISA101b (dale jen ,studijni I€k*) podle
protokolu  zadavatele  ISA101b-OPC-03-19
s nazvem: ,Studie faze 2 hodnotici cemiplimab,
monoklonalni protilatku proti PD-1, a vakcinu
ISA101b u pacientu
s rekurentnim/metastatickym  orofaryngealnim
HPV16 pozitivhim karcinomem, u nichz nastala
progrese onemocnéni na pfedchozi terapii proti
PD-1“ (ve znéni pisemné
upraveném zadavatelem, dale jen ,protokol®).

svého chranéného zkouSeného

¢as od casu

Zadavatel povéfil spoleCnost PSI CRO AG se
sidlem Baarerstrasse 113a, 6300 Zug,
Svycarsko a jeji eskou organizaéni slozku PSI
CRO Czech Republic s.r.0., V Parku 2343/24,
148 00 Praha 4 — Chodov, Ceska republika, IC:
28196775 (dale jednotlivé i souhrnné jako ,PSI*),
aby puUsobila jako smluvni vyzkumna organizace
a pomahala zadavateli s provadénim studie v
Ceské republice.

Zadavatel a PSI si preji povéfit poskytovatele
zdravotnich sluzeb a zkouSejiciho (definovaného
nize) jako jedno z pracovist klinického hodnoceni
provedenim studie a poskytovatel zdravotnich
sluzeb a zkouSejici si preji se studie zucastnit



act as the principal investigator for the Study at
Institution.

The Parties agree as follows:

1. SERVICES AND OBLIGATIONS

1.1 Conduct of Study

a) Institution shall and shall
Investigator and the other Study Personnel
(defined below) to conduct the Study and provide
Study-related (“Services”) in a
professional and diligent manner and in strict
accordance with the terms of this Agreement, the
Protocol, written Study instructions provided by
Sponsor or PSI, all Applicable Regulatory
Requirements (defined below), and generally
accepted standards of good medical and clinical
practice. Should there be any inconsistency
between the Protocol and the terms of this
Agreement with respect to the procedure(s) or
methodology for performance of the Study, the
terms of the Protocol shall prevail to the extent of
such inconsistency.

cause

services

b) For purposes of this Agreement, “Study
Personnel” means Investigator and all of the
other employees, agents, faculty, staff,
contractors, student assistants, and students of
Institution performing Services for Institution or
Investigator with respect to the Study; and
“Applicable Regulatory Requirements” means
() 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 (“ICH”); (iii)
the applicable laws related to data protection and

jako jedno z pracovist klinického hodnoceni.
ZkouSejici bude plsobit jako hlavni zkouSejici
pro Ucely studie ve zdravotnickém zafizeni.

Smluvni strany se dohodly takto:

1. SLUZBY A POVINNOST!I

1.1 Provadéni studie

a) Poskytovatel zdravotnich sluzeb bude
provadét studii a poskytovat sluzby souvisejici se
studii (dale jen ,sluzby“) a zajisti, aby tak €inil i
zkousejici a dalsi pracovnici studie (jak jsou
definovani nize), a to profesionalnim a nalezitym
zpusobem a v pfisném souladu s podminkami
této smlouvy, protokolem, pisemnymi pokyny ke
studii poskytnutymi zadavatelem nebo
spole¢nosti PSI, vSemi pfislusnymi regulaénimi
pozadavky (jak jsou definovany nize) a obecné
pfijimanymi standardy spravné I|ékaiské a
klinické praxe. V pfipadé rozporu mezi
protokolem a podminkami této smlouvy ve véci
postupu (postuptl) & metodiky provadéni studie
maji pfednost podminky protokolu v rozsahu
takové nesrovnalosti.

b) Pro uc€ely této smlouvy se pojmem
.pracovnici studie“ rozumi zkousejici a vSichni
zmocnénci, odborni
fadovi zaméstnanci, dodavatelé,
asistenti studentd a studenti zdravotnického
zafizeni poskytujici sluzby pro poskytovatele
zdravotnich sluzeb nebo zkousejiciho ve vztahu
a pojmem ,prislusné regulaéni
pozadavky“ se rozumi (i) veSkeré zakony a
predpisy vztahujici se k provadéni klinickych
hodnoceni, véetn& mimo jiné zakona €. 378/2007
Sb., o IéCivech, ve znéni pozdéjSich predpisu,
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozdéjSich predpisti, a vyhlasky ¢&.
226/2008 Sb., o spravné klinické praxi a blizSich
podminkach klinického hodnoceni lécCivych
pfipravkud; (i) pFijimané
standardy spravné klinické praxe, véetné mimo
jiné aktualné platnych pravidel spravné klinické
praxe Mezinarodni konference o harmonizaci a
etickych zé&sad Helsinské deklarace Svétové
|ékarské asociace (,ICH*"); iii) pfislusné zakony

ostatni zaméstnanci,

pracovnici,

ke studii;

veSkeré obecné



data privacy, including without limitation, Act No.
110/2019 Coll., on Personal DataProcessing, as
amended (implementing 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 EU Data Protection Directive
95/46/EC (General Data Protection Regulation,
“GDPR”); and (iv) any other applicable laws and
regulations. The parties acknowledge that the
Study shall be conducted in accordance with
Czech and EU law.

c) The Study shall be conducted at Fakultni
nemocnice v Motole, Onkologicka Klinika
(University Hospital in Motol, Department of
Oncology). The Parties acknowledge that
Investigator is not a party to this Agreement but
shall sign it as read and understood. A separate
agreement shall be executed with

(the
“Investigator”), on the basis of which the
Investigator (and possibly the Study Personnel)
shall be remunerated. The Parties agree that
when reference is made in this Agreement to
obligations of Study Personnel, including
Investigator, such obligations are intended to be
obligations of Institution, who shall fulfil such
obligations by imposing the same on Investigator
and other Study Personnel. Institution shall
ensure that Investigator and all other Study
Personnel are medically qualified, have sufficient
expertise, training and experience, are made
aware of the obligations contained in this
Agreement and are required to comply with those
obligations and are trained on the Protocol and
good clinical practices. Institution represents and
warrants that all Study Personnel are employees
of Institution or otherwise under Institution’s
control.

d) Institution and 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

tykajici se ochrany a soukromi udaju, véetné
mimo jiné zékona €. 110/2019 Sb., o zpracovéani
osobnich udajt, ve znéni pozdéjSich predpisu
(provadgjiciho nafizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané
zpracovanim osobnich udaju a o volném pohybu
téchto udaji a o zruSeni smérnice 95/46/ES
(obecné nafizeni o ochrané osobnich udaju,
,GDPR"); a (iv) veSkeré ostatni platné zakony a
predpisy. Strany berou na védomi, Ze studie
bude provadéna v souladu s Ceskym pravem a s
pravem EU.

fyzickych osob v souvislosti se

c) Studie bude provadéna na pracovisti
Fakultni nemocnice v Motole, Onkologicka
klinika. Strany berou na védomi, Ze zkouSejici
neni stranou této smlouvy, ale Ze ji podepi$e na

dukaz toho, Ze ji preCetl a Ze ji porozumél. Se
zkousSejici

(dale jen ,zkousSejici*) bude uzaviena
samostatna smlouva, na zakladé které bude ona
(a pfipadné pracovnici studie) odménéni. Strany
souhlasi s tim, Ze pokud se v této smlouvé
nachazi odkaz na povinnosti pracovniku studie,
v€etné zkousejiciho, povaZuji se tyto povinnosti
za povinnosti poskytovatele zdravotnich sluzeb,
ktery tyto povinnosti spini ulozenim stejnych
povinnosti zkou$ejicimu a jinym pracovnikim
studie. Poskytovatel zdravotnich sluzeb zajisti,
aby zkouSejici a vSichni ostatni pracovnici studie
méli odbornou Iékafskou kvalifikaci, dostatecné
odborné znalosti, Skoleni a zkuSenosti, byli
obeznameni s povinnostmi obsaZzenymi v této
smlouvé a byli povinni tyto povinnosti dodrzovat
a byli vySkoleni ve vécech protokolu a spravné
klinické praxe. Poskytovatel zdravotnich sluzeb
prohlasuje a zarucuje, Ze vSichni pracovnici
studie  jsou poskytovatele
zdravotnich sluzebnebo jinak pod kontrolou
poskytovatele zdravotnich sluzeb.

zaméstnanci

d) Poskytovatel zdravotnich  sluzeb a
zkousejici zahaji provadéni studie, jakmile
probéhnou vsechny nasledujici udalosti: (i)

protokol a studie jiz byly schvaleny pfislusnymi
etickymi komisemi a kompetentnimi organy; ii)



ethics committee(s) and the competent
authority(ies); (i) 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. Institution acknowledges
PSI will assist Sponsor as a contract research
organization to provide certain clinical study
services for the Study as directed by Sponsor.
Institution will cooperate with PSI in PSl's
performance of such clinical study services.

e) Institution and Investigator undertake that
they are under no obligation or restriction which
would in any way interfere or be inconsistent with
or present a conflict of interest with the
obligations undertaken herein.

f) Institution and Investigator undertake that,
during the term of this Agreement, they shall not
conduct any other clinical trial which would
adversely affect Institution’s and/or Investigator’s
ability to perform their obligations under this
Agreement.

ﬁi The exiected Study duration is from July

1.1 Modifications to the Protocol

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

1.2  Study Subjects

The estimated number subjects to be enrolled by
Investigato- Detailed criteria of subjects to
be enrolled in the Study are provided in the
Protocol. As the Study is part of a multicenter
trial, Sponsor or PSI may instruct Investigator
and/or Institution to stop enrolment at any time.

byla provedena iniciaCni navstéva pracovisté ve
zdravotnickém zafizeni; a (iii) poskytovateli
zdravotnich sluzeb a/nebo zkousSejicimu byly
poskytnuty zdznamy subjektll hodnoceni (jak
jsou definovany nize) a studijni Iék. Poskytovatel
zdravotnich sluzeb bere na védomi, Zze PSI bude
pomahat zadavateli jako smluvni vyzkumna
organizace a bude poskytovat urcité sluzby
souvisejicich s klinickou studii podle pokyn0
zadavatele. Poskytovatel
bude se spole¢nosti PSI pfi provadéni téchto

zdravotnich sluzeb

sluzeb  souvisejicich s  klinickou  studii
spolupracovat.
e) Poskytovatel zdravotnich  sluzeb a

zkousejici prohlasuji, Ze nemaji zadné povinnosti
ani nepodléhaji zadnym omezenim, ktera by
jakymkoli zplsobem narusovala nebo by byla v
rozporu se zavazky pfijatymi v tomto dokumentu.

f) Poskytovatel  zdravotnich
zkousejici se zavazuji, ze po dobu platnosti této
smlouvy nebudou provadét zadné dalSi klinické
studie, které by nepfiznivé ovlivnily schopnost
poskytovatele a/nebo
zkouSejiciho plnit jejich povinnosti podle této
smiouvy.

sluzeb a

zdravotnich  sluzeb

g) Predpokladana doba trvani klinické studie je

1.2 Zmény protokolu

VeSkeré zmeény protokolu musi byt provedeny
v souladu s pfisluSnymi regulaénimi pozadavky a
musi byt pisemné schvéleny zadavatelem.

1.3 Subjekty studie

Odhadovany pocet subjekt, které maji byt
zafazeny zkouéejicim— Podrobna kritéria

pro zafazovani subjektl do studie jsou uvedena
v protokolu. Vzhledem ktomu, Ze studie je
soucasti multicentrické studie, muze zadavatel
nebo PSI kdykoli poZadat zkoudejiciho a/nebo
poskytovatele  zdravotnich aby
zafazovani ukongili.

sluzeb,



1.3 Study Drug and Study Supplies

a) Sponsor agrees to provide the Study Drug
(ISA101b and supply for preparation,
Cemiplimab) at no cost to Institution’s pharmacy
(Nemocniéni Iékarna FN Motol, V Uvalu 84, 150
06 Praha 5) in amounts sufficient for the conduct
of the Study and designate the consignment with
the Protocol code. The Institution, through the
Institution’s pharmacy, shall receive and inspect
the Study Drug consignment (like other
consignments, i.e. if it is not damaged, in case of

special transport requirements, if these
requirements have been met) and shall
acknowledge receipt of the Study Drug

consignment. The Investigator shall collect the
Study Drug from the Institution’s pharmacy based
on request and transfer it to the Department of
Oncology of the Institution and shall be fully
responsible for the Study Drug then. The
Sponsor, through PSI, shall notify the Institution’s
pharmacy about the shipment of the Study Drug
to the Institution, either by e-mail or by telephone.
The Institution’s pharmacy must be notified of the
planned delivery of the Study Drug consignment
at least 3 days in advance. Sponsor 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, Institution and/or
Investigator shall provide Sponsor and/or PSI
with an acknowledgement of receipt. Institution
and Investigator shall maintain control of the
Study Drug and the Study Supplies in
accordance with: (i) Applicable Regulatory
Requirements; (i) the manner outlined in the
Protocol; and (iii) any additional written
instructions provided by Sponsor and/or PSI
related to the technical aspects of storage
(including temperature monitoring, if applicable),
preparation and/or dispensing of the Study Drug.

b) Institution and Investigator shall ensure
that the Study Drug and the Study Supplies are
solely used for the purpose of conducting the

1.4  Studijni lIék a studijni potfeby

a) Zadavatel souhlasi s tim, ze poskytne
studijni 1€k (ISA101b a pfislusSenstvi k pfipravé,
Cemiplimab) zdarma Iékarné poskytovatele
zdravotnich sluzeb (Nemocni¢ni Iékarna FN
Motol, V Uvalu 84, 150 06 Praha 5) v mnoZstvi
dostate€ném pro provadéni studie a zasilku

oznaCi  kédem  protokolu. Poskytovatel
zdravotnich sluzeb prostfednictvim lékarny
poskytovatele zdravotnich sluzeb  zasilku

studijniho Iéku pfevezme a zkontroluje (jako jiné
zasilky - tzn. neni-li posSkozena, v pfipadé
zvlastnich pozadavk( na transport, byly-li tyto
pozadavky dodrzeny) a pfijem zasilky studijniho
Iéku potvrdi). ZkousSejici si na zadanku vyzvedne
studijni 1€k z 1ékarny poskytovatele zdravotnich
sluzeb, premisti jej na Onkologickou kliniku
poskytovatele zdravotnich sluzeb a poté je za ngj
piné odpovédny. Zadavatel prostfednictvim PSI
vyrozumi |ékarnu poskytovatele zdravotnich
sluzeb o odeslani zasilky studijniho 1éku do
lekarny poskytovatele zdravotnich sluzeb, bud
emailem nebo telefonicky. Lékarna
poskytovatele zdravotnich sluzeb musi byt o
planovaném dorucéeni zasilky studijniho Iéku
informovana vzdy alesponn 3 dny pfredem.
Zadavatel muze také dle svého vyhradniho
uvazeni poskytnout dal$i materialy, potfeby a

vybaveni (,studijni potieby“). Poskytovatel
zdravotnich sluzeb a/nebo zkousejici poskytnou
zadavateli a/nebo spoleCnosti PSI potvrzeni

o prijeti neprodlené po obdrzeni studijniho 1éku
a/nebo studijnich potteb. Poskytovatel
zdravotnich sluzeb a zkousSejici zajistuji kontrolu
nad studijnim lékem a studijnimi potfebami v
souladu s(e): (i)
pozadavkyj; (ii) zplisobem uvedenym v protokolu;
a (iii) veSkerymi dalSimi pisemnymi pokyny
poskytnutymi zadavatelem a/nebo spole¢nosti
PSI ohledné technickych aspektll skladovani
(v&etné monitorovani teploty, je-li uplatiiovano),
pfipravy a/nebo vydeje studijniho Iéku.

