Sobi.BIVV001-005

LOW INTERVENTIONAL CLINICAL
STUDY AGREEMENT
(with Institution and Investigator)

This Low Interventional Clinical Study Agreement
with the Institution and the Investigator (the
“Agreement”) is made and entered into by and
between:

Fakultni nemocnice Brno (University Hospital
Brno), Jihlavska 20, 625 00 Brno, Czech Republic,
IN: 65269705, TIN: CZ65269705, represented by
Ivo Rovny, MD, MBA, Director, state-funded
organization established by the decision of the
Ministry of Health, without obligation to register into
the Business Register, registered in the Trade
Licensing Register kept by the City of Brno Trades
Office (the “Institution”)

and

I offiliated  with

Fakultni nemocnice Brno (University Hospital
Brno), Jihlavska 20, 625 00 Brno, Czech Republic
(the “Investigator”)

and
PSI CRO Czech Republic s.r.o.

V Parku 2343/24, 148 00 Praha 4 — Chodov, Czech
Republic, IN: 28196775, TIN: CZ28196775,
registered in Business Register, Municipal Court in
Prague, section C, folio 132148, represented by
I,

Power of Attorney (“PSI”)

Institution, Investigator and PSI may be referred to
herein collectively as the “Parties” or individually
as a “Party”.

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
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Fakultni nemocnice Brno

SMLOUVA O PROVADENI
NiZKOINTERVENCNIHO KLINICKEHO
HODNOCENI
(se Zdravotnickym zafizenim a Hlavnim
zkousejicim)

Tuto Smlouvu o provadéni nizkointervenéniho
klinického hodnoceni se Zdravotnickym zafizenim
a Hlavnim zkous$ejicim (dale jen ,Smlouva®)
uzavreli:

Fakultni nemocnice Brno, Jihlavska 20, 625 00
Brno, Ceska republika, IC: 65269705, DIC:
Cz65269705, zastoupena MUDr. lvem Rovnym,
MBA, feditelem, statni pfispévkova organizace
zfizena rozhodnutim Ministerstva zdravotnictvi,
bez povinnosti zapisu do obchodniho rejstiiku,
zapsana do zivnostenského rejstfiku vedeného
Zivnostenskym Gfadem mésta Brna (dale jen
,Zdravotnické zarizeni“)

a

I  solupracujici

s Fakultni nemocnici Brno, Jihlavska 20, 625 00

Brno, Ceska republika (dale jen ,Hlavni
zkousejici*)
a

PSI CRO Czech Republic s.r.o.

V Parku 2343/24, 148 00 Praha 4 — Chodov, Ceska
republika, IC: 28196775, DIC: CZ28196775,
zapsana v OR u Méstského soudu v Praze, oddil
C, viozka 132148, zastoupena | EGTGzNE
I - 7:kiadE

plné moci (déle jen ,PSI%)

Zdravotnické zafizeni, Hlavni zkousSejici a PSI
mohou byt v této smlouvé oznacovany spole¢né
jako ,Smluvni strany“ nebo jednotlivé jako
»Smluvni strana“.
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PREAMBLE:

A. Swedish Orphan Biovitrum AB (publ),
with a principal place of business at SE-112 76,
Stockholm, Sweden (the “Sponsor”) is conducting
a low interventional clinical study (the “Study”).

B. The Study shall be conducted in full
compliance  with the Sponsor's  protocol
Sobi.BIVV001-005 “A low-intervention study to
evaluate long-term effectiveness of real-world
prophylactic treatment with efanesoctocog alfa on
joint-health in people with haemophilia A
(ALTITUDE)” and any amendments thereto (the
“Protocol”).

C. The Sponsor has engaged PSI as a contract
research organization to set up and conduct the
Study in Czech Repubilic.

D. PSI desires to engage the Institution and the
Investigator to conduct the Study, and the
Institution and the Investigator wish to conduct the
Study.

E. The Investigator shall act as the principal
investigator for the Study at the Institution.

The Parties agree as follows:
1. SERVICES AND OBLIGATIONS

1.1. Conduct of the Study

The Institution and Investigator hereby agree to
conduct the Study in accordance with this
Agreement and the Protocol. The Investigator shall
ensure all Investigator obligations are performed in
accordance with this Agreement and shall be liable
for any breach or non-performance of any such
Investigator obligations. The Institution and the
Investigator shall also follow PSI's and/or the
Sponsor’s instructions as they relate to the
Institution’s and/or the Investigator's performance
this Wherever, in this

under Agreement.
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PREAMBULE:

A. Spoleénost Swedish Orphan Biovitrum
AB (publ), se sidlem na adrese SE-112 76,
Stockholm, Svédsko (dale jen ,Zadavatel®)
provadi nizkointervenéni klinickou studii (dale jen
»Studie®).

B. Studie bude provadéna v plném souladu s
Protokolem Zadavatele Sobi.BIVV001-005
“Nizkointervenéni studie hodnotici dlouhodobou
ucinnost reélné profylaktické |écby pfipravkem
efanesoctocog alfa na stav kloubl u pacientd s
hemofilii A (ALTITUDE)” a v8emi jeho dodatky
(dale jen ,Protokol*).

C. Zadavatel angazoval PSI jako smluvni
vyzkumnou organizaci, aby zorganizovala a
provedla Studii v Ceské republice.

D. PSI si pfeje na provadéni Studie angazovat
Zdravotnické zafizeni a Hlavniho zkou$ejiciho a
Zdravotnické zafizeni a Hlavni zkouSejici si pfeji
provadét Studii.

E. ZkouSejici Iékaf bude jednat jako Hlavni
zkouSejici Studie ve Zdravotnickém zafizeni.

Smluvni strany se dohodly nasledovné:
1. SLUZBY A POVINNOSTI

1.1. Provadeéni Studie

Zdravotnické zafizeni a Hlavni zkouS$ejici
souhlasi, ze budou provadét Studii v souladu
s touto Smlouvou a Protokolem. Hlavni zkou$ejici
je povinen vykonavat vSechny zavazky Hlavniho
zkousejiciho v souladu stouto Smlouvou a
ponese odpovédnost za kazdé poruseni nebo
neplnéni téchto zavazkd Hlavniho zkousejiciho.
Zdravotnické zafizeni a Hlavni zkouSejici maji téz
povinnost Fidit se pokyny PSI a/nebo Zadavatele
tykajicimi se pInéni Zdravotnického zafizeni

a/nebo Hlavniho zkous$ejiciho vyplyvajiciho pro né
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Agreement, reference is made to obligations which
are incumbent on the Institution or Investigator for
services which may be performed by Study
Personnel (defined below), such reference is
intended to include Study Personnel. Should there
be any inconsistency between the Protocol and the
terms of this Agreement, the terms of the Protocol
shall prevail for the interpretation of scientific
matters and the terms of this Agreement shall
prevail for all other matters.

The Study shall be conducted at Department of
clinical hematology, Fakultni nemocnice Brno
(University Hospital Brno), Jihlavska 20, 625 00
Brno, Czech Republic. The Study completion is
expected in 2028. However, the Parties agree that,
if for any reason, the term of the Study is shortened
or extended, the Agreement shall remain in force
until the Study has been completed at the
Institution. The change to the above mentioned
dates shall be made effective through a written
notice exchanged between the Parties as per
Section 11. h) and shall not require a formal
amendment to this Agreement. The Institution and
the Investigator shall ensure that all individuals
and entities that perform any portion of the Study
under the Investigator's supervision (the “Study
Personnel”) conduct the Study in compliance with
this Agreement. Further, the Institution and the
Investigator shall ensure that all Study Personnel
are trained on the Protocol and Good Clinical
Practice (defined below).

The Institution and the Investigator shall conduct
the Study as soon as all of the following events
have occurred: (i) the Protocol, the Informed
Consent Form (defined below) and the Study have
approved by the responsible
committee(s) and the competent authority(ies);
(i) CRF (as defined below) has been made
available to the Institution and/or the Investigator;
and (iii) the Study site at the Institution has been
activated.

been ethics
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z této Smlouvy. Kdekoli se v této Smlouvé
odkazuje na povinnosti, které ma Zdravotnické
zafizeni nebo Hlavni zkouSejici v souvislosti se
sluzbami, které mohou byt provadény Studijnim
personalem (definovanym nize), tykaji se tyto
povinnosti i Studijniho personalu. V pfipadé
jakéhokoli rozporu mezi Protokolem a podminkami
této Smlouvy maiji pro vyklad védeckych zalezZitosti
prfednost ustanoveni Protokolu a pro vsSechny
ostatni zalezitosti ustanoveni této Smilouvy.

Studie bude provedena na Oddéleni Kklinické
hematologie, Fakultni nemocnice Brno, Jihlavska
20, 625 00 Brno, Ceska republika. Dokoné&eni
Studie je pfedpokladano vroce 2028. Smluvni
strany se vSak dohodly,
jakéhokoli divodu doba trvani Studie zkracena

ze pokud bude z

nebo prodlouzena, tato Smlouva zlstane v
platnosti az do doby, kdy bude Studii ve
Zdravotnickém zafizeni ukonena. Zména vySe
uvedenych dat bude provedena prostfednictvim
pisemného oznameni mezi Smluvnimi stranami
dle ¢lanku 11 pism. h) a nebude vyzadovat
formalni dodatek k této Smlouvé. Zdravotnické
zafizeni a Hlavni zkousejici maji povinnost zajistit,
aby vSechny fyzické i pravnické osoby podilejici se
na provadéni Studie pod dohledem Hlavniho
zkouSejiciho (dale jen ,Studijni personal®)
provadély Studii v souladu s touto Smlouvou.
Zdravotnické zafizeni a Hlavni zkouSejici déale
zajisti, aby veSkery Studijni persondl byl vyskolen
ohledné Protokolu a spravné Kklinické praxe
(definovano nize).