pFisluSnymi  regulacnimi

b) Poskytovatel zdravotnich sluzeb a zkouSejici
zajisti, aby studijni 1€k a studijni potfeby byly
pouzivany vyhradné pro ucely provadéni studie v



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

c) Upon completion or termination of the
Study or at Sponsor’s or PSl's request, Institution
and/or Investigator shall deliver all Study
Supplies and/or all unused Study Drug to the
address indicated by PSI or Sponsor or destroy
it'them and certify or provide documentation of
destruction, as instructed by PSI or Sponsor and
at Sponsor's reasonable expense,
accordance with the Applicable Regulatory
Requirements. Neither Institution nor Investigator
shall destroy any Study Drug or Study Supplies
without Sponsor's or PSI's express written
consent.

and in

1.4 Informed Consent

a) Prior to enrollment in the Study,
Investigator shall inform each potential Study
subject of the nature, risks and scope of the
Study and provide all other necessary
information in accordance with the Protocol and
Applicable Regulatory Requirements, and 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) Investigator shall use the form of the
informed consent (the “Informed Consent
Form”) provided by PSI and approved in

souladu s protokolem a pro zadny jiny ucel.
Poskytovatel zdravotnich sluzeb a zkouS3ejici
dale zajisti, aby studijni 1€k a studijni potfeby
nebyly pfevedeny na Zzadnou tfeti stranu. Studijni
ek je
zadavatele,

a zUstane vyluénym viastnictvim
a pokud zadavatel nebo PSI
pisemné nestanovi jinak, studijni potfeby jsou a
zlstanou vyluénym vlastnictvim zadavatele nebo
PSI (dle okolnosti). Poskytovatel zdravotnich
sluzeb a zkouSejici zodpovidaji zadavateli za
studijni 1€k a studijni potfeby, které jim byly
svéfeny, a neprodlené informuji zadavatele a
PSI, pokud dojde ke zneuziti, ztraté, poSkozeni
nebo zniCeni jakéhokoli studijniho léku nebo
studijnich potfeb.

c) Po dokongeni nebo ukon&eni studie nebo

na zadost zadavatele nebo PSI doda
poskytovatel  zdravotnich  sluzeb  a/nebo
zkousejici veSkeré studijni potfeby a/nebo

lék na adresu
uvedenou spolec¢nosti PSI nebo zadavatelem
nebo je znici a vystavi osvéd€eni nebo doklad o
zni¢eni, podle pokynl spole¢nosti PSI nebo
zadavatele na pfiméfené naklady zadavatele a v
souladu s pfislusnymi regulaénimi pozadavky.
Poskytovatel zdravotnich sluzeb ani zkouS$ejici
nezni¢i zadny studijni I€ék nebo studijni potfeby
bez vyslovného pisemného souhlasu zadavatele
nebo PSI.

veSkery nepouzity studijni

1.5 Informovany souhlas

a) Zkousejici pfed zafazenim do studie informuje
kazdy potencialni subjekt studie o povaze,
rizicich a rozsahu studie a poskytne vSechny
dal$i nezbytné informace v souladu s protokolem
a prfislusnymi regulacnimi pozadavky a ziska v
pFisluSnymi
informovany

souladu se vSemi
pozadavky
podepsany kazdym subjektem studie nebo jeho
jménem jesté pred ucasti subjektu ve studii.

regulaénimi

souhlas fadné

b) ZkouSejici pouzije formulaf informovaného
souhlasu (dale jen ,Formular informovaného
souhlasu®) poskytnuty spole€nosti PSI a



compliance with all
Requirements.

Applicable Regulatory

1.5 Case Report Forms and Study Data

a) Sponsor shall supply (or if electronic,
provide access to) the forms to be used and
completed by Investigator to document a Study
subject’s participation in the Study (the “Case
Report Forms” or “CRFs”), directly or via PSI.
Investigator shall record all data and results
collected, developed, derived, generated or
compiled in the conduct 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 and are submitted within five
(5) working days after the relevant Study subject
visit or other data-generating event. Whereas the
Study requires completion of electronic Case
Report Forms, Institution and Investigator shall
ensure that they have implemented and shall
maintain appropriate computer security sufficient
to protect the confidentiality, integrity and
availability of such Study Data in accordance with
the Applicable Regulatory Requirements.
Investigator and other Study Personnel, as
applicable, 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 their usernames and/or
passwords. Investigator shall provide responses
to requests for clarification, verification or
correction from Sponsor and/or PSI within five (5)
working days.

b) Institution and Investigator shall ensure
that they have implemented and maintain
appropriate measures to  protect the
confidentiality, integrity and availability of Study
Data and to prevent the loss of, alteration of or
unauthorized access to any Study Data.
Institution and Investigator acknowledge and
agree that Sponsor owns and shall own all Study

schvaleny v souladu se vSemi pfisluSnymi

regulaénimi pozadavky.

1.6 Zaznamy subjektdl hodnoceni a Udaje

ze studie

a) Zadavatel doda pfimo nebo
prostfednictvim spole¢nosti PSI formulafe (nebo
v pfipadé elektronické formy poskytne k témto
formularam pfistup), které zkousSejici pouzije a

vyplni ke zdokumentovani u€asti subjektu studie

ve studii (ddle jen ,zaznamy subjektt
hodnoceni nebo zkracené ,CRF*). ZkouSejici
zaznamena veSkeré Udaje a vysledky

shromazdéné, vyvinuté, odvozené, generované
nebo zkompletované pfi provadéni studie
(,udaje ze studie®) vCas, pfesné a kompletné a
zajisti, aby zaznamy subjektll hodnoceni pro
kazdy subjekt studie byly fadné podepsany a
opatfeny datem a predlozeny do péti (5)
pracovnich dnll po pfislusné navstévé subjektu
studie nebo jiné udalosti vedouci ke generovani
udaju. Vzhledem ktomu, ze studie vyzaduje
vyplnéni  elektronickych subjektd
hodnoceni, tak poskytovatel zdravotnich sluzeb
a zkouSejici zajisti, aby byla nainstalovano a
pribézné udrzovano odpovidajici pocitacové
zabezpeceni, dostateéné k ochrané dlvérnosti,
integrity a dostupnosti téchto udaja ze studie v
souladu s pfislusSnymi regulaénimi pozadavky.
ZkouSejici a pfipadné dalSi pracovnici studie
neposkytnou neopravnénym uzivatelim pfistup k
systému elektronického dat (EDC)
pouzivanému ve studii a zejména nebudou sdilet
ani zvefejhiovat sva uZivatelskd jména a/nebo
hesla. Na zadosti o vysvétleni, ovéfeni nebo
opravu od zadavatele nebo od spole€nosti PSI
bude zkousejici odpovidat do péti (5) pracovnich
dna.

zaznamuU

sbéru

b) Poskytovatel zdravotnich sluzeb a
zkouSejici  zajisti, aby byla zavedena a
udrzovana vhodna opatfeni na ochranu

davérnosti, integrity a dostupnosti udajl ze studie
a na zamezeni ztrat, zmén nebo neopravnéného
pfistupu k udajim ze studie. Poskytovatel
zdravotnich sluzeb a zkouS$ejici berou na védomi
a souhlasi s tim, Zze zadavatel vlastni a bude



Data and that Sponsor may in accordance with
the Applicable Regulatory Requirements freely
utilize all Study Data (excluding original medical
records of Study subjects). Study Data shall be
treated as Confidential Information subject to the
obligations set forth in Section 3 below.

1.6 Adverse Events

Investigator agrees to immediately and fully
inform Sponsor, PSI and, when applicable, the
IRB and competent authorities, of any significant
risks, adverse events or unexpected results
related to the Study, according to the Applicable
Regulatory Requirements and the Protocol
provisions, as soon as possible but no later than
twenty-four (24) hours after Institution and/or
Investigator become aware thereof. All other
adverse events, as such term is defined in the
Applicable Regulatory Requirements, shall be
notified by Institution and/or Investigator to
Sponsor and PSI in accordance with the
instructions set forth in the Protocol.

1.7 Investigator Statement and Financial

Disclosure

Investigator shall complete and return to Sponsor
or PSI the financial disclosure document(s)
provided by Sponsor or PSI concerning financial
interests and other conflicts of interest which
Investigator and/or his/her family members may
have in Sponsor and/or the Study Drug.
Investigator shall also ensure that all sub-
investigators complete and provide Sponsor or
PSI disclosure form(s).
Investigator shall provide and shall ensure that
the sub-investigators provide PSI and Sponsor
with an updated financial disclosure form(s) 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
at all sites.

with such financial

vlastnit veSkeré udaje ze studie a Ze muze
v souladu s pfislusnymi regulaénimi poazdavky
libovolné vyuzivat vSechny udaje ze studie
(kromé& originalnich  Iékafskych
subjektl studie). S udaji ze studie se zachazi
jako s duvérnymi informacemi, na které se
vztahuji povinnosti stanovené v oddilu 3 nize.

zaznamu

1.7 Nezadouci pfihody

Zkousejici se zavazuje, Ze bude okamZzité a plné
informovat zadavatele, PS| a pfipadné etickou
komisi a pfislusné organy o vSech vyznamnych
rizicich, nezadoucich pfihodach nebo
neoCekavanych vysledcich souvisejicich se
studii, v souladu s pfisluSnymi
pozadavky a ustanovenimi protokolu, a to co
nejdfive, nejpozdéji vSak do dvaceti Ctyf (24)
hodin poté, co se o nich poskytovatel zdravotnich
sluzeb a/nebo zkouSejici dozvi. VeSkeré ostatni
nezadouci pfihody, jak je tento termin definovan
v pfislusnych regulaénich pozadavcich, musi byt
oznameny zadavateli a spoleCnosti PSI
poskytovatelem zdravotnich sluzeb a/nebo
zkouSejicim v souladu s pokyny stanovenymi v
protokolu.

regulaénimi

1.8 Prohlaseni zkousejiciho a finanéni
priznani
ZkouSejici vyplni a vrati zadavateli nebo

spole€nosti PSI dokumenty ohledné pfiznani
financnich informaci poskytnuté zadavatelem
nebo spolecnosti PSI a tykajici se financnich
zajmu a jinych stfetld zajmu, které by zkousejici
a/nebo jeho rodinni pfislusnici pfipadné mohli mit
v souvislosti se zadavatelem a/nebo studijnim
lékem. ZkouSejici rovnéz zajisti, aby také vsSichni
spoluzkoudejici tyto formulafe pro pfiznani
financnich informaci vyplnili a poskytli zadavateli
nebo spole¢nosti PSI. Zkousejici souhlasi s tim,
Ze jak on sam, tak i vSichni spoluzkousejici

poskytnou spole¢nosti PSI a zadavateli
aktualizovany(é) formulai(e) pro pfiznani
finanénich informaci, pokud se plvodné

predlozené informace v prubéhu studie zméni
nebo do jednoho (1) roku po dokoncéeni nebo
ukonceni studie na vSech pracovistich.



2. COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the
Financial Arrangements attached as
Attachment 1. The amount(s) included in the
Financial Arrangements represents the entire
compensation under this Agreement and
includes without limitation, all work and care
anticipated by the Protocol, and the use of the
facilties and  equipment, staff costs,
administrative costs, overhead, third party costs,

taxes (excepting VAT), travel and other
expenses, etc.
b) Institution acknowledges that PSI will

make the payments on behalf of Sponsor.
Sponsor shall ensure that PSI makes the
payments in accordance with Attachment 1.

c) Institution and Investigator acknowledge
that Sponsor may refuse to make payment in
case of a breach of this Agreement, including but
not limited to, a Protocol
incomplete CRF.

violation or an

d) Institution and Investigator shall not, in
connection with the Study, charge a Study
subject or any third-party payer for any cost
which Sponsor is obligated to pay or for any
Study Drug or Study Supplies provided by
Sponsor at no cost under this Agreement.

e) The Parties acknowledge and agree that
the compensation and support provided to
Institution pursuant to this Agreement represents
the fair market value for the Services provided,
has been negotiated in an arms-length
transaction, and has not been determined in a
manner that takes into account the volume or
value of any referrals or other business otherwise
generated between Sponsor, PSI, Investigator,
and/or compliance with all
Applicable Regulatory Requirements. Nothing
contained in this Agreement shall be construed in
any manner as an obligation or inducement for
Institution or Investigator to purchase, or to

Institution in

2. NAHRADA

a) Nahrada za provedeni studie podle této
smlouvy je stanovena ve Finanénich
ujednéanich uvedenych jako Pfiloha 1. Castka
(¢astky) uvedené ve Financénich ujednanich
predstavuje celou nahradu podle této smlouvy a
zahrnuje bez omezeni vesSkerou praci a péci
predpokladanou protokolem a pouziti zafizeni a
vybaveni, naklady na pracovniky, administrativni
naklady, rezijni naklady, naklady tfetich stran,
dané (s vyjimkou DPH), cestovni a dal$i vydaje
atd.

b) Poskytovatel zdravotnich sluzeb bere na
védomi, ze PSI bude provadét platby jménem
zadavatele. Zadavatel zajisti, aby spole¢nost PSI
provadéla platby v souladu s Pfilohou 1.

c) Poskytovatel zdravotnich sluzeb a
zkousejici berou na védomi, ze zadavatel maze
odmitnout provedeni platby v pfipadé poruSeni
této smlouvy, jiné  poruSeni

protokolu nebo nelplného CRF.

véetné mimo

d) Poskytovatel  zdravotnich  sluzeb a
zkouSejici nebudou v souvislosti se studii uctovat
subjektu studie ani jakémukoli tfetimu platci
zadné naklady, které uhradit
zadavatel, ani zadné naklady na studijni léky
nebo studijni potfeby poskytované zadavatelem

zdarma podle této smlouvy.

je povinen

e) Smluvni strany berou na védomi a
souhlasi s tim, Zze kompenzace a podpora
poskytovana poskytovateli zdravotnich sluzeb
podle této smlouvy predstavuje spravedlivou
trzni hodnotu za poskytované sluzby, byla
sjednana za obvyklych podminek a nebyla
stanovena zplsobem, ktery by zohlednoval
objem ¢i hodnotu jakychkoli doporuceni nebo
jinych  obchodl jinak uzavienych
zadavatelem, PSI,  zkou$ejicim

poskytovatelem zdravotnich sluzeb v souladu se
vSemi pfislusnymi regulaénimi poZadavky.
Zadné ustanoveni obsazené v této smlouvé
nebude Zzadnym zplsobem vykladano jako

mezi
a/nebo



recommend that any person or entity purchase,
services of PSI or services or products of
Sponsor or any entity affiliated with Sponsor.

f) Institution and Investigator acknowledge
and agree that Sponsor may disclose information
related to compensation and payments
hereunder as may be necessary to comply with
Applicable Regulatory Requirements.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i) disclosed prior to or after the effective
date of this Agreement by or on behalf of PSI
and/or Sponsor to Institution, Investigator or
other Study Personnel in connection with the
Study or this Agreement; or (ii) obtained,
developed or generated by Institution,
Investigator and/or other Study Personnel as a
result of performing the Study. The Confidential
Information of Sponsor shall include, without
limitation, the Study, the Study Drug, the
Protocol, Investigator's Brochure, the Study
Data, the Study Results and Inventions (defined
below), safety information, findings and
conclusions, enroliment data, information
pertaining to the status of the Study, and Study-
related communications to and from a regulatory
or governmental authority or research ethics
committee. Information regarding PSI or its
affiliates, vendors, contractors, and employees is
Confidential Information of PSI. All Confidential
Information belongs and shall belong solely and
exclusively to Sponsor or PSI, as the case may
be.

b) Institution's and  Investigator's
disclosure and non-use obligations under
Section 3(c) shall not apply to information that (i)

is in the public domain at the time of its disclosure

non-

povinnost nebo pobidka k pro
poskytovatele  zdravotnich nebo
zkousejiciho ani jako doporuceni, aby si jakakoli
osoba Ci subjekt zakoupily sluzby PSI nebo
sluzby ¢&i produkty zadavatele nebo jakéhokoli
subjektu pfidruzeného k zadavateli.

nakupu
sluzeb

f) Poskytovatel zdravotnich sluzeb a
zkousejici berou na védomi a souhlasi s tim, Ze
zadavatel mlze uvefejnit informace tykajici se
odSkodnéni a plateb podle nize uvedenych
ustanoveni, pokud to bude nezbytné pro spinéni

prislusnych regulaénich pozadavka.

3. DUVERNOST INFORMACI

a) ,Davérné informace“ jsou veskeré
divérné nebo chranéné informace nebo udaje
jakéhokoli druhu a jakkoli uchovavané v paméti,
které jsou, byly i budou (i) pfedany zadavatelem
a/nebo spole¢nosti PSI nebo jejich jménem
poskytovateli zdravotnich sluzeb, zkou$ejicimu
nebo pracovnikim studie v souvislosti s touto
smlouvou pfed datem ucinnosti nebo po datu
ucinnosti této smlouvy; nebo (i) ziskany, vyvinuty
nebo generovany poskytovatelem zdravotnich
sluzeb, zkousSejicim a/nebo pracovniky studie
v souvislosti s provadénim studie. Mezi davérné
informace patfi mimo jiné studie, studijni lék,
protokol, soubor informaci pro zkouSejiciho,
Udaje ze studie, vysledky studie a vynalezy
(definované nize), informace o bezpecnosti,
nalezy a zavéry, udaje o zafazeni, informace
tykajici se stavu studie a komunikace souvisejici
se studii zaslané nebo obdrzené od regulacnich
nebo vladnich agentur nebo etickych komisi pro
hodnoceni vyzkumu. Informace tykajici se
spole¢nosti PSI nebo jejich pfidruzenych
spole¢nosti, prodejcq, dodavatell a
zaméstnancl  jsou divérné
spolec¢nosti PSI. VSechny dlvérné informace
patfi a budou patfit dle okolnosti vyluéné a
vyhradné zadavateli nebo spole¢nosti PSI.

informace

b) Povinnosti  poskytovatele  zdravotnich
sluzeb a/nebo zkousSejiciho nezvefejnovat a
nepouzivat informace podle oddilu 3 pism. c) se

nevztahuji na informace, které (i) byly ve verejné



to Institution and/or Investigator; (i) was, as
evidenced by written records or other competent
proof, in Investigator’s
possession on a non-confidential basis prior to its
disclosure; or (iii) enters the public domain as a
result of a third party’s activities, through no act
or omission by Institution, Investigator or any
other Study Personnel.

Institution’s and/or

C) The foregoing exception shall not apply
merely because Confidential Information is
related to or broadly covered by general
disclosures in the public domain or general
information in the possession of Institution or
Investigator prior to disclosure. Neither the act of
using Confidential Information in a clinical trial
nor the filing of Confidential Information with a
government entity shall, for the purposes of this
Agreement, be deemed to place such
Confidential Information in the public domain.

d) Institution, on behalf of itself and the Study
Personnel, agree to hold all Confidential
Information in strict confidence and use all
reasonable safeguards to prevent unauthorized
use or disclosure. Institution and Investigator
shall use the Confidential Information only as
required for the purpose of this Agreement.
Institution and 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, non-disclosure and
non-use no less stringent than those contained in
this Agreement. Institution and Investigator shall
advise the Study Personnel of the confidential
nature of the Confidential Information and
Institution is and shall remain liable for any
breach by a Study Personnel.

e) Should Institution or Investigator or any
other Study Personnel receive a court order or

sféfe jiz v dobé jejich poskytnuti poskytovateli
zdravotnich sluzeb a/nebo zkouSejicimu; ii) byly
ve vlastnictvi poskytovatele zdravotnich sluzeb
a/nebo zkousejiciho jako nedivérné informace
jiz pfed jejich poskytnutim, jak dokladaji pisemné
zaznamy nebo jiné pFislusné dukazy; nebo (iii)
vstoupi do verfejné sféry v dusledku aktivit treti
strany, bez zavinéni nebo pochybeni ze strany
poskytovatele a/nebo
zkousejiciho nebo jiného pracovnika studie.

zdravotnich  sluzeb

c) VySe uvedena vyjimka se neuplatfiuje
pouze z dlvodu, Ze by duvérné informace pred
zverejnénim souvisely s obecnym informacemi
nebo byly SirSi soucasti obecnych informaci
pfedanych do vefejné sféry nebo obecnych
informaci ve vlastnictvi poskytovatele
zdravotnich sluzeb a/nebo zkousejiciho. Pouziti
davérnych informaci v klinickém hodnoceni ani
predani divérnych informaci vladnimu subjektu
se pro ucely této dohody nepovazuje za pfedani
davérnych informaci do vefejné sféry.

d) Poskytovatel zdravotnich sluzeb se
jménem svym a jménem pracovnik( studie
zavazuje, Ze bude uchovavat veskeré davérné
informace v pfisné duvérnosti a Ze bude pouzivat
veSkera pfiméfena ochranna opatfeni, aby
zabranilo jejich neopravnénému pouziti di
vyzrazeni. Poskytovatel zdravotnich sluzeb a
zkouSejici pouziji divérné informace pouze
tehdy, pokud to bude nezbytné pro ucely této
smlouvy. Poskytovatel zdravotnich sluzeb a
zkouSejici omezi pfedavani davérnych informaci
pouze na ty pracovniky studie, ktefi potfebuji
znat davérné informace pro provadéni studie a
ktefi jsou vazani povinnosti zachovat mi¢enlivost
a ddvérnost informaci a tyto informace
neposkytovat, ktera je minimalné stejné pfisna
jako povinnost
Poskytovatel zdravotnich sluzeb a zkouSejici

obsazena v této smlouvé.

informuji pracovniky studie o divérné povaze
davérnych informaci a poskytovatel zdravotnich
sluzeb nese odpovédnost za veSkera poruseni
ze strany pracovniku studie.

e) Pokud poskytovatel zdravotnich sluzeb
nebo zkou3ejici nebo jakykoli pracovnik studie



other legally binding requirement to disclose
Confidential Information, Institution or
Investigator shall immediately inform Sponsor or
PSI upon the discovery of such requirement and
before any Confidential Information is disclosed.
Institution and Investigator shall cooperate with
Sponsor and/or PSI in any efforts to seek
limitation or protection from the order demanding
disclosure. In any case, Institution and
Investigator shall disclose only the minimum
amount of Confidential Information necessary to
comply with such request.

f) The obligations of confidentiality, non-
disclosure and non-use 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 thereafter.

4. INTELLECUAL PROPERTY

The Institution and the Investigator acknowledge
and agree that the Sponsor shall have exclusive
ownership rights to all Study Data,
improvements, developments, discoveries,
inventions, work, know-how and other rights
(whether or not patentable), created, developed,
and/or reduced to practice as a result of or in
connection with the conduct of the Study and/or
the use of the Study Drug or the Confidential
Information, together with all intellectual property
rights relating thereto (“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. At the
Sponsor's request, the Institution and the
Investigator shall cause all rights titles and
interests in and to any such Intellectual Property
to be assigned to the Sponsor without additional
compensation and provide reasonable
assistance to obtain patents, including causing
the execution of any invention assignment or
other documents.

obdrzi soudni pfikaz nebo jinou pravné zavaznou
zadost o predani divérnych informaci, tak
poskytovatel zdravotnich sluzeb nebo zkouSejici
o této skuteCnosti zadavatele nebo spoleCnost
PSI neprodlené informuji jes$té pred pfedanim
Poskytovatel
zdravotnich sluzeb a zkouSejici poskytnou
zadavateli a/nebo spole€nosti PSI sou€innost ve
snaze ziskat co nejvétsi omezeni ¢i ochranu pred
pfikazem pozadujicim pfedani
informaci. V kazdém pfipadé poskytovatel
zdravotnich sluzeb a zkouSejici pfedaji pouze
minimalni mnozstvi ddvérnych informaci, které
jsou pro vyhovéni takové zadosti nezbytné.

jakychkoli duvérnych informaci.

davérnych

f) Povinnost zachovani ddvérnosti,
mic¢enlivosti a nepouziti divérnych informaci plati
po celou dobu trvani této smlouvy a bude platit
jesté po dobu deseti (10) let po vyprSeni nebo po

pfed€asném ukonceni této smlouvy.
4.  DUSEVNI VLASTNICTVi

Poskytovatel zdravotnich sluzeb a zkouSejici
berou na védomi a souhlasi s tim, ze zadavatel
ma vyluéna vlastnicka prava ke véem udajim ze
studie,  zdokonalenim,  vyvoji,  objevum,
vynalezdm, dildm, know-how a dal$im pravim
(at uz patentovatelnym ¢&i nikoli), vytvofenym,
vyvinutym a/nebo pfevedenym do praxe v
dlsledku nebo v souvislosti s provadénim studie
a/nebo s studijniho
spole¢né se
souvisejicimi pravy duSevniho vlastnictvi (déale
jen Poskytovatel
zdravotnich sluzeb a zkou$ejici poskytnou
neprodlené v pisemné formé spolecnosti PSI a
zadavateli veSkeré dusevni vlastnictvi vytvoifené
poskytovatelem zdravotnich sluzeb, zkousejicim
a/nebo  pracovniky Poskytovatel
zdravotnich sluzeb a zkouSejici na zadost
zadavatele zajisti, aby ve8keré pravni tituly a
zajmy na jakémkoli takovém dusevnim vlastnictvi
byly  postoupeny
kompenzace a poskytnou pfiméfenou pomoc pfi
ziskavani patentl, vcetné realizace jakéhokoli
postoupeni vynalezu nebo dalSich dokumentu.

Pokud by soucinnost poskytovatele zdravotnich

pouzitim Iéku nebo

davérnych informaci, vSemi

.,dusevni  vlastnictvi®).

studie.

zadavateli bez dalsi



Should the cooperation of the Institution in the
exercise of the Sponsor's rights be associated
with an excessive time and financial burden, the
Parties agree to negotiate an amendment to this
Agreement in order to determine adequate
compensation for time and financial burdens that
are not foreseeable at the time of entering into
the Agreement.

5 PUBLICATION AND PUBLICITY

5.1 Publication

a) Institution and Investigator agree that
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 Investigator is interested in
contributing to or participating in the Multi-Center
Publication, he or she must contact Sponsor.
Selection of authors/participants will be governed
by Sponsor, considering individuals’ contribution
to the Study.

b) Institution and Investigator may publish or
otherwise present the results of the Study
obtained by Institution and/or 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); (i) before submitting the Independent
Submission to a publisher, reviewer or other
outside party, Institution and/or Investigator has
submitted the proposed Independent Submission
to Sponsor and has allowed Sponsor at least
sixty (60) days to review and provide comments;
(i) Institution and/or Investigator has, as
requested by Sponsor, deleted all references to
Confidential Information (excepting the results of
the Study obtained by

Institution and

sluzeb pfi uplatnéni prav zadavatele byla spojena
s nadmérnou ¢asovou a finan¢ni zatézi, smluvni
strany se zavazuji jednat o dodatku k této
smlouvé za stanoveni adekvatni
kompenzace za ¢asovou a finanéni zatéz, ktera
neni v dobé uzavirani smlouvy pfredvidatelna.

ucelem

5. PUBLIKACE A PUBLICITA

5.1 Publikace

a) Poskytovatel zdravotnich sluzeb a zkouSejici
souhlasi s tim, Ze zadavatel ma vyhradni a
vyluéné pravo na prvni uvefejnéni vysledku
studie. Tato publikace zadavatelem je zamy$lena
jako multicentricka publikace vysledkd studie,
shromazdénych od vSech zkouSejicich a
zdravotnickych zafizeni ucastnicich se studie
(dale jen ,multicentricka publikace®). Pokud
ma zkouSejici zajem pfispét do multicentrické
publikace nebo se ji u€astnit, musi kontaktovat
zadavatele. O  vybéru
rozhoduje zadavatel, s pfihlédnutim Kk jejich
jednotlivym pfispévkim ke studii.

autord/ucastnikt

b) Poskytovatel zdravotnich sluzeb a zkouSejici
mohou uvefejnit nebo jinak prezentovat vysledky
studie ziskané poskytovatelem zdravotnich
sluzeb a/nebo zkouSejicim (,nezavislé podani)
za pfedpokladu,
nasledujici podminky: (i) jiz byla publikovana
multicentrickd publikace, a pokud k takové
publikaci nedo$lo, tak jiz uplynulo nejméné
osmnact (18) mésicid od dokoneni nebo
pfedCasného vSech
zUcastnénych pracovistich (véetné zavérecného

Ze jsou spinény vSechny

ukonéeni studie na

uzamd&eni databéze); (ii) poskytovatel
zdravotnich sluzeb a/nebo zkouSejici pred
odeslanim nezavislého podani vydavateli,

recenzentovi nebo jiné externi strané predlozili
zadavateli navrhované nezavislé podani a
poskytli zadavateli alespori Sedesat (60) dni na

pfezkoumani a na jeho komentafe; (iii)
poskytovatel  zdravotnich  sluzeb  a/nebo
zkouSejici na Zzadost zadavatele vymazali



Investigator); (iv) Institution and Investigator
have considered Sponsor's comments and
proposed revisions in good faith; and (v) if at any
point during the 60-day review Sponsor has so
requested, Institution and/or Investigator have
delayed the publication or presentation of the
Independent Submission for up to thirty (30)
additional days in order to permit Sponsor time to
obtain Intellectual Property protections.