Zdravotnické zafizeni a Hlavni zkouSejici maji
povinnost provést Studii, jakmile budou spinény
vSechny nasledujici podminky: (i) Protokol,
Informovany souhlas (definovany nize) a Studii
schvdlila pfislusna etickd komise a kompetentni
Uufad (ufady), (i) CRF (definovany nize) je
k dispozici  Zdravotnickému a/nebo
Hlavnimu zkousejicimu a (iii) Studijni pracovisté ve
Zdravotnickém zafizeni bylo aktivovano.

zarizeni
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1.2. Regulatory Compliance of Study

a) Each Party shall perform its obligations
under this Agreement with due diligence and in
strict compliance with all (i) applicable laws and
regulations in the country where the Study will be
conducted, 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. 463/2021 Coll.,
Stipulating the Detailed Conditions of the Clinical
Trial, as amended; and (ii) relevant guidelines and
generally accepted standards applicable to the
conduct of the Study, including without limitation
Good Clinical Practice (collectively, as amended
from time to time, the “Applicable Regulatory
Requirements”). Good Clinical Practice” or
“GCP” means in respect of the Study that level of
skill, care, prudence, judgment, foresight, integrity
and diligence that would be reasonably expected
of a leading institution, including practices that
accord with the ICH Guideline for Good Clinical
Practice (E6), good clinical practice requirements
as are specified in Regulation (EU) No 536/2014 of
the European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal products
for human use (“Regulation”), and repealing
Directive 2001/20/EC and in guidance published by
the European Commission pursuant to the
Regulation and the Commission Directive
2005/28/EC of 8 April 2005 laying down principles
and detailed guidelines for good clinical practice
(“GCP Directive”) as regards investigational
medicinal products for human use, as well as the
requirements  for  authorisation of  the
manufacturing or importation of such products,
Declaration of Helsinki and good clinical practice
requirements issued by the FDA.

b) Any modifications to the Protocol must be
made in accordance with the Applicable Regulatory
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1.2. Vyhovéni Studie regulaénim pozadavkim

a) Kazda ze Smluvnich stran bude vykonavat
své povinnosti vyplyvajici pro ni z této Smlouvy s
nélezitou svédomitosti a ve striktni shodé se: (i)
v8emi pravnimi zakony a predpisy v zemi, kde
bude Studie provadé&na, mimo jiné zédkonem C¢.
378/2007 Sb., o Iécivech, v platném znéni,
zdkonem ¢&. 372/2011 Sb., o zdravotnich sluzbach,
v platném znéni a vyhlaskou ¢&. 463/2021 Sbh., o
blizSich  podminkach  provadéni  klinického
hodnoceni humannich Iécivych pfipravka, v
platném znéni a (ii) relevantnimi pokyny a obecné

standardy vztahujicimi se na
Studie, zejména vc€etné& Spravné
klinické praxe (souhrnné ,Platné regulacni
pozadavky“ v plathém znéni). Spravnou
klinickou praxi“ nebo zkracené ,SKP“ se ve
vztahu ke Studii rozumi takovéa urover dovednosti,
péce, Usudku, pfedvidavosti,
poctivosti kterou Ize
ocekavat od vedouciho zdravotnického zafizeni,
vCetné postupu, které jsou v souladu s Pokynem
ICH pro spravnou klinickou praxi (E6), pozadavky
na spravnou Kklinickou praxi, jak jsou uvedeny v
Nafizeni Evropského parlamentu a Rady (EU) &.
536/2014 ze dne 16. dubna 2014 o klinickych
hodnocenich huménnich I&€ivych pfipravkd (dale
jen ,Nafizeni“), a o zruSeni smérnice 2001/20/ES
a v pokynech zvefejnénych Evropskou komisi v
souladu s nafizenim a smérnici Komise
2005/28/ES ze dne 8. dubna 2005, kterou se
stanovi zdsady a podrobné pokyny pro spravnou
klinickou praxi (dale jen ,Smérnice o spravné
klinické praxi), pokud jde o hodnocené humanni
Iécivé pFipravky, a dale v pozadavcich na povoleni
vyroby nebo dovozu téchto pfipravkd, Helsinské
deklaraci a pozadavcich na spravnou Kklinickou
praxi vydanych FDA.

pfijimanymi
provadéni

obezretnosti,

a peclivosti, rozumné

b) VeSkeré upravy Protokolu musi byt

provedeny v souladu s Platnymi regulacnimi
pozadavky a pisemné schvaleny Zadavatelem.
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Requirements and approved in writing by the
Sponsor.

c) The Parties acknowledge and agree that the
compensation and support provided to the
Institution and/or Investigator 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 the Sponsor, PSI, the
Investigator, and/or the Institution. Nothing
contained in this Agreement shall be construed in
any manner as an obligation or inducement for the
Institution or the Investigator to purchase, or to
recommend that any person or entity purchase,
services or products of the Sponsor or any entity
affiliated with the Sponsor or PSI.

1.3. Study Subjects

a) The Investigator shall use best efforts to
enroll an estimated number of 10 subjects to
participate in the Study and in accordance with the
eligibility criteria defined in the Protocol.

b) The Investigator acknowledges that
competitive recruitment is applied by Sponsor in
the Study and the Investigator agrees to
discontinue the screening of any Study subjects as
soon as the Sponsor notifies the Investigator that
the required number of Study subjects has been
reached. After such notification the Investigator will
proceed with screening of Study subjects only upon
receiving prior written approval by PSI and/or
Sponsor. The Investigator shall immediately cease
the enroliment of the Study subjects upon the
request of PSI or the Sponsor.
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c) Smluvni strany berou na védomi a souhlasi
s tim, Ze odména a podpora poskytovana
Zdravotnickému  zafizeni a/nebo
dle této Smlouvy predstavuje
férovou trzni hodnotu za poskytnuté sluzby, byla
vyjednana standardnim zplsobem a nebyla
stanovena zpusobem beroucim v Gvahu objem
nebo hodnotu pfipadnych doporugeni nebo jinych
obchodl jinym zplisobem uskuteénénych mezi
Zadavatelem, PSI, Hlavnim zkousejicim a/nebo
Zdravotnickym zafizenim. Zadna skuteénost v této
Smlouvé nebude vykladana zplsobem
pfipoustéjicim povinnost nebo pobidku pro
Zdravotnické zafizeni nebo Hlavniho zkousejiciho
nakoupit nebo doporucit, aby fyzickd nebo
pravnicka osoba nakoupila sluzby nebo produkty
Zadavatele nebo pravnické osoby pfidruzené
Zadavateli nebo PSI.

Hlavnimu
zkousejicimu

1.3. Subjekty hodnoceni

a) Hlavni zkousSejici vynalozi maximalni usili k
tomu, aby do studie zafadil odhadovany pocet 10
subjektl, které se Studie zucastni, a to v souladu s
kritérii pro zafazeni definovanymi v Protokolu.

b) Hlavni zkouSejici bere na védomi, ze
Zadavatel ve studii uplatfiuje kompetitivni nabor, a
souhlasi s tim, Ze ukon¢i proces vybéru Subjektu
hodnoceni, jakmile Zadavatel oznami Hlavnimu
zkousejicimu, ze bylo dosazeno pozadovaného
poctu Subjektdl hodnoceni. Po tomto oznameni
bude Hlavni zkousSejici pokracovat s vybérem
Subjektd hodnoceni pouze v pfipadé, Zze pfedem
obdrzi pisemny souhlas od PSI a/nebo Zadavatele.
Pokud to PSI nebo Zadavatel naridi, bude Hlavni
zkouSejici okamzité ukoncit nabor
Subjektd hodnoceni.

povinen
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1.4. Use of HIHS and Study questionnaires

a) PSI shall provide the Hemophilia Joint
Health Score Toolkit, Version 2.1 (“HJHS”) to be
used in the Study to the Institution and the
Investigator. HIJHS is jointly owned by the Hospital
for Sick Children, Centre Hospitalier Universitaire
Sainte-Justine, University of Colorado Health
Sciences Center, Karolinska Hospital, and
University Medical Center Utrecht. Notwithstanding
the terms of Sections 3, 5 and 6 of this Agreement,
the HIHS (i) shall only be used for the purpose of
the Study; (ii) shall not be modified, transferred,
distributed or released to any other person by the
Institution/Investigator; (iii) shall not be subject to
any rights by the Institution and/or the Investigator
other than as stated in the Protocol and (iv) shall
follow the publication requirements stated in this
Agreement, provided that the
Institution/Investigator shall not publish any part of
the HJHS itself that is not already publicly
available. Institution and Investigator represent and
agree that all publications and/or presentations
shall include the following copyright notice:

“Hemophilia Joint Health Score 2.1, © The Hospital
for Sick Children, Centre Hospitalier Universitaire
Sainte Justine, the Regents of the University of
Colorado, Karolinska Hospital, University Medical
Center Utrecht, 2009. Used under license by The
Hospital for Sick Children”.

b) Study questionnaires, in particular, Patient-
Reported Outcomes (“PROs”) shall be provided to
the Institution and the Investigator in order for the
Institution and the Investigator to provide them as
applicable to Study subjects in compliance with
Protocol and to enter the information collected from
the PROs into the CRFs (as defined below). The
PROs (i) shall only be used for the purpose of the