c) Institution and Investigator shall
acknowledge Sponsor as the source of the Study
Drug as well as Sponsor’s financial or editorial
contribution to the Study in any such Independent
Submission, and where scientifically appropriate
shall give appropriate credit to Sponsor and its
employees in any such Independent Submission.
In addition, Institution and Investigator shall grant
Sponsor a worldwide, royalty-free, non-exclusive
license to reproduce and distribute copies of any

publication relating to the Study in which
Institution and/or Investigator retains the
copyright. Institution and Investigator shall not

commercialize, or otherwise engage in any
commercial activity to market, develop, sell,
advertise or otherwise distribute any products or
services that are directly or indirectly based upon,
or derived from the Confidential Information, the
Study, the Protocol, the Study Drug, or Study
Results, or any activities related to the Study or
research performed
Protocol, unless otherwise approved, in each
instance, by Sponsor in advance and in writing,
which approval may be withheld or granted by
Sponsor, in its sole discretion.
Investigator agree that Sponsor or its designee
shall have the exclusive right to commercialize
any of the results based on the Protocol or
related to the Study, including, without limitation,
the exclusive right to commercialize any products
or services that are directly or indirectly based

in connection with the

Institution and

veSkeré odkazy na davérné informace (s

vyjimkou vysledku studie ziskanych
poskytovatelem zdravotnich sluzeb a
zkouSejicim); (iv) poskytovatel zdravotnich

sluzeb a zkouSejici zvazili pfipominky zadavatele
a v dobré vife navrhli revize a (v) pokud o to
zadavatel kdykoli béhem 60denniho pfezkumu
pozadal, tak poskytovatel zdravotnich sluzeb
a/nebo zkouSejici zvefejnéni
prezentaci nezavislého podani o dalSich ftficet
(30) dni, aby poskytli zadavateli ¢as na ziskani
ochrany dusevniho vlastnictvi.

odlozili nebo

c) Poskytovatel zdravotnich sluzeb a zkouSejici
uvedou zadavatele jako zdrojového
poskytovatele studijniho léku jakoz i finanéniho
nebo redakéniho pFispévku do studie v jakémkoli
takovém nezavislém podani, a pokud to bude z
védeckého hlediska vhodné, udéli v kazdém
takovém nezavislém podani také patfi¢né uznani
zadavateli a jeho zaméstnancim. Poskytovatel
zdravotnich sluzeb a zkouSejici navic udéli
zadavateli celosvétovou bezplatnou nevyhradni
licenci k reprodukci a distribuci kopii jakékoli
publikace tykajici se studie, ke které si
poskytovatel zdravotnich sluzeb a zkouSejici
ponechaji autorska prava. Poskytovatel
zdravotnich sluzeb a zkouS$ejici
obchodné vyuzivat ani se jinak zapojovat do
jakékoli obchodni ¢innosti za u¢elem uvadéni na
trh, vyvoje, prodeje, reklamy nebo jiné distribuce
produkt nebo sluzeb, které jsou pfimo C&i
nepfimo zalozeny na d{vérnych informacich,
studii, protokolu, studijnim Iéku nebo vysledcich
studie nebo na jakékoli ¢innosti souvisejici se
studii nebo vyzkumem provadénym v souvislosti
s protokolem, nebo jsou od nich odvozeny, pokud
neni v kazdém jednotlivém pfipadé zadavatelem
pfedem pisemné schvaleno jinak, pfi¢emz tento
souhlas muzZe byt zadavatelem odepfen nebo
udélen dle jeho vlastniho uvazeni. Poskytovatel
zdravotnich sluzeb a zkouSejici souhlasi s tim, ze
zadavatel nebo jim povéfena osoba maji
vyhradni pravo na obchodni vyuziti jakychkoli
vysledkll zalozenych na protokolu nebo
souvisejicich se studii, v€etné a bez omezeni
vyhradniho prava obchodné vyuzivat jakékoli

nebudou



upon, or derived from Study Results, the Study,
or the Study Drug.

5.2  Publicity

Institution and Investigator shall not use
Sponsor’s or PSI's name, the names of any of
their employees, symbols, or trademarks in any
advertising, sales promotional material, or press
release without the prior written permission of
Sponsor or PSI, as applicable.

6 INDEMNIFICATION, NOTIFICATION OF
CLAIMS AND INSURANCE

a) Subject to and except to the extent of
Institution’s obligations under Section 6.(b),
Sponsor shall defend, indemnify and hold
harmless Institution and its independent
contractors and subcontractors(collectively,
“Institution Indemnitees”) from and against any
and all liability, loss, damage, cost, and expense
(including reasonable attorneys’ fees and court
costs, regardless of outcome) (“Losses”) in
connection with any claim or lawsuit brought by a
third party (“Claims”) to the extent arising from
(1) injury or death of a Study subject caused by
or attributable to the Study Drug or any non-
standard of care procedure required by the
Protocol, administered or performed during the
Study in strict accordance with the Protocol and
Sponsor or PSI’s written instructions; (2) use or
administration of the Study Drug in accordance
with the Protocol; or (3) negligence or willful
misconduct under the Study or this Agreement of,
or material breach of this Agreement or any
Applicable Regulatory Requirements by, any
Sponsor Indemnitees, (4) Sponsor’s use of the
Study Results or Inventions, or (5) infringement
of any intellectual property rights of a third party
by Institution’s use of the Study Drug in
accordance with the this
Agreement; provided, however that, Sponsor’s

Protocol and

produkty nebo sluzby, které byly pfimo d&i
nepfimo ziskany na zakladé vysledk( studie,
studie jako takové nebo studijniho 1éku nebo z
nich byly odvozeny.

5.2 Publicita

Poskytovatel zdravotnich sluzeb a zkouSejici
nepouziji  jméno
spoleénosti PSI, jména jejich zaméstnanc,
symboly ani ochranné znamky v zadné reklamé,
propagacnich  prodejnich  materidlech ani
tiskovych zpravach bez pfedchoziho pisemného
souhlasu zadavatele nebo PSI.

zadavatele ani nazev

6. ODSKODNENIi, OZNAMOVANI
NAROKU A POJISTENI

a) S vyhradou a s vyjimkou povinnosti
poskytovatele zdravotnich sluzeb v rozsahu
podle oddilu 6.(b) bude zadavatel branit a
odskodni poskytovatele zdravotnich sluzeb a
jeho, nezavislé dodavatele a subdodavatele
(souhrnné ,0Soby
poskytovatelem zdravotnich sluzeb®) a zbavi
je odpovédnosti za veSkeré zavazky, ztraty,
Skody, naklady a vydaje (v€etné pfiméfenych
poplatkli za pravni zastoupeni a soudnich
nakladu bez ohledu na vysledek) (dale jen
,Ztraty”) v souvislosti s jakymikoli naroky nebo
Zalobami tfetich stran (dale jen ,néroky®) v

odskodnéné

rozsahu vyplyvajicim (1) z poSkozeni zdravi nebo
umrti subjektu studie zplsobeného studijnim
Iékem nebo které Ize pficist studijnimu Iéku nebo
jakémukoli postupu
vyzadovanému protokolem, podanému nebo
provadénému béhem studie v pfisném souladu s
protokolem a pisemnymi pokyny zadavatele
nebo spoleCnosti PSI; (2) z uZivani
podéavani studijniho Iéku v souladu s protokolem;
nebo (3) z nedbalosti nebo itmysiného pochybeni
podle studie nebo této smlouvy nebo ze
zadvazného poruseni smlouvy
jakychkoli pfisluSnych regulaénich pozadavku
jakoukoli osobou odSkodnénou zadavatelem, (4)
z pouziti vysledk( studie nebo vynalezl ze studie

nestandardnimu

nebo

této nebo



obligations shall be reduced to the extent any
Claims and Losses arise out of:

0] the failure of any Institution
Indemnitee to conduct the Study in strict
accordance with: (a) this Agreement, (b)
the Protocol and all written instructions
delivered by Sponsor or PSI (provided
that any medically necessary deviations
for Study subject safety shall not be
deemed a failure to adhere to the
Protocol or Sponsor/PSI instructions),
and (© Applicable Regulatory
Requirements; or

(ii) any material breach of this
Agreement, any malpractice, act, error or
omission in the rendering of professional
services or advice by Institution,
Investigator, any sub-investigator or
other Study Personnel member or any
doctor, or a person acting under the
direction of any of the foregoing, or the
negligence or willful misconduct of an
Institution Indemnitee or any other
person on Institution’s property or under
Institution’s control, exclusive of Sponsor
and its employees or agents.

b) Subject to and except to the extent of
Sponsor’s obligations under Section 6.(a),
Institution shall be responsible for, and, to the
extent allowed by Applicable Regulatory
Requirements and Institution’s policies, shall
defend, indemnify and hold harmless Sponsor

zadavatelem, nebo (5) z poruseni jakychkoli prav
duSevniho vlastnictvi tfeti strany pouzivanim
studijniho 1éku poskytovatelem zdravotnich
sluzeb v souladu s protokolem a touto smlouvou;
avSak za predpokladu, Ze budou zavazky
zadavatele redukovany v rozsahu, v jakém
jakékoli naroky a ztraty vyplyvaji z:

() pochybeni  jakékoli  osoby

odskodnéné poskytovatelem zdravotnich

sluzeb pfi provadéni studie v pfisném
(a) touto smlouvou, (b)
protokolem a vS8emi pisemnymi pokyny
dodanymi zadavatelem nebo spoleénosti
PSI predpokladu, ze jakékoli
odchylky nezbytné z Iékafského hlediska
z davodu bezpecnosti subjektu studie
nelze povazovat za nedodrzeni pokynu
protokolu nebo pokynu zadavatele / PSI)
a (c) s prislusnymi regulacnimi
pozadavky; nebo
(i) jakéhokoli zavazného poruseni této

souladu s:

(za

smlouvy, jakéhokoli profesniho
pochybeni, nespravného jednani, chyby
nebo opomenuti pfi  poskytovani

profesionalnich sluzeb nebo poradenstvi
ze strany poskytovatele zdravotnich
sluzeb, zkousejiciho, jakéhokoli
spoluzkousejiciho nebo jiného
pracovnika studie nebo jakéhokoli |ékafe
nebo osoby jednajici pod vedenim
jakékoli vySe uvedené osoby nebo z
ddvodu nedbalosti &i
pochybeni osoby
poskytovatelem zdravotnich sluzeb nebo
jakékoli jiné osoby pfi pouziti majetku
poskytovatele zdravotnich sluzeb nebo
majetku pod jeho kontrolou, vyjma
zadavatele a jeho zaméstnancl nebo
zmocnéncu.

umysiného
odSkodnéné

b) S vyhradou a s vyjimkou povinnosti
zadavatele v rozsahu podle oddilu 6.(a) ponese
poskytovatel zdravotnich sluzeb odpovédnost a
v rozsahu pfislusnych regulacnich pozadavku a
svych postupd bude odskodni
zadavatele a PSI ,0S0by

branit a
(souhrnné



and PSI (collectively, “Sponsor Indemnitees”)
from and against any and all Claims and Losses
to the extent arising from any Institution
Indemnitee’s: (a) negligence or willful misconduct
under the Study or this Agreement; (b) material
breach of this Agreement; (c) failure to adhere to
the Protocol or to written instructions delivered by
Sponsor or PSI (provided that any medically
necessary deviations for Study subject safety
shall not be deemed a failure to adhere to the
Protocol or Sponsor/PSI instructions); or (d)

violation of any Applicable Regulatory
Requirements.
c) Each Party's agreement to defend,

indemnify, and hold the other harmless is
conditioned on the indemnified Party: (a)
providing written notice to the indemnifying Party
of any Claims within twenty (20) days after the
indemnified Party has received written notice of
such Claims (provided however that a failure to
provide such notice shall not relieve the
indemnifying Party of its obligations hereunder
except to the extent that the indemnifying Party is
materially prejudiced by such failure); (b)
permitting the indemnifying Party to assume full
responsibility to investigate, prepare for and
defend against any such Claims; (c) assisting the
indemnifying Party, at the indemnifying Party’s
reasonable expense, in the investigation of,
preparation for and defense of any such Claims;
and (d) not compromising or settling such Claims
without the indemnifying Party’s prior written
consent.

d) Sponsor shall reimburse Institution for
reasonable and necessary medical expenses,
including for diagnosis,
hospitalization, for a Study subject's injury
directly caused by or attributable to the Study
Drug or any properly performed non-standard of
care procedure required by the Protocol,
administered or performed during the Study in

treatment and

odsSkodnéné zadavatelem®) a
odpovédnosti za veSkeré naroky a ztraty v
rozsahu vyplyvajicim z nasledujicich skutk(i osob
odskodnénych  poskytovatelem  zdravotnich
sluzeb: (a) nedbalost nebo Umysiné pochybeni
podle studie nebo této smlouvy; (b) zavazné
poruseni této smlouvy; (c) nedodrzeni protokolu
nebo pokynu poskytnutych
zadavatelem spole¢nosti  PSI  (za
predpokladu, Ze jakékoli odchylky nezbytné z
|ékafského hlediska z ddvodu bezpecénosti
subjektu  studie
nedodrzeni pokynU protokolu nebo pokynu
zadavatele/PSl); nebo (d) poruseni jakychkoli
prislusnych regulaénich pozadavku.

zbavi je

pisemnych
nebo

nejsou povazovany za

c) Souhlas kazdé strany s obranou,
odsSkodnénim a zbavenim odpovédnosti druhé
strany je podminén tim, Ze odSkodriovana strana:
(a) poskytne pisemné oznameni odSkodriujici
strané o jakychkoli narocich do dvaceti (20) dni
poté, co odSkodriovana strana obdrzi pisemné
oznameni o takovych narocich (avSak za
prfedpokladu, Zze  neposkytnuti  takového
oznameni nezbavuje odskodriujici stranu jejich
povinnosti podle této smlouvy, kromé pfipadu a
v rozsahu, kdy je odSkodfujici strana timto
pochybenim podstatné dotéena); (b)
odSkodnujici strané prevzit plnou odpovédnost
za Setfeni, pfipravu a obranu proti jakymkoli
takovym narokdm; (c) poskytne odSkodnujici
strané pfiméfené  naklady
odS8kodhujici strany, pfi vySetfovani, pfipravé a
obrané proti t&émto narokdm; a (d) nepfistoupi na
smirné urovnani ani nevyporada takové naroky

povoli

pomaoc, na

bez  predchoziho  pisemného  souhlasu
od8kodhujici strany.

d) Zadavatel uhradi poskytovateli
zdravotnich sluzeb pfiméfené a nezbyiné

IéCebné vydaje, v&etné diagnostiky, l[éCby a
hospitalizace,
studie pfimo zplsobené studijnim Iékem nebo
které Ize pficist studijnimu Iéku nebo jakémukoli
fadné provedenému vykonu nestandardni péce
vyZzadovanému protokolem, podanému nebo

za poskozeni zdravi subjektu



strict accordance with the Protocol and Sponsor’s
written instructions. Sponsor shall have no
responsibility under this Section 6.(d) to the
extent that such medical expenses are caused by
or attributable to any Institution Indemnitees’ (i)
negligence or willful misconduct; (ii) breach of this
Agreement; (iii) failure to adhere to the Protocol,
or to the written instructions delivered by Sponsor
or PSI (provided that any medically necessary
deviations for Study subject safety shall not be
deemed a failure to adhere to the Protocol or
Sponsor instructions); or (iv) violation of any
Applicable Regulatory Requirements. Further,
Sponsor shall have no responsibility under this
Section 6.(d) for medical expenses attributable
to: (i) the natural progression of a Study subject’s
underlying disease or condition, unless and to the
extent such underlying disease or condition is
exacerbated by the Study Drug or any properly
performed non-standard of care procedure
required by the Protocol, administered or
performed during the Study in strict accordance
with the Protocol and Sponsor or PSI’'s written
instructions, or (ii) treatment that would have
been provided to the Study subject in the ordinary
course notwithstanding participation in the Study.
Institution shall ensure that any amounts it
charges to Sponsor in connection with such
reimbursed medical expenses (including for any
related goods or services) do not exceed fair
market value.