Study; and (ii) shall not be subject to any rights by
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1.4. Pouziti skoérovaciho systému HJHS a
studijnich dotaznikt

a) PSI je povinna dodat skérovaci systém
Hemophilia Joint Health Score Toolkit, verze 2.1
(dale jen ,HJHS®), ktery bude Zdravotnické
zafizeni a Hlavni zkouSejici ve Studii vyuzivat.
HJHS je ve spoleéném vlastnictvi Hospital for Sick
Children, Centre Hospitalier Universitaire Sainte-
Justine, University of Colorado Health Sciences
Center, Karolinska Hospital a University Medical
Center Utrecht. Bez ohledu na ustanoveni
uvedend v oddilech 3, 5 a 6 této Smlouvy se HIHS
(i) pouzije pouze pro ucely Studie, (ii) Zdravotnické
zarizeni/Hlavni zkouSejici jej nebude upravovat,
prevadét, distribuovat ani poskytovat zadné jiné
osobé, (iii) Zdravotnické zafizeni a/nebo Hlavni
zkousejici k nému nebude mit zadna jina prava,
nez jak je uvedeno v Protokolu, a (iv) bude se Fidit
pozadavky na zvefejnéni uvedenymi v této
Smlouve, pficemz Zdravotnické zafizeni/Hlavni
zkousejici nezvefejni zadnou ¢&ast samotného
HJHS, kter4d by jiz nebyla vefejné dostupna.
Zdravotnické Hlavni  zkouSejici
prohladuji a souhlasi s tim, ze v8echny publikace
a/nebo prezentace budou obsahovat nasledujici
upozornéni na autorska prava:

zafizeni a

“Hemophilia Joint Health Score 2.1, © The Hospital
for Sick Children, Centre Hospitalier Universitaire
Sainte Justine, the Regents of the University of
Colorado, Karolinska Hospital, University Medical
Center Utrecht, 2009. PouZito na zakladé licence
od The Hospital for Sick Children”.

b)  Studijni dotazniky, zejména Vysledky
hlasené pacientem (dale jen ,PRO") budou
poskytnuty Zdravotnickému zafizeni a Hlavnimu
zkouSejicimu, aby je mohli dle potfeby pFedlozit
Subjektim hodnoceni v souladu s Protokolem a
aby mohly byt Udaje ziskané z PRO zadany do
CRFs (definovanych nize). PRO (i) lze pouzit
vyhradné za u€elem Studie, a (ii) nevztahuji se na
né Zzadna prava nalezejici Zdravotnickému
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the Institution and/or the Investigator other than as
stated in the Protocol.

c) Upon completion or termination of the Study
or at the Sponsor’s or PSl's request, the Institution
and/or the Investigator shall return as applicable
the unused HJHS and PROs to the address
indicated by PSI or the Sponsor or destroy it/them,
as instructed by PSI or the Sponsor. The Institution
and/or the Investigator shall not destroy any HJHS
and PROs without the Sponsor’s or PSl’'s express
written consent.

1.5. Information Provided to Study Subjects

The Investigator shall obtain, in compliance with all
Applicable Regulatory Requirements, an Informed
Consent Form (the “Informed Consent Form”)
properly signed by or on behalf of each Study
subject prior to the Study subject’s participation in
the Study. The Investigator shall use the Informed
Consent Form and other templates for Study
subjects’ information as provided by PSI or the
Sponsor and approved in accordance with the
Applicable Regulatory Requirements.

1.6. Case Report Forms and Study Data

a) The Investigator shall record all data
resulting from the Study (the “Study Data”) in an
accurate, legible and complete manner.

b) PSI shall ensure access to the electronic
case report forms to be used and completed by the
Investigator (the “CRFs”). The Investigator shall
ensure that the CRFs are duly completed in
accordance with PSI or Sponsor Instructions.

C) The Institution and the Investigator shall
ensure that they have implemented and maintain
CTA Template, General, 23-MAY-2021
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zarizeni a/nebo Hlavnimu zkous$ejicimu, ktera
nejsou uvedena v Protokolu.

c) Po skonéeni nebo ukonéeni Studie, popfr.
na zadost Zadavatele nebo PSI, budou
Zdravotnické zafizeni a/nebo Hlavni zkouSejici
povinni vratit nevyuzité formulafe HJHS a PRO na
adresu, kterou mu sdéli PSI nebo Zadavatel, popf.
je zni¢it dle pokynd od PSI nebo Zadavatele.
Zdravotnické zafizeni a/nebo Hlavni zkousejici
nesmi bez predchoziho pisemného souhlasu
Zadavatele nebo PSI zadny formulaf HJHS a PRO
znicit.

1.5. Informace
hodnoceni

poskytnuté Subjektim

Hlavni zkou$ejici v souladu se vSemi Platnymi
regulaénimi pozadavky mé& povinnost ziskat od
vSech Subjektd hodnoceni informovany souhlas
(dale jen ,Informovany souhlas®) fadné
podepsany Subjektem hodnoceni nebo jeho
jménem pfed zahdjenim Subjektu
hodnoceni ve Studii. Hlavni zkouSejici ma
povinnost pouzivat Informovany souhlas a dalSi
formulafe k Subjektd  hodnoceni
poskytnuté PSI nebo Zadavatelem schvalené v
souladu se vSemi Platnymi regulacnimi pozadavky.

Ucasti

informovani

1.6. Zdznamy subjektu hodnoceni a Studijni
Udaje

a) Hlavni zkouSejici ma povinnost
zaznamenavat vesSkeré Udaje ziskané v prubéhu
provadéni Studie (dale jen ,Studijni Gdaje®)
presng, Citelné a uplné.

b) PSI je
elektronickym
hodnoceni, které Hlavni zkouSejici pouzije a vypini
(dale jen ,CRFs"). Hlavni zkouSejici je povinen
zajistit, aby byly CRFs fadné vypinény v souladu s
pokyny PSI nebo Zadavatele.

povinna  zajistit  pfistup Kk
formulafim zaznamd subjektu

C) Zdravotnické zafizeni a Hlavni zkouSejici
maji povinnost zajistit zavedeni a udrzovani
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appropriate measures to protect the confidentiality,
integrity and availability of Study Data and to
prevent the loss, alteration and unauthorized
access.

1.7. Financial Disclosure

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

1.8. Immediate Notice

The Institution and the Investigator shall notify PSI
and Sponsor in writing within the timelines defined
in the Protocol, or otherwise within twenty-four (24)
hours after occurrence, of any: (i) deviation from
the Protocol; (ii) serious adverse events, other
reportable adverse events as requested by the
Protocol; (iii) communications by a regulatory body
having an impact on the Study; (iv) any situation
that might require a replacement of the
Investigator, which shall not in any case be
replaced by the Institution without PSI’'s and
Sponsor’'s prior written consent, or any Study
Personnel; and (v) any incident that might affect
the safety and well-being of the Study subjects or
the integrity of the Study Data as well as any other
significant risks occurring in the Study as required
per the Protocol, Applicable Regulatory
Requirements, or instructions from PSI or Sponsor.
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pfiméfenych opatfeni k ochrané duavérnosti,
integrity a dostupnosti téchto Studijnich udaju a k
predchazeni jejich
neopravnénému pfistupu k nim.

ztrate, zmeéné a

1.7. Majetkové priznani

Hlavni zkousejici vyplni a odevzda PSI formulaf
majetkového pfiznani poskytnuty PSI tykajici se
finanénich zajmu a déle stfetu zajma, které Hlavni
zkousejici a/nebo jeho rodinni pfislusnici mohou
mit ve vztahu k Zadavateli. Hlavni zkousejici také
zajisti, aby tento(tyto) formulaf(e) majetkového
vyphili i vSichni spoluzkouSejici a
odevzdali jej PSI. Hlavni zkous$ejici se zavazuije, ze
on i vsSichni spoluzkousejici poskytnou PSI a
Zadavateli aktualizovany(é) formulaf(e)
majetkového pfiznani, pokud v prabéhu Studie
nebo béhem jednoho (1) roku od jejiho dokon&eni
nebo ukonleni dojde ke zméné skutecnosti
uvedenych v puvodnich formulafich.

pfiznani

1.8. Okamzité oznameni

Zdravotnické zafizeni a Hlavni zkousejici maji
povinnost pisemné informovat PS| a Zadavatele
bé&hem doby stanovené Protokolem nebo v jinych
pfipadech béhem dvaceti Ctyf (24) hodin od doby,
kdy dojde k: (i) odchylce od Protokolu, (ii) vyskytu
zavazné nezadouci pfihody nebo reportovatelné
nezadouci pfihody dle pozadavk( Protokolu, (iii)
komunikaci s regulanim ufadem s dopadem na
Studii, (iv) jakékoli situaci, ktera by mohla
vyzadovat nahrazeni Hlavniho zkouSejiciho, ktery
byt v pfipadé nahrazen
Zdravotnickym bez pfedchoziho
pisemného a Zadavatele, nebo
kteréhokoli ¢lena Studijniho persondlu a (v)
jakémukoli incidentu, ktery by mohl ovlivnit
bezpe€nost a zdravi Subjektd hodnoceni nebo
integritu  Studijnich 0dajt, jakoz i o dalSich
vyznamnych rizicich, ktera se ve Studii vyskytnou
podle pozadavkl Protokolu, Platnych regulacénich
pozadavkl nebo pokynu PSI nebo Zadavatele.

nesmi zadném
zarizenim

souhlasu PSI
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1.9. IT Security

The Sponsor/PSI acknowledges that by the date of
signing this Agreement, it has raised all
requirements for the IT equipment, including
system and access rights, confirms their
functionality, and will not require further
requirements and conditions in the future. The
Sponsor/PSl is aware that any future requirements
may not be met by the Institution. The Institution
warrants that it will not reject any such potential
future requests without a serious reason based on
a threat to cybersecurity.

2.  COMPENSATION

a) The compensation under this Agreement for
the conduct of the Study is set out in the Financial
Arrangements enclosed as Attachment 1. The
amount(s) included in the Financial Arrangements
represent the entire compensation under this
Agreement.

b) The Institution and the Investigator
acknowledge that PSI is not obliged to pay for
Protocol violations, incomplete CRFs or any other
improperly performed services.