e) Sponsor shall execute the mandatory
clinical trial insurance in compliance with the § 52
(3f) of the Act No. 378/2007 Coll, on
Pharmaceuticals, as amended, as required by
the Applicable Regulatory Requirements. The
Institution declares that according to 845 (2) (n)
of Act No. 372/2011 Coll., on health services, as
amended, it has taken out a liability insurance
policy to cover damages caused during the
provision of health care. According to § 45 (2) (n)

provedenému béhem studie v pfisném souladu s
protokolem a pisemnymi pokyny zadavatele.
Zadavatel nenese zadnou odpovédnost podle
tohoto oddilu 6.(d) v rozsahu, v jakém jsou tyto
|éCebné vydaje zplUsobeny nebo je lze pricist
jakémukoli z nasledujicich skutk( ze strany osob
odskodnénych  poskytovatelem  zdravotnich
sluzeb: (i) nedbalost nebo Umysiné pochybeni;
(i) poruseni této smlouvy; (iii) nedodrzeni
protokolu nebo pisemnych pokynd poskytnutych
spole¢nosti PSI (za
predpokladu, Ze jakékoli odchylky nezbytné z
|ékafského hlediska z davodu bezpecénosti

zadavatelem nebo

subjektu  studie nejsou povazovany za
nedodrzeni pokynU protokolu nebo pokynu
zadavatele); nebo (iv) poruSeni jakychkoli

pfislusnych regulaénich pozadavk(. Zadavatel
dale nenese zadnou odpovédnost podle tohoto
oddilu 6.(d) za léGebné vydaje, které Ize pficist:
(i) pfirozenému vyvoji zakladniho onemocnéni
nebo stavu subjektu studie, pokud a v rozsahu, v
jakém  dojde k exacerbaci zakladniho
onemocnéni nebo stavu v dasledku studijniho
Iéku nebo jakéhokoli fadné provedeného vykonu
nestandardni pécée vyZadovaného protokolem,
podaného nebo provedeného béhem studie v
pfisném souladu s protokolem a pisemnymi
pokyny zadavatele nebo PSI, nebo (ii) Iécbé,
kterd by byla poskytnuta subjektu studie pfi
pfirozeném pribéhu bez ohledu na ucéast ve
studii. Poskytovatel zdravotnich sluzeb zajisti,
aby veSkeré Castky, které uctuje zadavateli v
souvislosti s takto hrazenymi 1éEebnymi vydaji
(v€etné veSkerého souvisejiciho zbozi nebo
sluzeb), nepfesahly spravedlivou trzni hodnotu.

e) Zadavatel zajisti povinné pojisténi
klinického hodnoceni v souladu s § 52 odst. 3f
zakona ¢&. 378/2007 Sb., o |éCivech, ve znéni
pozdéjSich predpisli, v souladu s pfislusnymi
regulaénimi poZzadavky. Poskytovatel
zdravotnich sluzeb prohlasuje, ze ma dle § 45
odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, ve znéni pozdéjSich
predpisd, pojisthou smlouvu na

pojisténi odpovédnosti za Skodu zpusobenou pfi

uzavienu



of Act No. 372/2011 Coll., on health services, as
amended, the insurance must be taken out for the
entire period during which the Institution will
provide health care. Upon request, each Party
shall provide the other Party with proof of such
insurance(s).

7 INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

7.1 Regulatory Inspections
Institution and Investigator shall permit
regulatory, governmental or law agency

(including without limitation the US FDA) to
inspect and investigate the Study, and shall
promptly notify Sponsor (via PSI) and, after
termination of this Agreement, Sponsor (directly)
and PSI, of any intended or actual inspection or
investigation relating to the Study by any
regulatory, governmental or law agency
(including without limitation the US FDA) of which
they become aware and forward to Sponsor (via
PSI, or directly) copies of any correspondence
from any such agency relating to the Study.
Except to the extent prohibited by the inspecting
agency or Applicable Regulatory Requirements,
Sponsor, PSI and/or their representatives shall
have the right to be present at and/or participate
in any such inspection or investigation. Before
Institution or Investigator submit any materials or
information to an agency in connection with an
inspection or investigation, Sponsor and PSI
shall have the right to review and/or comment on
any such materials and/or information. Institution
shall reasonably consider any comments made
by Sponsor or PSI on any such materials and/or
information.

7.2 Audit and Monitoring by Sponsor and

PSI

a) Sponsor, PSI and their representatives
may audit, monitor and/or meet with Investigator

poskytovani zdravotni péce. Dle § 45 odst. 2
pism. n) zakona €. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpisu, musi byt
pojisténi uzavfeno po celou dobu, po kterou
poskytovatel
zdravotni péci.Na zadost poskytne kazda strana
druhé strané didkaz o tomto pojisténi.

zdravotnich  sluzeb poskytuje

7. KONTROLY, AUDITY, MONITOROVANI
A UCHOVAVANIi ZAZNAMU

7.1 Kontroly regulaénich organt

Poskytovatel zdravotnich sluzeb a zkouSejici
umozni regulaénim, vladnim nebo pravnim
agenturam (v&etn& mimo jiné amerického Uradu
pro potraviny a IéCiva (US FDA)) provést inspekci
a proSetfit studii a neprodlené budou informovat
zadavatele (prostfednictvim PSI) a po ukonceni
této smlouvy zadavatele (pfimo) a PSI, o v8ech
zamyslenych nebo skute¢nych inspekcich nebo
Setfenich tykajicich se studie ze strany jakékoli
regulacni, vladni nebo pravni agentury (v€etné
mimo jiné afadu US FDA), o nichzZ se dozvédi, a
zaSlou zadavateli (prostfednictvim spole¢nosti
PSI nebo pfimo) kopie veskeré korespondence
tykajici se studie od takové agentury. Zadavatel,
PSI a/nebo jejich zastupci budou mit s vyjimkou
zakazanych pfipadt a v rozsahu definovaném
agenturou pFislusnymi
regulaénimi pozadavky pravo na pfitomnost
a/nebo Ucast pfi kazdé takové inspekci nebo
Setfeni. Dfive nez poskytovatel zdravotnich
sluzeb nebo zkousejici pfedlozi agentufe jakékoli
materidly nebo informace v souvislosti s inspekci
nebo Setfenim, bude mit zadavatel a spole¢nost
PSI pravo tyto materidly a/nebo informace
pfezkoumat a/nebo okomentovat. Poskytovatel
zdravotnich sluzeb pfiméfenym zpUisobem zvazi
veskeré komentare zadavatele nebo spole€nosti
PSI k jakymkoli takovym materialim a/nebo
informacim.

kontrolni nebo

7.2 Audit a monitorovani ze strany

zadavatele a spole¢nosti PSI

a) Zadavatel,
auditovat,

PSI a jejich zastupci mohou

sledovat a/nebo navstévovat



and the other Study Personnel at 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 Results).
Institution and Investigator shall assist Sponsor,
PSI and their representative(s) in scheduling
such visits. Institution shall allow Sponsor and/or
PSI or their representatives to inspect, monitor or
audit the performance of the Study at the Study
site, or other contractually designated premises
in or with which the Study is being conducted,
provided that such inspection or audit shall be
agreed by parties at least 3 days in advance and
shall not disrupt the normal operation of the
Institution.

b) Sponsor, PSI and their representative(s)
shall be entitled to: (i) examine and inspect the
facilities required for the performance of the
Study; (ii) inspect source documents; and (i)
inspect, request correction of and copy all Study
Data (including, without limitation, CRFs, 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 Sponsor and
PSI shall be authorized to access by the signed
Informed Consent Form and/or the Applicable
Regulatory Requirements. Investigator shall
cooperate with Sponsor and PSI during audits
and monitoring visits and in the resolution of any
questions regarding the Study Data.

7.3 Record Keeping

Institution and Investigator shall maintain
accurate, complete and current records of all
Study Results, 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

zkousejiciho a  pracovniky  studie ve
zdravotnickému zafizeni béhem bézné pracovni
doby a s cetnosti pfiméfenou pro audity a
navstévy za Ucelem sledovani prdbéhu studie a
pfezkoumani zaznamu ze studie, dokumentq,
informaci, dat a materiald (vCetné vysledkl
studie). Poskytovatel
zkousejici budou zadavateli,
zastupcim pfi  planovani
napomocni. Poskytovatel zdravotnich sluzeb
umozni CRO/zadavateli nebo jejich zastupcum,
aby provedli kontrolu, monitorovani nebo audit
provadéni studie u studijniho pracovisté, nebo
v jinych smluvné uréenych prostorach, v nichz
nebo s jejichz pomoci se provadi studie, a to za
predpokladu, ze takova kontrola nebo audit byla
mezi stranami domluvena minimalné 3 dny
pfedem a nenaru$i bézny chod poskytovatele
zdravotnich sluzeb.

zdravotnich sluzeb a
PSI a jejich
téchto navstév

b) Zzadavatel, PSI a jejich zastupci budou
opravnéni: (i) zkoumat a kontrolovat zafizeni
potfebna pro provadéni studie; (i) kontrolovat
zdrojové dokumenty; a (i) kontrolovat,
vyzadovat opravu a kopirovat vSechny Udaje ze
studie (v€etné a bez omezeni zaznamu subjektd
hodnoceni, originalnich zprav o laboratornich
testech a nalezech z vySetfeni a vSech dalSich
poznamek, tabulek, zprdv nebo memorand
tykajicich se subjektd studie nebo provadéni
studie), ke kterym bude mit zadavatel a PSI
opravnény pfistup na zakladé podepsaného
Formulafe informovaného souhlasu a/nebo
pfislusnych regula¢nich pozadavkl. Zkousejici
poskytuje soucinnost zadavateli a spolecnosti
PSI béhem auditll a monitorovacich navstév a pfi
feSeni jakychkoli otazek tykajicich se udaju ze
studie.

7.3 Vedeni zaznamu

Poskytovatel zdravotnich sluzeb a zkouSejici
budou uchovévat presné, uplné a aktualni
zaznamy o vSech vysledcich studie, véetné
subjektl hodnoceni (nebo
ekvivalentnich elektronickych udaja), pfislusnych
zdrojovych dokument(l a veskerych dalSich
zakladnich dokumentd nebo material(, jak

zaznamu



Sponsor’s and PSI’s instructions (collectively the
"Records"). Institution and Investigator shall
keep all the Records under adequate conditions
to prevent their damage or destruction for the
period required by the Applicable Regulatory
Requirements, or for a period of fifteen (15) years
following the completion of the Study, whichever
is longer. The Sponsor shall inform the Institution
no later than 6 months before the expiry of the
archiving period of how the Records should be
handled. In case the Sponsor does not inform the
Institution within the specified time, it shall be
considered that the Sposnor agrees to the
shredding of the Records. In the event that the
Sponsor requests an extension of the Record-
keeping period at the Institution, the Institution
shall be entitled to require a proportional fee from
the Sponsor.

8 TERMINATION AND SUSPENSION

8.1 Term

The term of this Agreement shall commence on
the Effective Date. Unless terminated earlier in
accordance with this Section 8, this Agreement
shall in effect until the final Study
documentation required to be provided under the
Protocol is received and accepted by Sponsor
and PSI, and PSI has performed a closeout visit
at Institution.

remain

8.2 Termination by Sponsor

Sponsor, may terminate this Agreement with
effect (i) if Institution
Investigator breaches this Agreement and fails to
cure such breach within twenty (20) calendar
days from the receipt of written notice; (i) if
Sponsor in good faith believes 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
Institution for any reason; or (iv) enrollment at

immediate and/or

vyzaduje protokol, pfislusné regulacni
pozadavky a pokyny zadavatele a spolecnosti
PSI  (souhrnné ,zdznamy®). Poskytovatel
zdravotnich sluzeb a zkousejici budou uchovavat
veSkeré zaznamy v adekvatnich podminkach
zamezujicich jejich poskozeni nebo znieni po
dobu pozadovanou pfislusnymi regulaénimi
pozadavky nebo po dobu patnacti (15) let po
dokonceni nebo prfedéasném ukonceni studie,
podle toho, ktera doba je delSi. Zadavatel bude
informovat poskytovatele zdravotnich sluzeb
nejpozdéji 6 mésict pred uplynutim doby
archivace o tom, jakym zpuisobem bude s témito
zaznamy nalozeno. V pfipadé, ze zadavatel ve
stanovené dobé poskytovatele zdravotnich
sluzeb informovat nebude, ma se za to, ze
souhlasi se skartaci zaznam(. V pfipadé, ze
bude zadavatel zadat o prodlouzeni doby
archivace u poskytovatele zdravotnich sluzeb, je
poskytovatel zdravotnich sluzeb opravnén po
zadavateli poZzadovat umérné zpoplatnéni.

8. UKONCENIi A POZASTAVENI

8.1 Doba platnosti

Doba platnosti
ucinnosti. Pokud nebude tato smlouva ukonéena
dfive v souladu s timto oddilem 8, zlistane v
ucinnosti, dokud zadavatel a PSI neobdrzi a
nepfevezmou zavérecnou studijni dokumentaci
pozadovanou podle protokolu a dokud
spolecnost PSI neprovede zavérec¢nou navstévu
zdravotnického zafizeni.

této smlouvy zacina dnem

8.2 Ukonceni zadavatelem

Zadavatel muze tuto smlouvu ukoncit s
okamZitou platnosti (i) pokud poskytovatel
zdravotnich sluzeb a/nebo zkousSejici tuto
smlouvu porusi a toto poruSeni nenapravi do
dvaceti (20) kalendainich dna od obdrzeni
pisemné vyzvy; (ii) pokud se zadavatel v dobré
vife domniva, ze studijni Iék nebo pokracovani
studie pfedstavuje pro subjekty
nepfimérené zdravotni riziko nebo pokud existuji
obavy tykajici se ucinnosti nebo bezpeclnosti;
nebo (iii) pokud bude studie z jakéhokoli diivodu

studie



Institution or at all sites in the multi-center study
justifies such termination in the sole discretion of
the Sponsor; or (v) if Investigator is no longer
able (for whatever reason) to act as Investigator
and no replacement mutually acceptable to
Institution and the Sponsor can be found within
a reasonable period not to exceed twenty (20)
days. Sponsor may also terminate this
Agreement (vi) without cause upon thirty (30)
calendar days’ notice.

8.3 Termination by Institution

a) Institution may terminate this Agreement
with immediate effect if Sponsor breaches this
Agreement and fails to cure such breach within
twenty (20) calendar days from the receipt of
written notice.

b) Institution may suspend the Study if, using
good medical judgment, Investigator or the
responsible members of the administration of
Institution have a legitimate concern for the
immediate health and safety of the Study
subjects by reason of their continuing to
participate in the Study. Any suspension of the
Study directed by Institution based on its good
medical judgment shall not be deemed a material
breach of this Agreement and shall be supported
by a written statement explaining the reason for
the suspension.