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

pay.

d) The Institution and the Investigator
acknowledge and agree that the Sponsor and/or
PSI may disclose information related to
compensation and payments hereunder as may be
necessary to comply with Applicable Regulatory
Requirements.

e) Unless otherwise agreed herein, payments
will be made for eligible, evaluable Study subjects
only. For the purpose of this Section, eligible Study
subjects are patients who meet all of the inclusion
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1.9. IT Bezpecnost

Zadavatel/PSI prohlasuje, Zze do dne podpisu
smlouvy vznesl vSechny pozadavky na |IT
vybaveni, v€etné systémovych a pfistupovych
prav, potvrzuje jejich funkénost a v budoucnu
nebude vyZadovat dalSi pozadavky a podminky.
Zadavatel/PS| si je védom, Ze pfi pripadnych
budoucich poZzadavcich mu nemusi byt ze strany
Zdravotnického zafizeni vyhovéno. Zdravotnické
zarizeni se zarucuje, Ze takové pfipadné budouci
pozadavky neodmitne bez zavazného duvodu
spocivajiciho v ohrozeni kybernetické bezpe€nosti.

2. KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
pfilozenych k této Smlouvé jako Ptiloha 1. Tyto
Castky uvedené ve Finannich ujednéanich
predstavuji celkovou kompenzaci vyplacenou na
zakladé této Smlouvy.

b)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, ze PSI neni povinna provést
platbu v pfipadé poruSeni Protokolu, nevyplnénych
CRFs nebo jinych sluzeb, které nebyly fadné
poskytnuty.

C) Zdravotnické zafizeni a Hlavni zkouSejici
nebudou Ucétovat Subjektu hodnoceni ani jiné treti
strané zadné vydaje, za jejichz zaplaceni je
odpovédna PSI nebo Zadavatel.

d) Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi a souhlasi s tim, ze Zadavatel
a/nebo PSI smi zvefejnit informace souvisejici s
odménou a platbami dle této Smlouvy v rozsahu
nezbytném pro zachovani souladu s Platnymi
regulaénimi poZzadavky.

e) Pokud neni v této Smlouvé dohodnuto jinak,
budou platby provedeny pouze za zpUsobilé,
hodnatitelné Subjekty hodnoceni. Pro uc¢ely tohoto
oddilu se zpUsobilymi Subjekty hodnoceni rozumi
9/37
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requirements and do not meet any of the exclusion
criteria of the Protocol, who were enrolled by
Investigator and from whom Informed Consent
Form to participate in the Study has been obtained.
Evaluable Study Subjects are patients for whom
CRFs have been properly completed in
accordance with the Protocol, and who have
completed the appropriate Study procedures set
forth in the Protocol and undergone the evaluations
required by the Protocol.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
including but not limited to, related know-how
reports, documents, notes, analyses, studies,
samples, drawings, diagrams, designs, flowcharts,
databases, models, plans, software or material,
that is: (i) disclosed prior to or after the effective
date of this Agreement by or on behalf of PSI
and/or the Sponsor to the Institution, the
Investigator or the Study Personnel in connection
with this Agreement; or (ii) obtained, developed or
generated by the Institution, the Investigator and/or
the Study Personnel in connection with the Study.
The Confidential Information shall include, without
limitation, the Study, the Protocol, the Investigator’s
Brochure, the Study Data, the Intellectual Property
(defined below) and all information regarding the
Sponsor, PSI or any of their affiliates. All
Confidential Information shall belong solely and
exclusively to PSI or the Sponsor, as the case may
be.

b) Confidential Information does not include
information that: (i) is in the public domain at the
time of its disclosure to the Institution and/or the
Investigator; (ii) was, as evidenced by written
records or other competent proof, in the
Institution’s and/or the Investigator’s possession on
a non-confidential basis prior to its disclosure; or
(iiif) enters the public domain as a result of a third
CTA Template, General, 23-MAY-2021
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pacienti, ktefi spliuji vSechny pozadavky na
zafazeni a nespliuji zadné z vylu€ovacich kritérii
Protokolu, ktefi byli zafazeni do Studie Hlavnim
zkousejicim a od kterych byl ziskan Informovany
souhlas s Ucasti ve Studii. Hodnotitelnymi Subjekty
hodnoceni se rozumi pacienti, u nichz byly fadné
vyplnény CRFs v souladu s Protokolem a ktefi
absolvovali pfislusné Studijni postupy stanovené v
Protokolu a podstoupili hodnoceni vyzadovana
Protokolem.

3. DUVERNOST

a) Za ,Divérné informace”
vesSkeré divérné nebo soukromé informace nebo
Udaje jakéhokoli druhu a v jakékoli formé, v€etné
mimo jiné souvisejicich zprav o know-how,
dokumentl, poznamek, analyz, studii, vzorkd,
vykresl(, diagramu, navrhd, vyvojovych diagramd,
databazi, modeld, planl, softwaru nebo materiald,
které jsou: (i) pfed nebo po nabyti Uc¢innosti této
Smlouvy zpfistupnény PSI a/nebo Zadavatelem ¢i
jejich jménem Zdravotnickému zafizeni, Hlavnimu
zkousejicimu nebo Studijnimu  persondlu v
souvislosti s touto Smlouvou, nebo (i) ziskany,
vyvinuty nebo vytvofeny Zdravotnickym zafizenim,
Hlavnim zkouSejicim a/nebo Studijnim
persondlem v souvislosti se Studii. Duvérné
informace zahrnuji zejména informace tykajici se
Studie,  Protokolu,  Pfirucky
Studijnich udaju, DusSevniho
(definovano nize) a veSkeré informace tykajici se
Zadavatele, PSI nebo kterékoli z jejich pobocek.
Veskeré Davérné informace jsou ve vyhradnim
vlastnictvi PSI nebo Zadavatele, dle situace.

se povazuji

zkousejiciho,
vlastnictvi

b) Ddvérné informace nezahrnuji informace,
které: (i) jsou v dobé zpfistupnéni Zdravotnickému
zafizeni a/nebo Hlavnimu zkousSejicimu vefejné
dostupné, (ii) byly dle pisemnych zaznamud nebo
jingch ddkazd ve vlastnictvi Zdravotnického
zafizeni a/nebo Hlavniho zkous$ejiciho predtim,
nez jim byly poskytnuty, bez povinnosti zachovavat
jejich duvérnost, nebo (iii) které se stanou vefejné
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party’s activities, through no act or omission by the
Institution, the Investigator or any Study Personnel.

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

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

e) The Institution and the Investigator shall
return or destroy any Confidential Information
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dostupnymi na zakladé &innosti tfeti strany, nikoli
na zakladé opomenuti Zdravotnického zafizeni,
Hlavniho zkous$ejiciho nebo Studijniho personalu.

C) Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni uchovat vSechny Duvérné informace
v pfisném utajeni a pouzit vesSkera pfimérena
bezpecnostni opatfeni, aby zabranili jejich
neopravnénému nebo  vyzrazeni.
Zdravotnické zafizeni a Hlavni zkousSejici jsou
povinni vyuzivat Davérné informace pouze pro
Ucely této Smlouvy. Zdravotnické zafizeni a Hlavni
zkousejici smi zpfistupnit DGvérné informace
pouze tém ¢lenim Studijniho personalu, ktefi tyto
informace potfebuji znat kvali provadéni Studie a
na které se vztahuje povinnost miéenlivosti ve
stejné mife, jako je povinnost micenlivosti
stanovena v této Smlouvé. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni upozornit Studijni
personal povahu Duvérnych
informaci a ponesou odpovédnost za poruseni
povinnosti utajeni ze strany jakéhokoli Studijniho
personalu.

pouziti

na dudvérnou

d) V pfipadé, Ze Zdravotnické zafizeni nebo
Hlavni zkousSejici nebo kterykoli jiny Studijni
personal obdrzi soudni pfikaz nebo jiny pravné
zavazny  pozadavek Duvérné
informace, je Zdravotnické zafizeni nebo Hlavni
zkouSejici povinen neprodlené informovat PSI a
Zadavatele, jakmile se o] takovém
pfikazu/pozadavku dozvi, a pfedtim, nez budou
Dlvérné informace zpfistupnény. Zdravotnickeé
a Hlavni jsou povinni
spolupracovat s PSI a/nebo Zadavatelem v Usili
ziskat omezeni nebo ochranu pfed takovymto
pfikazem poZadujicim pFedani
kazdém pfipadé jsou Zdravotnické zafizeni a
Hlavni zkousejici povinni zvefejnit pouze minimum
Davérnych informaci nutnych k
pozadavku.

zpfistupnit

zafizeni zkouSejici

informaci. V

vyhoveéni

e) Po ukonceni nebo vyprSeni platnosti této
Smlouvy budou Zdravotnické zafizeni a Hlavni
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within their possession upon termination or
expiration of this Agreement in accordance with
PSI or the Sponsor’s instructions, provided,
however, that Institution and the Investigator may
retain one (1) copy of Confidential Information
solely for archival and legal purposes. Any such
copy shall continue to be subject to the terms of this
Section 3.

f) The obligations of confidentiality exist at all
times during this Agreement and shall survive the
expiration or earlier termination of this Agreement
for a period of ten (10) years.

4. PERSONAL DATA

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

b) 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 and Data Protection
Laws. In all such cases of disclosure, the Institution
and the Investigator shall respect the “data
minimization” principle of privacy The Institution
and Investigator shall pseudonymize any Study
subject data before entering them into the CRFs or
otherwise transferring them to PSI, the Sponsor or
their vendors.

c) The Parties acknowledge that Institution and
Sponsor independent controllers, the
Investigator is a processor acting on behalf of the
Institution and PSI is a processor acting on behalf

are
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zkousejici povinni vratit nebo zni¢it vSechny
Dlvérné informace ve svém drZeni v souladu s
pokyny PSI nebo Zadavatele, mohou si vSak
ponechat jednu (1) kopii Duvérnych informaci
vyhradné pro ucely archivace a splnéni svych
zakonnych povinnosti. Na tuto kopii se i nadale
budou vztahovat ustanoveni oddilu 3.

f) Povinnost utajeni informaci bude trvat po
celou dobu platnosti této Smlouvy a zlistane v
platnosti i po skoncéeni jeji platnosti, popf. po jejim
dfivéjSim ukonc&eni, po dobu deseti (10) let.