8.4 Effect of Termination

a) Immediately upon Institution’s receipt of a
notice of termination pursuant to Section 8.2(vi),
or lapse of the relevant time period for
terminations for breach (where the breach has
not been or cannot be cured), Investigator shall
stop enrolling subjects into the Study and shall
cease conducting procedures, to the extent
medically permissible, on Study subjects already
enrolled into the Study. In addition, Investigator
and Institution shall refrain from incurring

u poskytovatele zdravotnich sluzeb pozastavena
nebo tam neni zahajena; nebo (iv) pokud
zafazovani u poskytovatele zdravotnich sluzeb
nebo na vSech pracovistich v multicentrické studii

takové ukonleni dle vyhradniho uvazeni
zadavatele ospravedlfuje; nebo (v) pokud
zkousejici pozbude (z jakéhokoli dlvodu)

schopnosti vykonavat funkci zkous$ejiciho a v
pfiméfené Ih(té nepfesahujici dvacet (20) dnu
nelze najit nahradu pfijatelnou spoleéné pro
poskytovatele zdravotnich sluzeb a zadavatele.
Zadavatel mize tuto smlouvu také ukoncit (vi)
bez udani
s vypoveédni lhatou tficeti (30) kalendarnich dnu.

divodu na zakladé oznameni

8.3 Ukonéeni poskytovatelem zdravotnich
sluzeb

a) Poskytovatel zdravotnich sluzeb muze
ukon€it tuto smlouvu s okamzitou platnosti,
pokud zadavatel tuto smlouvu porusSi a toto
poruseni nenapravi do dvaceti (20) kalendainich
dnd od obdrzeni pisemné vyzvy.

b) Poskytovatel zdravotnich sluzeb muze
studii pozastavit, pokud by mél zkouSejici nebo
odpovédni vedouci pracovnici zdravotnického
zarizeni na zakladé spravného
usudku opravnéné obavy o bezprostfedni zdravi
a bezpecnost subjektl studie z davodu jejich
pokracujici ucasti ve studii. Jakékoli pozastaveni
studie nafizené poskytovatelem zdravotnich
sluzeb na zakladé jeho spravného lékarfského
Uusudku neni povazovano za zavazné poruseni
této smlouvy a bude dolozeno pisemnym
prohlasenim vysvétlujicim ddvod pozastaveni.

lékarského

8.4 Ué&inek ukonéeni

a) Neprodlené po obdrZzeni oznameni o
ukonéeni ze strany poskytovatele zdravotnich
sluzeb podle Casti 8.2 (vi) nebo po uplynuti
prisluSné Ihaty pro ukonceni z ddvodu poruseni
(pokud poruseni nebylo nebo nemuze byt
odstranéno), zkousSejici ukonéi
subjektu do studie a pfestane v rozsahu, ktery je
z lékafského hlediska pfipustny, provadét
procedury u téch subjektl studie, které jiz byly do
studie zafazeny. ZkousSejici a poskytovatel

zarfazovani



additional costs and expenses to the extent
possible, shall complete all CRFs and resolve all
data queries and reasonably cooperate to allow
for a close-out visit. Upon completion or
termination of the Study or this Agreement,
Institution and Investigator shall and shall cause
Study Personnel to make no further use of and to
promptly return to Sponsor or its designee, all
Confidential  Information, Records, Study
Results, Study Drug and Study Supplies and
other information and materials that are the
property of Sponsor.

b) If Sponsor terminates this Agreement for
any reason, it is agreed that the payments made
or due to be made, shall be paid prorated based
on actual work satisfactorily performed according
to the schedule set out in Attachment 1. Any
funds already paid but in excess of the prorated
payments shall be returned to Sponsor within
thirty (30) days of the termination date.

8.5 Surviving Clauses

Articles and Sections 1.4 b) and c) [Study Drug
and Study Supplies], 1.7 [Investigator Statement
and Financial Disclosure], 3 [Confidentiality], 4
[Intellectual Property], 5 [Publication and
Publicity], 6 [Indemnification,  Notification of
Claims and Insurance], 7 [Inspections, Audits,
Monitoring and Record Keeping], 8.4 [Effect of
Termination], 8.5 [Surviving Clauses], 10 [Anti-
Bribery and Anti-Corruption], 11 [Data
Protection], 12 [Miscellaneous] and 13 [Notices]
shall survive expiration or termination of this
Agreement, as will any other provision that by its
nature should survive.

8.6 Suspension of the Study

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

written

zdravotnich sluzeb se dale v maximalni mozné
mife zdrzi dalSich nakladd a vydajl, vyplini
vSechny zaznamy subjektd hodnoceni a vyresi
v8echny dotazy tykajici se udaji a budou
pfiméfené  spolupracovat, aby
uskutecnéni zavérecné navstévy. Po dokonceni
studie nebo této smlouvy
poskytovatel zdravotnich sluzeb a zkouSejici
prestanou pouzivat a neprodlené vrati zadavateli
nebo jim povéfené osobé veskeré dlavérné
informace, zaznamy, vysledky studie, studijni Iék
a studijni potfeby a dalSi informace a materialy,
které jsou majetkem zadavatele, a zajisti, aby tak
ucinili i pracovnici studie.

umoznili

nebo ukonéeni

b) Pokud zadavatel tuto smlouvu z jakéhokoli
dlvodu ukonéi, strany se dohodly, Ze platby,
které jsou provadény nebo maji provadény,
budou vyplaceny pomérnym dilem na zakladé
skute€né prace uspokojivé provedené podle
harmonogramu uvedeného v Pfiloze 1. Jakékoli
jiz vyplacené prostfedky pfesahujici vysi takto
stanovené pomérné platby budou navraceny
zadavateli do tficeti (30) dnll od data ukonceni.

8.5 Platnost ustanoveni po ukoncéeni

smlouvy

Clanky a oddily 1.4 b) a c) [Studijni Iék a studijni
potfeby], 1.7 [Prohlaseni zkouSejiciho a finanéni
pfiznani], 3 [Davérnost informaci], 4 [DuSevni
vlastnictvi], 5 [Publikovani a publicita], 6
[OdSkodnéni, oznamovani narokl a pojisténi], 7
[Inspekce, audity,
zaznamd], 8.4 [Uginek ukongeni], 8.5 [Platnost
ustanoveni po ukon&eni smlouvy], 10 [Zakaz
Uplatk a korupce], 11 [Ochrana udajt], 12
[Rbzné ] a 13 [Oznamovani] zustavaiji v platnosti
a ucinnosti i po vyprSeni platnosti nebo po
ukonleni této smlouvy, stejné jako vesSkera
ostatni ktera by méla zlstat v
platnosti a ucinnosti z titulu své podstaty.

monitorovani a vedeni

ustanoveni,

8.6 Pozastaveni studie

Zadavatel mGze studii kdykoli a z jakéhokoli
divodu pozastavit na zakladé pisemného

oznameni, pfiemz toto pozastaveni neni



9 NON-DEBARMENT

Institution represents and warrants that neither it,
Investigator nor any other member 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 Institution and Investigator
shall not make use of, nor involve in this Study
any person or organization which is or has been
debarred, suspended, excluded or disqualified by
any competent authority to participate in clinical
research. In the event Institution or 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, Institution and Investigator shall
notify Sponsor or PSI in writing about this fact
within five (5) days of its discovery.

10  ANTI-BRIBERY AND ANTI-
CORRUPTION

a) Institution represents and warrants that it
will not, either directly, indirectly or through
Investigator, any agent or third party: (a) make or
promise to make or receive any payment or (b)
provide, transfer or receive anything of value for
the purpose of: (i) unduly inducing or influencing
any person to do or refrain from doing any official
act; (i) attempting to improperly gain or maintain
any business; or (iii) securing any improper
advantage.

b) Institution represents and warrants that
none of its Study Personnel has ever been
convicted of any act of bribery or any other crime

povazovano za této

zadavatelem.

poruseni smlouvy

9 ZADNY ZAKAZ CINNOSTI

Poskytovatel zdravotnich sluzeb prohlasuje a
zarucuje, ze ani poskytovatel zdravotnich sluzeb
ani zkousSejici ani zadny z pracovnik( studie
nemaji ani neméli zakazanou &innost ani nebyli
nikdy vylou€eni, diskvalifikovani ¢&i docasné
zbaveni moznosti u€astnit se klinického vyzkumu
jakymkoli pfislusnym ufadem nebo agenturou v
kterékoli zemi (v€etné mimo jiné amerického
Uradu pro potraviny a légiva) a ze poskytovatel
zdravotnich sluzeb ani zkouSejici v této studii
nevyuziji ani do ni nezapoji zadnou osobu nebo
organizaci, ktera ma &i méla zakazanou cinnost
nebo byla vylou€ena &i diskvalifikovana jakymkoli
kompetentnim ufadem i
moznosti uCastnit se klinického vyzkumu. V
pfipadé, Ze poskytovateli zdravotnich sluzeb
nebo zkouSejicimu nebo jakékoli osobé Ci
organizaci zapojené do studie bude v prabéhu
studie hrozit zakaz ¢innost nebo diskvalifikace,
pozastaveni vylou€eni, tak
Poskytovatel zdravotnich sluzeb a zkouSejici tuto
pisemné oznami zadavateli a
spolec¢nosti PSI do péti (5) dnli od jejiho zjisténi.

dodasné zbavena

Cinnosti  Ci

skuteénost

10 ZAKAZ UPLATKU A KORUPCE

a) Poskytovatel zdravotnich sluzeb
prohlasuje a zarucuje, Ze nebude pfimo, nepfimo
prostfednictvim zkousejiciho, jakéhokoli
zastupce nebo ftreti strany: (a) provadét Ci
pfijimat nebo slibovat provedeni €i pfijeti jakékoli
platby nebo (b) poskytovat, pfevadét ¢i pfijimat
cokoli hodnotného za uc¢elem: (i) neopravnéného
navadéni jakékoli osoby
k tomu, aby provedla nebo se zdrZela jakéhokoli

Ufedniho jednani; (i) pokusu o ziskani nebo

ani

nebo ovliviovani

udrZzeni  podnikani; nebo  (iii)  zajisténi
neopravnéné vyhody.
b) Poskytovatel zdravotnich sluzeb

prohladuje a =zaruCuje, Ze Z2Zadny z jejich
pracovnik(l studie nebyl nikdy odsouzen za



of unethical business conduct and that it will not
involve in the Study any person convicted of
bribery or any crime related to unethical business
conduct. Institution shall promptly notify PSI or
Sponsor if it either learns of or has reason to
know of any activities which may constitute a
violation of this Section.

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 (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

Uplatkarstvi nebo jiny trestny &in souvisejici s
neetickym obchodnim jednanim a Ze do studie
nebude zapojovat Zadnou osobu usvédcenou z
uplatkafstvi nebo trestného €inu souvisejiciho s
neetickym obchodnim jednanim. Poskytovatel
zdravotnich neprodlené
spole¢nost PSI nebo zadavatele, pokud se dozvi
nebo ziskd dudvodné podezieni o jakékoli
Cinnosti, ktera by mohla pfedstavovat poruseni
tohoto oddilu.

sluzeb uvédomi

11  OCHRANA UDAJU

a) Smluvni strany budou dodrzovat vSechny
pfislusné zakony o ochrané udajq,
Obecného nafizeni o ochrané osobnich udajd
(EU) 2016/679 (,GDPR") a zakona ¢. 110/2019
Sb., o zpracovani osobnich udajl, ve znéni
pozdéjSich uprav (dale jen ,z&kony o ochrané
adaja‘“).

véetné

b) Pro uc€ely zakonl o ochrané udaju je
zadavatel sprdvcem a poskytovatel zdravotnich
sluzeb a PSI jsou zpracovatelé osobnich udajl
zpracovavanych pro ucely studie. Poskytovatel
zdravotnich sluzeb je spravcem osobnich udajl
zpracovavanych pro jiné ucely, nez je studie,
napf. pro poskytovani Iékafské péce. Zkousejici
zpracovava osobni Gdaje jménem poskytovatele
zdravotnich sluzeb.

c) Pokud je poskytovatel zdravotnich sluzeb
zpracovatelem zadavatele, tj. pokud je
zpracovani provadéno poskytovatelem
zdravotnich sluZeb pro u&ely studie, poskytovatel
zdravotnich dodrzuji
pozadavky na zpracovani Udaja definované v
Pfiloze 2 a v informacich poskytovanych
subjektiim studie.

sluzeb a zkouSejici

d) Poskytovatel zdravotnich sluzeb a
zkouSejici sdileji se zadavatelem a/nebo se
spolec¢nosti PSI pouze takové osobni udaje,
které jsou potfebné ke splnéni jejich povinnosti
podle této smlouvy nebo jez pozaduje zadavatel
v souladu s pfislusnymi regulaénimi pozadavky.
Poskytovatel zdravotnich sluzeb a zkouSejici
pseudonymizuji vedkeré udaje subjektu studie
pfed jejich zadanim do zaznamu subjektd



or otherwise transferring them to PSI, the
Sponsor or their vendors.

12 MISCELLANEOUS

a) Institution represents that it is authorized to
enter into this Agreement under the Applicable
Regulatory Requirements and the internal rules
of Institution.

b) This Agreement shall be binding upon the
Parties, their successors, and permitted assigns.
Institution may not assign or subcontract any
rights or obligations under this Agreement
without the prior written consent of Sponsor.
Even if Sponsor authorizes assignment or
subcontracting, Institution and Investigator
remain fully responsible and liable for the
performance of the assigned or subcontracted
obligations.

C) This Agreement including its exhibits,
schedules or other documents executed
herewith, constitutes the entire agreement
among the Parties with respect to the subject
matter hereof, and, except for any prior
nondisclosure or written agreement
between Institution and Sponsor and/or PSI,
supersedes all prior agreements, whether
written, oral or otherwise, with respect to the
subject matter hereof. The attachments to this
Agreement form part of this Agreement and shall
have effect as if set out in full in the body of this
Agreement. No amendment to this Agreement
(including its attachments) shall be effective
unless such amendment is made in writing and
signed by the Parties hereto. No waiver of any
term or condition of this Agreement whether by
conduct or otherwise in any one or more
instances shall be deemed to be or construed as
a further or continuing waiver of such term or
condition, or of any other term or condition of this
Agreement. To be effective a waiver must be in
writing and signed by the Party providing the
waiver.

similar

hodnoceni nebo pfed jinym zplsobem jejich
predani spolecnosti PSI, zadavateli nebo jejich
prodejcim.

12 RUZNE

a) Poskytovatel zdravotnich sluzeb prohlasuje,
Ze je opravnéno tuto smlouvu uzaviit na zakladé
pfislusnych regula¢nich pozadavk(l a internich
pravidel poskytovatele zdravotnich sluzeb.

b) Tato smlouva je zavazna pro strany, jejich
nastupce a povolené nabyvatele. Poskytovatel
zdravotnich sluzeb nesmi postoupit ani pfevést
na subdodavatele zadna prava ani povinnosti
podle této smlouvy bez pfedchoziho pisemného
souhlasu  zadavatele. | kdyz zadavatel
postoupeni nebo pfevedeni na subdodavatele
povoli, Poskytovatel zdravotnich sluzeb a
zkousSejici zUstavaji plné odpovédni za plnéni

postoupenych nebo subdodavatelskych
povinnosti.

c) Tato smlouva, véetné pfiloh, ¢asovych
harmonogram  nebo  jinych  dokumenti
uzavienych sou€asné s touto smlouvou,

pfedstavuje Uplnou dohodu mezi stranami ve
véci pfedmétu této smlouvy a s vyjimkou vSech

pfedchozich dohod o mi€enlivosti nebo
podobnych pisemnych dohod mezi
poskytovatelem zdravotnich sluzeb a

zadavatelem a/nebo spolecnosti PSI nahrazuje
vSechny pfedchozi dohody, at’' uz pisemné, ustni
Ci jiné, tykajici se predmétu této smlouvy. Pfilohy
této smlouvy pfedstavuiji jeji soucast a maji stejny
ucinek, jako kdyby byly uvedeny v textu této
smlouvy. Zadné zmény této smlouvy (v&etné
jejich pfiloh) nebudou G&inné, pokud nebudou
vyhotoveny pisemné a nebudou podepsany
stranami smlouvy. Zadné zfeknuti se jakéhokoli
ustanoveni této smlouvy, at uz vzniklé pfi
realizaci nebo jinym zplsobem v jednom ¢&i ve
vice pfipadech, povazovano
vykladano jako budouci nebo pokracujici
zfeknuti se takového ustanoveni nebo jakéhokoli
jiného ustanoveni této smlouvy. Zfeknuti se
ustanoveni bude u¢inné pouze tehdy, pokud
bude uvedeno v pisemné formé a bude

nebude ani



d) 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.

e) 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 Institution/Investigator and Sponsor or
PSI; 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.

f) This Agreement, and any subsequent
amendment(s), may be executed in counterparts
and the counterparts, together, shall constitute a
single agreement. .