4.  OSOBNI UDAJE

a)  Smluvni strany budou dodrzovat vSechny
platné pravni pfedpisy o ochrané osobnich udaju,
v€etné obecného nafizeni o ochrané osobnich
udaju (EU) 2016/679 (dale jen ,GDPR) a zakona
¢. 110/2019 Sbh., o zpracovani osobnich udaja, ve
znéni pozdéjSich pfedpisu (spolecné déale jen
.Zakony o ochrané osobnich adaja“).

b)  Zdravotnické zafizeni a Hlavni zkouSejici
budou sdilet osobni Udaje se
Zadavatelem a/nebo PSI pouze v pfipadé, ze je to
nutné pro spinéni jejich povinnosti podle této
Smlouvy nebo na zadost Zadavatele v souladu s
Platnymi regulaénimi pozadavky a Zakony o
ochrané osobnich udaju. Ve vSech pfipadech, kdy
Zdravotnické zafizeni a Hlavni zkou$ejici osobni
Udaje poskytnou, budou povinni dodrzet zasadu
poskytnout pouze nezbytné nutné osobni Udaje.
Zdravotnické zafizeni a Hlavni zkousSejici jsou
povinni anonymizovat veskeré Udaje o Subjektech
hodnoceni prfed jejich zadanim do CRFs nebo
jejich predanim jinym zplsobem PSI, Zadavateli
nebo jejich dodavatelam.

opravnéni

C) Smluvni
Zdravotnické

strany berou na védomi, ze
zafizeni a jsou
nezavislymi spravci udaju, Hlavni zkousejici je
zpracovatelem  Udaji  jednajicim  jménem
Zdravotnického zafizeni a PSI je zpracovatelem

Zadavatel

12/37

CONFIDENTIAL



Sobi.BIVV001-005

of the Sponsor, as defined by the GDPR with the
following responsibilities:

i. Unless otherwise agreed in writing, each
Party shall ensure compliance with
applicable Data Protection Laws regarding
the data processing operations it carries
out. Each Party is responsible for the
processing carried out by itself.

ii. The Institution and the Investigator are
solely responsible for the processing of all
data within the scope of treatment, in
particular in the patient file for each Study
subject. The Institution and the Investigator
are also responsible for the factually
correct input of personal data of the Study
subjects into the CRFs. Sponsor is
responsible for the data processing in the
CRFs and the subsequent data
processing.

d) Investigator, shall as part of the ICF, provide
an appropriate privacy notice to each Study subject
and obtain a written privacy authorization from
each Study subject, complying with Data Protection
Laws, which will enable Institution to provide
Sponsor, PSI and other persons and entities
designated by Sponsor access to completed CRFs,
source documents and all other information
required by the Protocol.

e) The Institution shall act as a contact point for
Study subjects. The
inquiries which cannot be answered or processed
to PSI and PSI shall provide Institution with
answers to be provided to the Study subjects by the
Institution; this shall be done in pseudonymized
form using the study-specific identification number.

Institution shall forward
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Udaji jednajicim jménem Zadavatele, jak je
definovano v GDPR, s nasledujicimi povinnostmi:

i. Pokud nebude pisemné dohodnuto jinak,
kazda Smluvni strana zajisti dodrzovani
platnych Zakonl o ochrané osobnich
Udaji v souvislosti se zpracovanim
osobnich Gdajt, které provadi. Kazda
Smiluvni strana ponese odpovédnost za
zpracovani osobnich (daju, které bude
provadét.

ii. Zdravotnické zafizeni a Hlavni zkouSejici
ponesou vyhradni odpovédnost za
zpracovani vSech osobnich udaja v ramci
leécby, zejména za Udaje zadavané do
dokumentace pacienta pro kazdy Subjekt
hodnoceni. Zdravotnické zafizeni a Hlavni
zkousejici také ponesou odpovédnost za
faktickou spravnost osobnich Udaja
Subjekttd hodnoceni zadavanych do CRFs.
Zadavatel nese  odpovédnost za
zpracovani osobnich udaju v CRFs a jejich
nésledné zpracovani.

d) Hlavni zkouSejici je povinen uveést
v Informovaném souhlasu kazdého Subjektu
hodnoceni pfislusné oznameni
osobnich udaji a ziskat od kazdého Subjektu
hodnoceni pisemny souhlas v souladu se zakony
0 ochrané osobnich udaji, ktery umozni
Zdravotnickému zafizeni poskytnout Zadavateli,
PSI a dalSim osobam a subjektim urCenym
Zadavatelem pfistup k vyplnénym CRFs,
zdrojovym dokumentim a vSem dalSim

informacim poZzadovanym Protokolem.

0 ochrané

€)  Zdravotnické zafizeni bude plnit roli
kontaktni osoby Subjektl hodnoceni. Zdravotnickeé
zarizeni pfeda dotazy, na které nelze odpovédét
nebo které nelze zpracovat, PSI a PSI sdéli
Zdravotnickému zafizeni odpovédi, které poté
preda Subjektim
hodnoceni; to se provede v anonymizované
podobé s pouzitim

Zdravotnické zarizeni

identifikaéniho  d&isla
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The Sponsor is responsible for providing answers
to the Study subjects via the Institution.

f) Prior to and during the course of the Study,
the Sponsor and PSI will process personal data of
the Investigator and the Study Personnel. In order
to inform the Investigator and the Study Personnel
about the processing of their personal data, PSI will
provide the Institution and/or the Investigator with
data protection notice(s) which the Institution and
the Investigator shall promptly distribute to every
member of the Study Personnel (even if a member
joins the Study Personnel at a later stage). Any
guestions should be forwarded to the Sponsor
and/or PSI.

Q) Upon becoming aware of a personal data
breach, each Party shall promptly notify the other
Party in writing, but no later than within one (1)
calendar day upon becoming aware of such breach
and fulfill the (statutory) notification obligations
timely, as well as assess, mitigate and remedy the
impact of such breach.

h) Without limiting the generality of the
aforementioned provisions of this Section 4, each
Party shall ensure that any collection, handling, of
any human biological materials, limited to blood
(“Biological Materials”), is
accordance with the Protocol, Informed Consent
Form, Data Protection Laws and the Applicable
Regulatory Requirements.

carried out in

5. INTELLECTUAL PROPERTY

a) The Institution and the Investigator
acknowledge and agree that the Sponsor shall
have exclusive ownership rights to all Study Data,
results, improvements, developments, discoveries,
inventions, work, know-how and other rights
(whether or not patentable), created, developed,
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specifického pro Studii. Zadavatel je povinen
zodpovédét  otazky  Subjektl hodnoceni
prostfednictvim Zdravotnického zafizeni.

f) Pfed zahajenim Studie a v jejim pribéhu
budou Zadavatel a PSI zpracovavat osobni Udaje
Hlavniho zkousejiciho a Studijniho personalu. Za
ucelem Hlavniho zkouSejiciho a
Studijniho persondlu o zpracovani jejich osobnich
Udajli  poskytne PSI
a/nebo Hlavnimu zkouSejicimu oznameni o
ochrané osobnich (daji, které Zdravotnické
zafizeni a Hlavni zkou$ejici neprodlené rozeSlou
kazdému ¢lenu Studijniho personalu (i v pfipadé,
Ze se Clen Studijniho persondlu pfipoji pozdéji).
VeSkeré otazky je nutné predavat Zadavateli
a/nebo PSI.

informovani

Zdravotnickému zafizeni

o)) Po zjiSténi poruseni zasad ochrany
osobnich udaji bude kazda Smluvni strana
povinna okamzité, nejpozdéji vSak do jednoho (1)
kalendafniho dne od zjisténi takového poruseni,
pisemné informovat druhou Smluvni stranu a véas
splnit (zakonnou) oznamovaci povinnost, a také
posoudit, zmirnit a odstranit dopad takového
poruseni.

h)  Aniz by tim byla omezena obecna platnost
vySe uvedenych ustanoveni tohoto oddilu 4, kazda
Smluvni strana je povinna zajistit, aby jakykoli
odbér a manipulace s jakymkoli lidskym
biologickym materialem, omezujicim se na krev
(dale jen ,Biologicky materiél®), byla provadéna v
souladu s Protokolem, Informovanym souhlasem,
zdkony o ochrané osobnich udaju a Platnymi
regulaénimi poZzadavky.

5. DUSEVNI VLASTNICTVi

a)  Zdravotnické zafizeni a Hlavni zkousejici
uznavaji a souhlasi, ze Zadavatel bude mit
vyhradni vlastnicka prava ke vSem Studijnim
Udajlim, vysledkim, vylepSenim, k vyvojim, k
objeviim, vynalezim, dildm, know-how (at uz
patentovatelnym ¢i nikoli) a dalSim, vytvofenym,
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and/or reduced to practice as a result of or in
connection with the conduct of the Study and/or the
use of the Confidential Information, together with all
intellectual property rights relating thereto (the
“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.

b) Institution and Investigator hereby assign
and transfer and agree to assign and transfer and
to cause each of Institution’s Study Personnel to
assign and transfer, without additional
consideration, to Sponsor all rights, titles, and
interests in and to any such Intellectual Property.
At the Sponsor's request, Institution and the
Investigator shall provide reasonable assistance to
obtain patents, including causing the execution of
any invention assignment or other documents.

c) The existing technologies of Sponsor,
Institution and Investigator are their separate
property and are not affected by this Agreement.
The Institution shall have exclusive ownership of
any inventions or discoveries conceived or reduced
to practice solely by Institution and/or Investigator
that are not Study Data or Intellectual Property and
do not rely upon, use, or incorporate any
Confidential Information.

6. PUBLICATION

a) The Institution and the Investigator agree
that the Sponsor shall have the sole and exclusive
right to the first publication of the results of the
Study. Such Sponsor publication is intended to be
a multi-center publication of the Study results,
collected from all investigators and institutions
participating in the Study (the “Multi-Center
Publication”). If the Investigator is interested in

contributing to or participating in the Multi-Center
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vyvinutym a/nebo uvedenym do praxe v dasledku
nebo v souvislosti s provadénim Studie, a/nebo
pouzivanim D{vérnych informaci spole¢né s pravy
dusevniho vlastnictvi s nimi souvisejicimi (déle jen
,pusevni vlastnictvi“). Zdravotnické zafizeni a
Hlavni zkouS$ejici jsou povinni neprodlené pisemné
informovat PSI a Zadavatele o veSkerém
Dusevnim vlastnictvi, vytvofeném Zdravotnickym
zafizenim, Hlavnim zkous$ejicim a/nebo Studijnim
personalem.

b) Zdravotnické zafizeni a Hlavni zkousejici
timto postupuji a pfevadi a souhlasi s tim, ze
postoupi a pfevedou a pfiméji veskery Studijni
persondl Zdravotnického zafizeni, aby postoupil a
pfevedl na Zadavatele, bez dalSiho protiplnéni,
veskera prava, tituly a podily na jakémkoli takovém
DuSevnim vlastnictvi. Na zadost Zadavatele
poskytne Zdravotnické zafizeni a Hlavni zkousejici
pfiméfenou pomoc pfi ziskavani patentl, véetné
toho, Zze zajisti pfipsani vynalezu nebo jiné
potfebné dokumenty.

c) Stavajici technologie Zadavatele,
Zdravotnického zafizeni a Hlavniho zkou$ejiciho
jsou jejich samostatnym majetkem a tato Smlouva
se na né nevztahuje. Zdravotnické zafizeni je
vylu€¢nym vlastnikem vSech vynalezd nebo objevd,
které vymyslel nebo uvedl do praxe vyhradné
Hlavni zkouSejici a/nebo Zdravotnické zafizeni,
které nejsou Studijnimi Gdaji nebo Dusevnim
vlastnictvim a které se neopiraji o Duavérné
informace, nepouzivaji je ani je neobsahuiji.

6. PUBLIKACE

a)  Zdravotnické zafizeni a Hlavni zkousejici
souhlasi s tim, ze Zadavatel bude mit vyhradni
pravo na prvni publikaci vysledk( Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledkl multicentrického hodnoceni
ziskanych od vSech zkousSejicich a zdravotnickych
zafizeni podilejicich se na Studii (dale jen
~Publikace vysledkut multicentrického

hodnoceni®). V pfipadé, Zze bude mit Hlavni
15/37
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Publication, he or she must contact the Sponsor.
Selection of authors/participants will be governed
by the Sponsor, considering individuals’
contribution to the Study.

b) The Institution and the Investigator may
publish or otherwise present the results of the
Study obtained by the Institution and/or the
Investigator (an “Independent Submission”)
provided that all of the following conditions have
been satisfied: (i) the Multi-Center Publication has
been published; or, if no such publication has
occurred, at least eighteen (18) months have
passed since the completion, or earlier termination,
of the Study at all participating sites (including the
final database lock); (ii) before submitting the
Independent Submission to a publisher, reviewer
or other outside party, the Institution and/or the
Investigator must  submit the  proposed
Independent Submission to the Sponsor and allow
the Sponsor at least ninety (90) days to review and
provide comments; (iii) if the Sponsor requests
additional time at any point during the ninety (90)
day review, the Institution and/or the Investigator
shall delay the publication or presentation of the
Independent Submission for up to one hundred
twenty (120) additional days in order to permit the
Sponsor time to obtain Intellectual Property
protections; (iv) the Institution and/or the
Investigator shall in good faith consider any
comments provided by Sponsor and shall, as
requested by the Sponsor, delete all references to
Confidential Information (except the results of the
Study obtained by the the
Investigator) .

Institution and
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zkousejici zajem pfispét k Publikaci vysledk
multicentrického hodnoceni nebo se na ni podilet,
je tfeba, aby kontaktoval Zadavatele. Vybér
autorl/participujicich bude fidit Zadavatel pfi
zvazeni prispéni jednotlivych zkouSejicich ke
Studii.

b) Zdravotnické zafizeni a Hlavni zkousejici
smi publikovat nebo jinak prezentovat vysledky
Studie ziskané Zdravotnickym zafizenim a/nebo
Hlavnim (dale jen ,Nezavisla
publikace*) za predpokladu, ze byly splnény
vSechny nésledujici podminky: (i) vysledky
multicentrického hodnoceni byly publikovany,
nebo pokud nebyly, uplynulo od dokon&eni nebo

zkouSejicim

pfed€asného ukonleni Studie ve vSech
participujicich  centrech  (v€etné  finélniho
uzamcéeni databaze) alespon osmnact (18)

mésicu, (ii) Zdravotnické zafizeni a/nebo Hlavni
zkousejici jsou povinni pfed zaslanim Nezavislé
publikace vydavateli, recenzentovi &i jiné treti
strané odevzdat publikaci v
navrhované podobé Zadavateli a ponechat
Zadavateli lhatu v délce alespon devadesati (90)
dnd na kontrolu a komentaf, (iii) pokud Zadavatel
kdykoli béhem devadesatidenni (90) kontroly
pozada o dodateCnou lhutu, Zdravotnické zafizeni
a/nebo Hlavni zkous$ejici na zadost Zadavatele
odlozi publikaci nebo prezentaci Nezavislé
publikace az o dalSich sto dvacet (120) dnu za
ucCelem umoznéni Zadavateli ziskat ochranu
Dusevniho vlastnictvi, (iv) Zdravotnické zafizeni
a/nebo Hlavni zkouSejici v dobré vife zvazi
veSkeré pfipominky Zadavatele a na Zadost
Zadavatele odstrani vesSkeré odkazy na Duvérné
informace (s vyjimkou vysledki
ziskanych Zdravotnickym zafizenim a Hlavnim
zkousejicim).

Nezavislou

ze Studie
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7. LIABILITY AND NOTIFICATION OF
CLAIMS AND INSURANCE

7.1. Liability of Parties

a) The Institution and the Investigator shall be
liable for and responsible to the Sponsor, its
affiliates and PSI, for any claims, causes of action,
proceedings, investigations (including subpoenas
or other legal process) made or suits or litigation
brought by a third party (collectively “Claims”),
resulting from (i) the negligence and wrongful acts
or omissions, or (ii) the failure to adhere to the
terms of this Agreement, the Protocol and/or
Applicable Regulatory Requirements, by the
Institution, Investigator, their agents or employees
including Study Personnel, provided, however,
that, the Institution and the Investigator shall not be
liable for Claims arising out of the negligence or
wrongful acts or omissions of Sponsor or PSI, its
agents and employees.

b) For the avoidance of doubt, nothing under
this Agreement, especially in this Section 7 shall be
deemed to exclude or limit the liability of either
Party for any form of liability that may not be
excluded or limited by law.

7.2. Notification of Claims

a) The Institution and the Investigator shall
promptly, and in any event within thirty (30) days
after receipt of notice of any Claim, serve a notice
in writing to PSI and the Sponsor about any such
Claims related to the Study against the Institution,
the Investigator, the Study Personnel or other staff
in connection with the Study. The Institution and
the Investigator shall fully cooperate in all
reasonable aspects upon request by PSI and/or the
Sponsor in the investigation and/or defense of
these claims or lawsuits.
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7. ZAVAZKY A OZNAMENiI NAROKU A
POJISTENI

7.1. Odpovédnost Smluvnich stran

a)  Zdravotnické zafizeni a Hlavni zkouSejici
nesou odpovédnost a zodpovidaji se Zadavateli,
jeho pfidruzenym spole¢nostem a PSI za jakékoli
naroky, zaloby, vySetfovani (vCetné
soudnich obsilek nebo jinych pravnich postupt)
nebo Zaloby ¢&i soudni spory podané treti stranou
(souhrnné dale jen ,Naroky*), které vyplyvaji z (i)
nedbalosti a protipravniho jednani nebo
opomenuti nebo (ii) nedodrzeni podminek této
Smlouvy, Protokolu a/nebo Platnych regulaénich
pozadavkd, a to ze strany Zdravotnického
zafizeni, Hlavniho zkouSejiciho, jejich zastupcl
nebo zaméstnancl véetné Studijniho personalu,
avSak plati, ze Zdravotnické zafizeni a Hlavni
zkousejici nejsou odpovédni za Naroky vyplyvajici
z nedbalosti nebo protipravniho jednani &i
opomenuti Zadavatele nebo PSI a jejich zastupcl
a zaméstnancu.

fizeni,

b) Aby se predeSlo pochybnostem, zadna
ustanoveni této Smlouvy, zejména ustanoveni v
tomto oddile 7, nelze chpat jako zbaveni nebo
omezeni odpovédnosti kterékoli ze Smluvnich
stran za jakoukoli formu odpovédnosti, kterou
nelze vyloucit nebo omezit ze zakona.

7.2. Oznameni o narocich

a)  Zdravotnické zafizeni a Hlavni zkousejici
jsou povinni neprodlené, nejpozdéji vSak do tficeti
(30) dnG od obdrzeni oznadmeni o jakémkoli
Naroku, predat PSI a Zadavateli pisemné
oznameni o kazdém Naroku tykajicim se Studie
Zdravotnickému Hlavnimu
zkou$ejicimu, Studijnimu personalu nebo jinym
pracovnikim v souvislosti se Studii. Na zadost PSI
a/nebo Zadavatele jsou Zdravotnické zafizeni a
Hlavni zkousejici povinni plné spolupracovat ve
vSech smérech pfi vySetfovani a/nebo obhajobé

vUGi zafizeni,
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b) PSI or Sponsor shall promptly serve a notice
in writing to Institution and/or the Investigator in
case PSI or Sponsor receives notice of any Claim
for which it will seek compensation from Institution
and/or the Investigator pursuant to Section 7.1 a)
above.