9) If there is a discrepancy between the
English and the Czech versions of this
Agreement, the actual intention of the parties
shall be established by a good faith interpretation
considering both versions. In case a discrepancy
cannot be resolved by such interpretation, the
Czech version shall prevail.

h) The Parties acknowledge that
performance of obligations under this Agreement
may be affected by the COVID-19 pandemic and
may be delayed and/or only partially performed
as a result of this ongoing health crisis or other
events that are beyond the reasonable control of
and without fault of the affected party. Such
disruptions in performance may relate to

governmental or regulatory actions or directive,

podepsano stranou, ktera se daného ustanoveni
ziekla.

d) Pokud bude(ou) nékteré(a) ustanoveni
této smlouvy prohlaSeno(a) za neplatné(a)
soudem s pfislusnou jurisdikci, toto rozhodnuti
nebude mit vliv na zbyvajici ustanoveni této
smlouvy, ktera zlstavaji plné v platnosti a
ucinnosti. Smluvni strany se v8ak pokusi nahradit
ustanoveni prohlasené(a) za neplatné(a), jak je
uvedeno vyse, pravné platnym(i) ustanovenim(i),
které(d) v co nejvétsi mife odrazi(eji) ucel
neplatného(ych) ustanoveni.

e) Tato smlouva se uzavira mezi stranami
této smlouvy na zakladé Zadné
ustanoveni obsazené v této smlouvé nebude
vykladano jako zalozeni spolecného podniku,
zameéstnani, partnerstvi nebo postaveni hlavniho
zprostfedkovatele poskytovatelem
zdravotnich sluzeb /zkou$ejicim a zadavatelem
nebo spolecnosti PSI a zadna ze stran nebude
mit na zakladé této smlouvy pravo, pravomoc ani
opravnéni jednat nebo vytvaret jakékoli zavazky,
at uz vyslovné ¢&i predpokladané, jménem druhé
strany.

rovnosti.

mezi

f) Tato smlouva a veskeré jeji pozdéjsi dodatky
mohou byt vyhotoveny ve stejnopisech a tyto
stejnopisy spole&né budou tvofit jednu smlouvu.

g) V pfipadé rozporu mezi anglickou a Ceskou
verzi této smlouvy se skute€ny zamér smluvnich
stran stanovi interpretaci
pfihlédnutim k obé&ma verzim. V pfipadé, zZe
rozpor nelze takovou interpretaci vyresit, bude
mit pfednost verze Ceska.

v dobré vife s

h) Strany berou na védomi, Ze plnéni
povinnosti vyplyvajicich z této smlouvy muze byt
ovlivnéno pandemii COVID-19 a mlze byt
odlozeno a/nebo provedeno jen Castecné v
disledku této probihajici zdravotni krize nebo
jinych udalosti, které jsou mimo pfimérenou
kontrolu a bez zavinéni dotéené strany. Tato
naruseni realizace mohou souviset s viadnimi
nebo regulaénimi opatfenimi nebo smérnicemi,
internimi pravidly a zasadami, jakoz i s dalSimi



internal rules and policies, as well as other
factors arising from the pandemic or other events
that are beyond the reasonable control of and
without fault of the affected Party, including but
not limited to reduction in or re-deployment of
available personnel, closure of facilities, or
shortage of resources. The Parties will keep each
other reasonably apprised of such circumstances
and agree that failure to perform or reasonable
delays in performance as a result of such
circumstances will not be deemed a breach of the
Agreement. The affected Party will use
reasonable efforts to overcome such disruptions.
To the extent applicable, the Parties will work
together in good faith to alter the requirements
and schedules set out in this Agreement in a
reasonable and equitable manner.

i) This Agreement shall be construed in
accordance with the laws of Czech Republic
without regard to its conflict of law’s provisions.

) The parties acknowledge that Act No.
340/2015 Coll., 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. The Agreement will not
disclose personal data of natural persons which
are not publicly available in the public register,
confidential information according to this
Agreement and trade secrets that the parties
agree in accordance with 8 504 of the Civil Code
as follows: study protocol and design, detailed
budget, number of trial subjects and their
remuneration, duration of the study, detailed
information on the Sponsor's insurance. Once
the Institution publishes the Agreement, the
Institution shall inform PSI of the publication via
the PSI data box with identifier: gw5vnbb and by
email The Act
on the Contract Register also obliges the

faktory vyplyvajicimi z pandemie nebo z jinych
udalosti, které jsou mimo pfiméfenou kontrolu a
bez zavinéni dotéené strany, véetné mimo jiné
snizeni nebo opétovného
dostupného personalu, uzavieni pracovist nebo
nedostatku zdroju. Strany se budou o takovych
okolnostech navzajem pfimérené informovat a
souhlasi, Ze neplnéni nebo pfiméfené opozdéni
plnéni v dlsledku téchto okolnosti nebude
povazovano za poruSeni smlouvy. Dotéena
strana vynalozi pfiméfené usili k prekonani
téchto naruSeni. Strany budou v pfislusném
rozsahu v dobré vife spolupracovat, aby
pozadavky a harmonogramy stanovené v této
smlouvé pfiméfenym a nestrannym zplsobem
upravily.

stavu nasazeni

i) Tato smlouva se bude Fidit a vykladat v
souladu s pravnimi predpisy Ceské republiky,
bez ohledu na ustanoveni koliznich norem.

)] Strany berou na védomi, ze zakon ¢.
340/2015 Sh. o registru smluv zavazuje
poskytovatele zdravotnich sluzeb k uvefejnéni
této smlouvy. Strany berou na védomi, ze
ucinnost této smlouvy nastane uvefejnénim
v registru smluv. Spole€nost PSI pfipravi strojové
Citelny elektronicky format této smlouvy, ktery v
souladu s oddilem 3 odst. 1 zdkona o registru
smluv zaslepi citlivé informace a =zasle je
poskytovateli zdravotnich sluzeb k uvefejnéni.
Ve smlouvé nebudou zvefejnény osobni udaje
fyzickych osob, které nejsou vefejné dostupné ve
vefejném rejstiiku, divérné informace dle této
smlouvy a dale pak obchodni tajemstvi, které si
smluvni strany sjednavajici ve smyslu ust. § 504
obCanského zakoniku takto: protokol a design
studie, rozpoCet, pocCet subjektd
hodnoceni a jejich odménovani, délka trvani
studie, detailni informace o pojisténi zadavatele.
Jakmile poskytovatel zdravotnich sluzeb tuto
smlouvu uvefejni, bude spole€nost PSI o
takovém uvefejnéni informovat prostfednictvim
datové schranky PSI s identifikatorem: gw5vnbb
a e-mailem

detailni

Zakon o registru



Institution to publish the estimated value of this
Agreement.  The parties agree that the
estimated total value is EUR 36 680. The
Sponsor acknowledges that the Institution as a
state-funded institution shall provide information,
with the exception of personal data, confidential
information of the Sponsor and trade secrets,
when requested by a third party in compliance
with Act No. 106/1999 Coll, on Free Access to
Information, as amended.

13 NOTICES

Notices to Sponsor shall be addressed to:

ISA Therapeutics B.V.
De Limes 7,
2342 DH Oegstgeest, The Netherlands

with a copy to PSI:

PSI CRO Czech Republic s.r.o.

V Parku 2343/24

148 00 Praha 4 — Chodov, Czech Republic
Attn: Country Management

Notices to Institution shall be addressed to:

Fakultni nemocnice v Motole, statni pfispévkova
organizace (University Hospital in Motol, state-
funded institution)
Clinical trial of drugs, secretariat of the Deputy
for Medical and Preventive Care
V Uvalu 84

150 06 Praha 5, Czech Republic

This section is not intended to govern the day-to-
business communications

the

day necessary

between Parties in performing their
obligations under the terms of this Agreement.
Any Party may change its notice address and
contact person by giving notice of same in the

manner herein provided.

smluv poskytovateli zdravotnich sluzeb uklada
rovnéz povinnost predpokladanou
hodnotu této smlouvy. Strany sjednavaji, ze
pfedpokladana celkova hodnota ¢ini 36 680
EUR. Zadavatel bere na védomi, Ze poskytovatel
zdravotnich sluzeb jakozto statni prfispévkova
organizace je povinen na dotaz tfeti osoby
poskytnout informace, vyjma osobnich Udaju,
divérnych informaci zadavatele a obchodnich
tajemstvi, podle zakona ¢&. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni
pozdéjSich predpisu.

uverejnit

13  OZNAMOVANI

Oznameni zadavateli se zasilaji na adresu:

ISA Therapeutics B.V.
De Limes 7,
2342 DH Oegstgeest, Nizozemsko

s kopii pro spole¢nost PSI na adresu:

PSI CRO Czech Republic s.r.o.

V Parku 2343/24

148 00 Praha 4 — Chodov, Ceska republika
K rukdm: Country Management

Oznameni poskytovateli zdravotnich sluzeb se
zasilaji na adresu:

Fakultni nemocnice v Motole
statni pfispévkova organizace
Klinické hodnoceni léCiv, sekretariat naméstka
pro LPP
V Uvalu 84

150 06 Praha 5, Ceska republika
Ugelem této ¢asti neni fidit kazdodenni obchodni

komunikaci mezi stranami pfi plnéni jejich
povinnosti podle této smlouvy. Kazda ze stran
mulze zménit svoji adresu pro oznamovani a
kontaktni osobu zaslanim oznameni o takové

skute€nosti zpisobem uvedenym v této smlouve.
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Agreed: Institution: Fakultni nemocnice v Motole
Schvdlil: Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

Title / Funkce:
Dated / Datum:

Agreed: Sponsor: ISA Therapeutics B.V. (Signed by PSI CRO Czech
Republic s.r.o. in the name of ISA Therapeutics B.V., based on Power of
Attorney)

Schvdlil: Zadavatel: ISA Therapeutics B.V (Podepsano PSI CRO
Czech Republic s.r.0. jménem ISA Therapeutics B.V., na zakladé piné
moci)

Name / Jméno: [

Title / Funkce: by Power of Attorney/na zakladé pIné moci
Dated / Datum:

Name / Jmeno: [

Title / Funkce: by Power of Attorney/na zakladé pIné moci
Dated / Datum:

The undersigned |GGG - i< nvestigator, | hereby confirm that

| have been properly made aware of the Agreement and relevant Study documentation and | undertake
to comply with the obligations arising therefrom. Furthermore, | undertake not to disclose information
regarding the Study without the prior written consent of the Sponsor, not to disclose any information
provided, to treat such information as confidential and to refrain from any other use of such information
and results than for the purposes of this Study. As Investigator, | agree that the Sponsor (and, if
applicable, the CRO) will collect, use, process and disclose my personal data, including my name,
qualifications and experience in the Study, my financial data concerning, among other things,
remuneration and financial compensation received and other personal data for study-related
administrative purposes and to ethics committees and government authorities, and | undertake to
ensure this approval also from the co-investigators and other members of the study personnel.

Nize podepsana |GGG - <o Z<ousejici potvrzuji, Ze jsem se Fadné

seznamila se smlouvou a pfisluSnou dokumentaci ke klinickému hodnoceni IéCiva a zavazuji se zajistit



dodrzovani povinnosti z nich vyplyvajicich. Dale se zavazuji nezvefejfiovat informace tykajici se
pfedmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele, zachovavat
micenlivost o vSech poskytnutych informacich, povazovat tyto za divérné a zdrzet se jakéhokoliv jiného
uziti téchto informaci a vysledkd nez pro ucely tohoto klinického hodnoceni. Jako zkousSejici souhlasim
s tim, ze zadavatel (a popf. i CRO) bude/budou shromazdovat, pouzivat, zpracovavat a zvefejfovat
mé osobni Udaje, v€etné jména, kvalifikace a zkusenosti v klinickém hodnoceni, mé finan¢ni Gdaje
vztahujici se mimo jiné k obdrzené odméné a finanéni nahradé a dal$i osobni Udaje k administrativnim
ucellim v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim a statnim ufadum a
zavazuji se zajistit tento souhlas i od spoluzkou$ejicich a ostatnich ¢lenud studijniho tymu.




ATTACHMENT 1
FINANCIAL ARRANGEMENTS

PRILOHA 1
FINANCNIi UJEDNANI

1. FEES

1. ODMENY

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

a) Kompenzace, kterd ma byt vyplacena
podle této smlouvy, je definovana v Dodatku.

b) All amounts defined in this Financial
Arrangement are exclusive of VAT. VAT will be
added according to the applicable legal
regulations on the day of invoicing by the
Institution.

b) Vedkeré C&astky definované vtomto
Finanénim ujednani jsou uvedeny bez DPH.
DPH bude pfipoctena podle platné pravni Upravy
v den fakturace poskytovatelem zdravotnich
sluzeb.