7.3. Insurance

Each Party shall maintain a policy or program of
insurance or self- insurance at levels sufficient to
support its obligations assumed in this Agreement
and to comply with the Applicable Regulatory
Requirements.

7.4 Limitation of Liability

The Parties explicitly disclaim liability for indirect,
consequential, or special damages arising from or
in relation to this Agreement.

8. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

8.1. Regulatory Inspections

a) The Institution and the Investigator shall
promptly notify PSI and Sponsor of any inspection
or investigation relating to the Study by any
regulatory, governmental or law agency (including
without limitation the EMA) which it becomes aware
of, subject to the Applicable Regulatory
Requirements. PSI, the Sponsor and/or their
representatives shall have the right to attend and/or
participate in any such inspection or investigation,
subject to the Applicable Regulatory
Requirements.

b) Before the Institution or the Investigator
submits any materials or information to an agency
in connection with an inspection or investigation
related to the Study, PSI and the Sponsor shall
have the right to review, provide and/or comment
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téchto Narokud nebo Zalob.

b) PSI nebo Zadavatel jsou povinni neprodlené
dorucit Zdravotnickému zafizeni a/nebo Hlavnimu
zkousejicimu pisemné oznameni v pfipadé, ze PSI
nebo Zadavatel obdrzi oznadmeni o jakémkoli
Naroku, za ktery budou pozadovat od
Zdravotnického  zafizeni a/nebo  Hlavniho
zkousejiciho nahradu podle oddilu 7.1 a) vySe.

7.3. Pojisténi

Kazda Smluvni strana bude mit sjednanu pojistnou
smlouvu  nebo  program  pojisténi  nebo
samopojisténi ve vySi dostateCné pro zajisténi
svych zavazkl pfijatych vtéto Smlouvé a pro
splnéni Platnych regulaénich pozadavkd.

7.4 Omezeni odpovédnosti

Smluvni strany se vyslovné zfikaji odpovédnosti za
nepfimé, nasledné nebo specialni Skody vzniklé na
zakladé této Smlouvy nebo v souvislosti s ni.

8. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

8.1. Regulaéni kontroly

a) S vyhradou Platnych regulac¢nich
pozadavkl jsou Zdravotnické zafizeni a Hlavni
zkouS$ejici povinni neprodlené pisemné oznamit
PSI a Zadavateli kazdou regulaéni kontrolu nebo
Setfeni tykajici se Studie, kterou provadi regulacni,
statni nebo kterykoli jiny afad (véetné EMA) a o niz
S vyhradou Platnych regulacnich
pozadavkd budou mit PSI, Zadavatel a/nebo jejich
zastupci pravo byt pfitomni u takovych kontrol a
Setfeni a/nebo se na nich podilet.

se dozvi.

b) PSI a Zadavatel budou mit pravo revidovat,
poskytovat a/nebo komentovat tyto materialy
a/nebo informace predtim, nez je Zdravotnické
zafizeni zkoudejici  poskytne
regulacnimu Ufadu v souvislosti s inspekci nebo

nebo Hlavni
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on any such materials and/or information. The
Institution and the Investigator shall: (i) cooperate
with any regulatory agency; (ii) comply with the
reasonable requirements of any inspection; and
(i) ensure the Investigator and Study Personnel
are available to explain and discuss any Records
(defined below) and documentation related to the
Study; and (iv) in case of findings, respond and
undertake appropriate corrective and preventive
actions in a timely manner. Institution and the
Investigator shall promptly forward to Sponsor and
PSI copies of written communications regarding
inspections, including any reports, as far as legally
permissible.

8.2. Audit and Monitoring Visits by PSI and
the Sponsor

The Institution and the Investigator shall cooperate
with PSI, the Sponsor and their representatives for
the performance of Study monitoring and audits
during normal business hours and with reasonable
frequency and prior notice. In particular, PSI, the
Sponsor and their representative(s) may examine
Institution’s and Investigator’s facilities required for
performance of the Study and review and duplicate
essential Study documents, assess the Study
conduct and the relevant data processing systems,
and interview any person who has been involved in
the conduct of the Study, all in compliance with the
Applicable Regulatory Requirements and the
Informed Consent Forms.

8.3. Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including CRFs, documentation regarding
the Study relevant source documents, any other
essential documents and materials, as required by
the  Protocol, the Applicable Regulatory
Requirements and PSI's and the Sponsor's
instructions (collectively the “Records”) for, at a
minimum, the longest of the following: (i) twenty
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Setfenim souvisejicim se Studii. Zdravotnické
zafizeni a Hlavni zkouSejici jsou povinni: (i)
spolupracovat s regulaénim Gradem, (ii) dodrzovat
odpovidajici pozadavky inspektord a (iii) zajistit,
aby Hlavni zkousejici a Studijni personal byly k
dispozici a diskusi ohledné
Zaznamu (definovanych nize) a dokumentace
souvisejici se Studii, a (iv) v pfipadé zjisténi véas
reagovat a pfijmout vhodna napravna a preventivni
opatfeni. Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni neprodlené pfedat Zadavateli a PSI
kopie pisemnych sdéleni tykajicich se inspekci,
véetné vSech zprav, pokud to bude pravné
pripustné.

pro vysvétleni

8.2. Audity a monitorovaci navstévy PSl a
zadavatele

Zdravotnické zafizeni a Hlavni zkouS$ejici jsou
povinni spolupracovat s PSI, Zadavatelem a jejich
zastupci pfi monitoringu Studie a auditech v bézné
pracovni dobé a s pfiméfenou Cetnosti, pokud mu
budou pfedem oznameny. PSI, Zadavatel a jejich
zastupce (zastupci) mohou zejména provéfit
vybaveni Zdravotnického zafizeni a Hlavniho
zkouSejiciho potfebné k provadéni Studie a
zkontrolovat a okopirovat zakladni dokumenty
studie, posoudit pribéh Studie a pfislusné systémy
pro zpracovani udaju a vyslechnout vSechny
osoby, které se podileji na provadéni Studie, a to
vSe v souladu s Platnymi regulaénimi pozadavky a
Informovanym souhlasem.

8.3. Vedeni zaznamu

Zdravotnické zafizeni a Hlavni zkousSejici povedou
presné, Uplné a aktualni zéznamy o vSech
Studijnich Udajich, které budou zahrnovat CRFs,
dokumentaci tykajici se pfislusnych Studijnich
zdrojovych dokumentl a jakékoli dalsi nezbytné
dokumenty materidly dle pozZadavki
Protokolu, Platnych regulaénich pozadavkili a
pokynt PSI a Zadavatele (dale jen souhrnné
,Zaznamy“)  minimalné pro nejdelsi z

nebo
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five (25) years after Sponsor has notified Institution
that the Study has been discontinued or completed,
or (ii) the minimum period required by Applicable
Regulatory Requirements. The Institution and the
Investigator shall keep all the Records in a safe and
secure location the period required by the
Applicable Regulatory Requirements and in
compliance with the information given to the Study
subjects. The Sponsor shall inform the Institution
no later than 6 months before the end of the
archiving period about how the records and
documents related to the clinical trial should be
handled. If the Sponsor does not inform the
Institution within the specified period, it shall be
deemed that the Sponsor agrees to their disposal.
If the Sponsor requests an extension of the
archiving period at the Institution, the Institution
shall be entitled to request a fee.

8.4. Reports on the progress of the Study

The Sponsor, through PSI, shall prepare reports on
the course of the Study within the scope of the
legislation (Act No. 378/2007 Coll. on Medicinal
Products, Regulation No. 463/2021 Coll., on the
detailed conditions for conducting clinical trials of
medicinal products for human use, Regulation (EU)
No. 536/2014 of the European Parliament and of
the Council) and submit them to the relevant Ethics
Committee, the Institution (by e-mail to uvv-oks-
klinickestudie@fnbrno.cz), or other authorized
entities within the time limits set by the legislation.

9. TERMINATION AND SUSPENSION

9.1. Term

This Agreement comes into effect as of the date of
its disclosure in the Contract Register in
accordance with Act No. 340/2015 Coll., on the
Contract Register, as amended (the “Effective
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nasledujicich: (i) dvacet pét (25) let od data, kdy
Zadavatel oznami Zdravotnickému zafizeni, Ze
Studie je preruSena nebo ukonéena, nebo (ii)
minimalni doba pozadovana Platnymi regulaénimi
pozadavky. a Hlavni
zkousSejici jsou povinni uchovat vSechny Zaznamy
na bezpeéném misté po dobu vyzadovanou
Platnymi regulaénimi pozZadavky a v souladu s
informacemi poskytnutymi Subjektim hodnoceni.
Zadavatel bude informovat Zdravotnické zafizeni
nejpozdéji 6 mésicu pred uplynutim doby archivace
o tom, jakym zpUsobem ma byt s témito zaznamy
a dokumenty patficimi ke klinickému hodnoceni
nalozeno. V pfipadé, Zze Zadavatel ve stanovené
dobé Zdravotnické zafizeni informovat nebude, ma
se za to, ze souhlasi se skartaci. V pfipadég, ze
bude Zadavatel 0 prodlouzeni doby
archivace u Zdravotnického zafizeni, je
Zdravotnické zafizeni opravnéno pozadovat
zpoplatnéni.