2. INVOICING

2. FAKTURACE

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”).
The Quarterly Overview and any other
documents required for invoicing the Study will
be sent to the following email address:

Any and all notifications
to the Institution will be sent to FN Motol
(University Hospital in Motol) and designated
Clinical Trial of Drugs, Secretariat of the Deputy
Director for Medical and Preventive Care, V
Uvalu 84, 150 06 Praha 5, Czech Republic or to
the contact email: If the
Institution agrees with the Quarterly Overview,
the Institution shall issue an invoice for the
amount indicated in the Quarterly Overview,
converted into CZK, using the conversion rate of
the Czech National Bank (CNB) on the date of
invoicing. Payments will be made as needed, but
no later than 31 December of the year in which
the invoice was sent.

a) U odmén, kde je proces fakturace
iniciovan spole¢nosti PSI, bude spole€nost PSI
poskytovateli zdravotnich sluzeb zasilat ¢tvrtletni
prehledy s Castek
poskytovatelem zdravotnich sluzeb na zakladé
provedenych studijnich navstév a studijnich
procedur a udaji ze studie hlaSenych v souladu
s touto (jednotlivé  ,Etvrtletni
prehled’). Ctvrtletni prehled a veskeré dalsi
podklady pro fakturaci studie budou zaslany na
emailovou  adresu:
VesSkera oznameni poskytovateli zdravotnich
sluzeb budou zaslana do FN Motol a oznagena
Klinické hodnoceni IéCiv, sekretariat naméstka
pro LPP, V Uvalu 84, 150 06 Praha 5, Ceska
republika Ci na kontaktni email:
Pokud poskytovatel
zdravotnich sluzeb a zkouSejici s Ctvrtletnim
prehledem souhlasi, vystavi fakturu na ¢astku
uvedenou ve Ctvrtletnim prehledu, pfepoctenou
na CZK sménnym kurzem Ceské narodni banky
(CNB) platnym ke dni fakturace. Platby budou
probihat dle potfeby, nejpozdéji vdak vzdy k 31.
12. roku, ve kterém byla faktura odeslana.

uvedenim vydélanych

smlouvou

b) Payments for services carried out by the
pharmacy of FN Motol (University Hospital in
Motol) will be made twice a year. Pharmac
representative:

b) Platby za sluzby provadéné lékarnou FN
Motol budou probihat 2 x ro&né. Zastupce
lékarny:

- pfipravi
podklad k fakturaci za sluzby lékarny provedené




the data for invoicing for the pharmacy services
carried out in the Study, which are listed in this
Agreement, and send them for approval to the

responsible person of the Sponsor (Veronika
Vostinakova,

The approved data for invoicing will be sent by
the responsible representative of the Sponsor to
the financial accounting office of FN Motol

Based on this data, the
financial accounting office of FN Motol will
prepare an invoice and send it to the Sponsor
according to the instructions provided in this
Agreement.

ve studii, jeZ jsou uvedeny v této smlouvé, a
zaSle je ke schvaleni odpovédné osobé
zadavatele

Schvaleny podklad k fakturaci bude odpovédnym
zastupcem zadavatele zaslan do finanéni
uctarny FN Motol Na
zakladé podkladu pfipravi finanéni ucétarna FN
Motol fakturu, kterou zaSle zadavateli dle
instrukci uvedenych v této smlouvé

c) Payments for services performed by the
Department of Imaging Methods of the Second
Faculty of Medicine, Charles University and the
Motol University Hospital (KZM) will be made

uarterly. The KZM representative -

guarterly basis, data for invoicing for radiological
services performed in the study, which are listed
in the financial annex to this Agreement, and
send them for approval to the responsible person
of the Sponsor
The
approved data for invoicing will be sent by the
responsible representative of the Sponsor to the
financial accounting office of FN Motol
Based on the data, the
financial accounting office of FN Motol will
prepare an invoice, and send it to the Sponsor
according to the instructions provided for in this
Agreement.

c) Platby za sluzby provadéné Kilinikou
zobrazovacich metod 2. LF UK a FN Motol (KZM
budou probihat Etvrtletné. Zastupce KZM i

- pfipravi
Ctvrtletné podklad k fakturaci za radiologické
sluzby provedené ve studii, jez jsou uvedeny ve
finan¢ni pfiloze této smlouvy, a zasle je ke

schvaleni zodpovédné osobé zadavatele

Schvaleny
podklad k fakturaci bude zodpovédnym
zastupcem zadavatele zaslan do finanéni
uctarny FN Motol Na

zakladé podkladu pfipravi finanéni uctarna FN
Motol fakturu, kterou =zaSle zadavateli dle
instrukci uvedenych v této smlouvé.

d) 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, converted as
described above.

d) U odmén, kde je proces fakturace
iniciovadn poskytovatelem zdravotnich sluzeb,
bude poskytovatel zdravotnich sluzeb dané
polozky fakturovat nejpozdéji tficet (30) dn(i poté,
S pouzitim

co se stanou fakturovatelnymi,

prepoctuy, jak je popsano vyse.

e) The Institution’s invoice shall comply
with tax requirements and indicate the Protocol
number.
invoice not later than thirty (30) days after the
closeout visit to the Institution.

The Institution shall issue the final

e) Faktura vystavend poskytovatelem

zdravotnich sluzeb bude splhovat danové
pozadavky a bude opatfena c&islem protokolu.
Poskytovatel  zdravotnich vystavi

kone€nou fakturu nejpozdéji tficet (30) dnd po

sluzeb




zavéreCné navstéveé poskytovatele zdravotnich
sluzeb.

3. PAYMENTS

3. PLATBY

a) PSI shall make the payments in CZK | a) Spole¢nost PSI bude platby provadét v
within thirty (30) days after receipt of the | CZK do ftficeti (30) dnd po pfijeti
undisputed invoice. nezpochybnitelné faktury.

b) PSI will only accept making payments to | b) Spole€nost PSI  bude akceptovat

bank accounts located in the country where the
services under this Agreement have been
performed.

provadéni plateb pouze na bankovni uéty vedené
v zemi, ve které byly sluzby podle této smlouvy
poskytovany.

c) 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.

C) Spole€nost PSI je opravnéna zadrzet
posledni platbu, dokud zkouSejici
neodpovi na vSechny Zadosti o objasnéni udaj(,
dokud nebudou vsechny studijni potfeby a/nebo
veSkery studijni Iék vracen ¢&i znien podle
pokyn( spolec¢nosti PSI a dokud spole¢nost PSI
neprovede zavérecnou navstévu poskytovatele
zdravotnich sluZeb.

fadné

d) Payments will be made to the following
bank account:

d) Platby budou zasilany na nasledujici
bankovni spojeni:

4. REIMBURSEMENTS OF
TRAVEL EXPENSES TO CLINICAL
TRIAL SUBJECTS

4. NAHRADY CESTOVNICH
VYDAJU SUBJEKTUM KLINICKEHO
HODNOCENI

Reimbursements of travel expenses will be paid
to the trial subjects through the financial

Nahrady
hodnoceni

cestovnich vydajl subjektliim
budou vyplaceny prostfednictvim




accounting office of FN Motol from the advance
payment provided by the Sponsor for these
purposes. FN Motol shall be entitled, after the
advance has been used up, to request a
proportional increase in the advance by the
Sponsor to ensure the payment of travel
reimbursement to the trial subjects, if the
advance is used up. At the end of the study, the
surplus will be returned to the Sponsor's account.
The advance will be provided in the amount of

upon enrollment of the first patient
at the Institution.

finan¢ni uctarny FN Motol ze zalohy poskytnuté
zadavatelem k témto ucelim. FN Motol je po
vyCerpani zalohy opravnéna pozadovat umérné
navySeni zalohy zadavatelem pro zajisténi
vyplaceni nahrad  subjektim
hodnoceni, pokud bude zaloha vylerpana. P¥i
ukoncéeni studie bude prebytek vracen na ucet
zadavatele. Zaloha bude poskytnuta ve vysi .

po zafazeni prvniho pacienta u
poskytovatele zdravotnich sluzeb.

cestovnich
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PRILOHA 2

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 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 notification is
prohibited on important grounds of public interest
in accordance with Article 28(3)(a) GDPR;

instructions  of

POZADAVKY NA ZPRACOVANI UDAJU

1. Poskytovatel zdravotnich sluzeb a
zkouSejici se zavazuji ke zpracovani osobnich
Udaju pro zadavatele a jeho jménem pouze v
souladu s pokyny zadavatele a pro ucely studie a
pro zajisténi shody zadavatele se zakony o

ochrané udaju.

2. Zpracovani osobnich udaju
poskytovatelem zdravotnich jakozto
zpracovatelem zadavatele se bude fidit touto
smlouvou, protokolem a informacemi
poskytovanymi  subjektim  studie, které
specifikuji pfedmét, dobu trvani, povahu a ucel
zpracovani, druh osobnich udaji a kategorie
subjektl udajd, prava a povinnosti stran i prava
zadavatele jakozto spravce.

sluzeb

3. Poskytovatel zdravotnich sluzeb a
zkousejici se zavazuji k dodrzovani povinnosti
vztahujicich se na zpracovatele, které jsou
popsany v ¢lanku 28 GDPR, jakoz i dalSich
povinnosti vyzadovanych zadavatelem podle

této smlouvy, v€etn& mimo jiné:

a) zavedeni a pribézného udrZovani
vhodnych  technickych ~a  organizaénich
bezpec€nostnich opatieni dostate€nych
minimalné Kk plnéni ulozenych
zadavateli jakozto spravci podle ¢l. 28 odst. 1
GDPR,;

povinnosti

b) zpracovani  osobnich  udaji  pro
zadavatele a jeho jménem pouze v souladu se
zdokumentovanymi pokyny zadavatele, a to i v
souvislosti s pfedavanim osobnich Gdaju do treti
zemé nebo mezinarodni organizaci. Pokud je ze
zakona aby poskytovatel
zdravotnich sluzeb zpracovalo osobni Udaje
jinym zplsobem, pak poskytovatel zdravotnich
sluzeb a zkouSejici oznami tuto skute€nost
spoleCnosti PSI a zadavateli pfed zahajenim
takového zpracovani nebo co nejdfive po ném,
pokud takové oznameni neni zakazano ze
zavaznych duvod( vefejného zajmu v souladu s

¢l.28 odst. 3 pism. a) GDPR;

vyzadovano,



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 Sponsors
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

(i) not any
statements or notifications about the personal

make

c) zajisténi, aby se pracovnici studie
opravnéni ke osobnich  udajl
zavazali k zachovani mi¢enlivosti nebo aby méli
odpovidajici zakonnou povinnost zachovavat

micenlivost (¢l. 28 odst. 3 pism. b) GDPR);

zpracovani

d) prijeti vSech opatfeni pozadovanych
podle ¢lanku 32 GDPR v souvislosti se
zabezpec&enim zpracovani (€l. 28 odst. 3 pism. c)
GDPR);

e) s vyhradou nize uvedeného oddilu 4
dodrzovani podminek popsanych v ¢l. 28 odst. 2
a 4 GDPR pro zapojeni jiného zpracovatele (¢l.
28 odst. 3 pism. d) GDPR);

zadavateli, s
zpracovani,

f) poskytovani
prihlédnutim k
prostfednictvim  vhodnych  technickych a
organizac¢nich opatfeni, pokud jsou takova
opatfeni mozn@, pro feSeni zadosti o uplatnéni
prav subjektd udaju (€l. 28 odst. 3 pism. e)
GDPR). Poskytovatel zdravotnich sluzeb a
zkouSejici budou spole¢nost PSI zejména
neprodlené informovat (a nejpozdéji do jednoho
(1) pracovniho dne) o jakékoli zadosti, kterou
obdrzi od subjektu studie nebo jménem subjektu
studie (nebo jakychkoli jinych subjektd udajd),
ktery uplatiiuje sva prava podle GDPR v kontextu
studie. Poskytovatel
zkouSejici budou tyto zadosti feSit v souladu
s pfiméfenymi  pokyny  zadavatele nebo
spolecnosti PSI a v souladu se zdkony o ochrané
udaju;

pomoci
povaze

zdravotnich sluzeb a

Q) poskytovani pomoci zadavateli pfi
zajisStovani pInéni povinnosti podle ¢lankl 32 az
36 GDPR, s pfihlédnutim k povaze zpracovani a
k informacim, které ma poskytovatel zdravotnich
sluzeb k dispozici (¢l. 28 odst. 3 pism. f) GDPR).
Zejména v pfipadé jakéhokoli poruseni ochrany
osobnich strany  poskytovatele
zdravotnich jakoZzto  zpracovatele
zadavatele, poskytovatel zdravotnich sluzeb a
zkousSejici: (i) do dvaceti ¢&tyf (24) hodin po
zjisténi takového poruseni ochrany osobnich
Udaju zaSlou pisemné oznameni takového
incidentu e-mailem

udaji  ze
sluzeb



data breach, as it relates to the processing for the
purpose of the Study, to any individual affected
by the incident, the public or any third party
without Sponsor’s prior written approval; and (iii)
immediately take steps to investigate and
mitigate the personal data breach and
reasonably cooperate with the Sponsor and/or
PSI;

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
Investigator agree that they will not engage
another processor for the purpose of the Study

Institution and the

(ii) nebudou ¢init zadna prohlaseni ani
oznameni o poruseni ochrany osobnich udajq,
pokud se tyka zpracovani pro ucely studie, Zzadné
osobé postizené takovym incidentem, vefejnosti
ani jakeékoli strané bez predchoziho
pisemného souhlasu zadavatele; a (iii)
neprodlené podniknou kroky k pro3etieni a
zmirnéni poruseni ochrany osobnich udaju a
budou se zadavatelem a/nebo spole¢nosti PSI
Vv rozumné mife spolupracovat;

treti

h) zniCeni nebo vraceni vSech osobnich
Udaju zadavateli podle uvazeni zadavatele po
vyprseni platnosti nebo po pfedéasném ukonceni
smlouvy, pokud neni zdkonné& pozadovano jejich
ulozeni (€l. 28 odst. 3g) GDPR) nebo pokud tyto
osobni  ddaje  neuchovava  poskytovatel
zdravotnich sluzeb jakoZto spravce pro své
vlastni Gcely;

i) poskytovani dikazi zadavateli a/nebo
spoleCnosti PSI o dodrzovani povinnosti
stanovenych v této pfiloze 2, a/nebo podle
uvazeni zadavatele nebo spolecnosti PSI a na
zakladé pfiméfeného upozornéni
pristupu zadavateli a/nebo PSI nebo tfeti strané
urené zadavatelem a/nebo spoleCnosti PSI
k provedeni auditu za kontroly
dodrzovani povinnosti poskytovatele zdravotnich
sluzeb uvedenych v této pfiloze 2, v zdkonech o
ochrané udaju (v€etné mimo jiné clanku 28
GDPR), pokynech zadavatele a/nebo
spole¢nosti PSI nebo ur€ené ftreti strany, ktera
dodrzuje vSechna pravidla
poskytovatele zdravotnich sluzeb v oblasti
ochrany zdravi a bezpecnosti (¢l. 28 odst. 3h)
GDPR); a

umoznéni

ucelem

prislusna

h) vedeni zaznamu prokazujicich shodu s
timto dodatkem 2 a se zakony o ochrané udaju,
vCetné zaznamu pozadovanych podle ¢l 30
odst. 2 GDPR.

4. V navaznosti na plnéni svych povinnosti
podle ¢lanku 28 GDPR poskytovatel zdravotnich
sluzeb a zkousejici souhlasi, ze pro ucely studie
nepovéfi  zpracovanim jiného
zpracovatele bez prfedchoziho pisemného

zadného



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
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; (ii)
received relevant data protection trainings; and
(iif) 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.

souhlasu zadavatele nebo souhlasu
poskytnutého jeho jménem (&l. 28 odst. 2

GDPR).

5. Poskytovatel zdravotnich sluzeb a
zkousejici:
a) zajisti, aby pracovnici studie

nezpracovavali osobni Udaje, kromé pfipadd,
které jsou v souladu se smlouvou, protokolem a
informacemi poskytovanymi subjektam studie;

b) podniknou veskera pfiméfena opatfeni k
zajisténi spolehlivosti a integrity kazdého
z pracovniku studie, ktefi maji pfistup k osobnim
Udajim, a zajisti, aby pracovnici studie: (i) byli
informovadni o povinnostech poskytovatele
zdravotnich sluzeb a zkouSejiciho podle tohoto
dodatku 2 a tyto povinnosti dodrzovali; ii)
absolvovali pfislusna Skoleni v oblasti ochrany
udaju; a (i) aby se zavazali k zachovani
davérnosti informaci.

6. Poskytovatel zdravotnich sluzeb a
zkousSejici ziskaji pfedchozi pisemny souhlas
zadavatele nebo  spole¢nosti PSI  se
zpracovanim osobnich Udaji mimo Evropsky
hospodafsky prostor nebo Svycarska.

7. Pokud poskytovatel zdravotnich sluzeb
jakozto zpracovatel zadavatele zpracovava
osobni udaje mimo Evropsky hospodarsky

prostor, tak zaruCuje, ze tak Cini v souladu se
zakony o ochrané udaja.