Zdravotnické zafizeni

zadat

8.4. Zpravy o pribéhu Studie

Zadavatel, prostfednictvim PSI, se zavazuje
zpracovavat zpravy o pribéhu Studie v rozsahu
stanoveném pravnimi pfedpisy (zakon ¢&. 378/2007
Sh. o |éCivech, vyhlaska €. 463/2021 Sb. o bliz8ich
podminkach provadéni klinického hodnoceni
humannich [éCivych pFipravkd, Nafizeni
Evropského parlamentu a Rady (EU) €. 536/2014)
a tyto v terminech stanovenych pravnimi pfedpisy
predkladat Etické komisi,
Zdravotnickému zafizeni (e-mailem na uvv-oks-

prislusné

klinickestudie@fnbrno.cz), prip. dalSim
opravnénym subjektiim.

9. UKONCENi A POZASTAVENI

9.1. Dobatrvani

Tato Smlouva nabyva ucinnosti dnem jejiho

uverejnéni v registru smluv v souladu se zdkonem

€. 340/2015 Sh., o registru smluv, ve znéni
pozdéjSich predpisu (dale jen ,Datum aéinnosti®).
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Date”). Unless terminated earlier in accordance
with this Section 9, this Agreement shall remain in
effect until the Study closeout visit at the Institution.

9.2. Termination by PSI

PSI may terminate this Agreement with immediate
effect: (i) if the Institution and/or the Investigator
breaches this Agreement and fails to cure such
breach within thirty (30) calendar days from the
receipt of written notice; (ii) if PSI or the Sponsor in
good faith believe the continuation of the Study
presents an unreasonable medical risk to the Study
subjects or if there are efficacy or safety concerns;
(iii) if the Study is suspended or not initiated at the
Institution for any reason; or (iv) if the agreement
between the Sponsor and PSI regarding the Study
is terminated.

9.3. Termination by the Institution or the

Investigator

The Institution or the Investigator may terminate
this Agreement with immediate effect: (i) if PSI
breaches this Agreement and fails to cure such
breach within thirty (30) calendar days from the
receipt of written notice; or (ii) if the Institution
and/or the Investigator in good faith believe that the
continuation of the Study presents an
unreasonable medical risk to the Study subjects.
Institution and the Investigator shall immediately
cease enrollment of Study subjects upon receipt of
notice of termination.

9.4. Surviving Clauses

The termination or expiration of this Agreement
shall not relieve any Party of its obligation to the
other with respect to the following provisions:
Section1.4 [Use of HIHS and Study
questionnaires], Section 1.7 [Financial Disclosure],
CTA Template, General, 23-MAY-2021

Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

Pokud nebude tato Smlouva ukoncéena pfed¢asné
dle Oddilu 9, bude uginna, dokud se nevykona
zavére€na navstéva ve Zdravotnickém zafizeni.

9.2. Ukon¢eni spole¢nosti PSI

PSI muUze tuto Smlouvu s okamzitou platnosti
ukongit v téchto pfipadech: (i) pokud Zdravotnické
zafizeni a/nebo Hlavni zkouSejici poruSi tuto
Smlouvu a nesjednaji napravu do tficeti (30)
kalendafnich dna od pisemného
upozorneéni, (ii) pokud se PSI nebo Zadavatel v
dobré vife domnivaji, Ze pokracovani Studie
predstavuje nepfiméfené zdravotni riziko pro
Subjekty hodnoceni nebo pokud existuji obavy
ohledné ucinnosti nebo bezpecnosti pfipravku, (iii)
pokud je Studie z jakéhokoli
Zdravotnickém zafizeni pozastavena nebo nebude
zahajena, nebo (iv) pokud je ukonéena smlouva
mezi Zadavatelem a PSI tykajici se Studie.

obdrzeni

divodu ve

9.3. Ukon¢eni Zdravotnickym zafizenim nebo
Hlavnim zkousejicim

Zdravotnické zafizeni nebo Hlavni zkouSejici mlze
tuto Smlouvu s okamzitou platnosti ukoncit
v téchto pfipadech: (i) pokud Spole€nost PSI
porusi tuto Smlouvu a nesjedna napravu do ftficeti
(30) kalendarnich dnli od obdrzeni pisemného
upozornéni, nebo (ii) pokud se Zdravotnické
zafizeni a/nebo Hlavni zkouSejici v dobré vife
domnivaji, Ze pokraCovani Studie predstavuje
nepfiméfené zdravotni riziko pro Subjekty
hodnoceni. Po obdrzeni ozndmeni o ukonceni
Smlouvy musi Zdravotnické zafizeni a Hlavni
zkouSejici okamzité ukoncit nabor Subjektl
hodnoceni.

9.4. Platnost po ukonc¢eni

Ukon&eni nebo vyprSeni této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti k
ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.4 [Pouziti skoérovaciho
systému HJHS a Studijnich dotazniku], Oddil 1.7
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Section 3 [Confidentiality], Section 4 [Personal
Data], Section 5 [Intellectual Property], Section 6
[Publication], Section 7 [Liability and Notification of
Claims], Section 8 [Inspections, Audits, Monitoring
and Record Keeping], Section 9.4 [Surviving
Clauses], Section 10 d) [Non-Debarment and Anti-
Corruption], Section 11  [Miscellaneous] and
Section 12 [Applicable Law and Place of
Jurisdiction].

10.NON-DEBARMENT AND ANTI-
CORRUPTION
a) The Institution and the Investigator

represent and warrant that they have not been and
will not be Debarred and that they will not make use
of, nor otherwise involve any Debarred person or
organization in the Study. For the purposes of this
Agreement, “Debarred” disqualified,
excluded or suspended from participation in clinical
research by any competent authority, including the
US FDA.

means

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

c) The Institution and the Investigator
represent and warrant that they have not been
convicted of any act of bribery or any other crime
of unethical business conduct and that they will not
involve in the Study any person convicted of bribery
or any crime related to unethical business conduct.

d) The Institution and the Investigator shall
promptly notify the Sponsor and PSI if either
becomes aware of any activities or circumstances,
CTA Template, General, 23-MAY-2021

Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

[Majetkové pfiznani], Oddil 3 [Davérnost], Oddil 4
[Osobni udaje], Oddil 5 [Dusevni viastnictvi], Oddil
6 [Publikace], Oddil 7 [zZavazky a oznameni
narokl], Oddil 8 [Kontroly, audity, monitorovani a
zaznamy], Oddil 9.4 [Platnost po ukonceni], Oddil
10 pism. d) [Nevylouceni a protikorupéni
ustanoveni], Oddil 11 [RGzné] a Oddil 12 [Platné
zakony a soudni pFislusnost].

10.NEVYLOUCENi A PROTIKORUPCNI

USTANOVENI

a) Zdravotnické zafizeni a Hlavni zkouSejici
prohladuji a zaru€uji, Zze jim nebyla a nebude
zakdzana ucast v klinickém vyzkumu a ze
nebudou vyuZzivat ani jinak zapojovat do Studie
zadnou osobu nebo organizaci, které byla
zakazana ucast na klinickém vyzkumu. Pro ucely
této Smlouvy se pojmem ,Zakazat“ rozumi pozbyti
kvalifikace, vylouceni z UCasti nebo pozastaveni
ucasti na klinickém vyzkumu jakymkoli pfislusnym
organem, véetné amerického Uradu FDA.

b) Zdravotnické zafizeni a Hlavni zkouSejici
nebudou pfimo, nepfimo ani prostfednictvim treti
strany: (i) platit nebo slibovat, Ze zaplati, pfijimat
Zadné Céastky ani (i) poskytovat, pfevadét C&i
pfijimat zadné cenné prfedméty za ucCelem: (a)
presvédceni ¢&i ovlivnéni jakékoli osoby, aby
jednala  nebo naopak nejednala  urcitym
zpusobem, (b) pokusu o ziskani nebo udrzeni
obchodni pfilezitosti, nebo (c) zajisténi necestné
vyhody.

C) Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji a zaruuji, Ze nebyli odsouzeni za
uplatkarstvi ani jakykoliv jiny trestny &in neetického
obchodu nezapoji
odsouzenou za Uplatkarstvi nebo jakykoliv trestny
¢in souvisejici s neetickym obchodem.

a ze do Studie osobu

d) Zdravotnické zafizeni a Hlavni zkouSejici
jsou povinni promptné uvédomit Zadavatele a PSI,
pokud se dozvi o Cinnostech nebo okolnostech,
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which may constitute or lead to a violation of this
Section and shall stop utilizing the services of any
person or organization subject to any investigation
about non-compliance with this Section.

11. MISCELLANEOUS

a) The Institution and the Investigator
represent that they are authorized to enter into this

Agreement under the Applicable Regulatory
Requirements and the internal rules of the
Institution.

b) No amendment to this Agreement (including
its attachments) shall be effective unless such
amendment is made in writing and signed by the
authorized representatives of the Parties hereto.

c) The Institution and/or the Investigator may
not assign or subcontract any rights or obligations
under this Agreement without the prior written
consent of the Sponsor. Even if the Sponsor
authorizes assignment or subcontracting, the
Institution and the Investigator remain fully
responsible and liable for the performance of the
assigned or subcontracted obligations. Sponsor
may assign his rights under this Agreement to an
affiliate or to an acquirer of all or substantially all of
the assets of the business to which this Agreement
pertains.

d) PSI will enter into an agreement with the
Investigator (and alternatively, with members of the
Study Personnel) regarding Study-related activities

beyond those for which the Institution is
responsible hereunder. Such agreement will
stipulate, including without limitation, the

remuneration for the Investigator (or alternatively,
for members of the Study Personnel) for
performance of such activities. The Sponsor
acknowledges that the amount of remuneration
must comply with the internal rules of the Institution
CTA Template, General, 23-MAY-2021

Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

které by mohly pfedstavovat nebo vést k poruseni
tohoto Oddilu a jsou povinni ukongit uzivani sluzeb
kterékoli osoby nebo organizace podléhajici
vySetfovani nedodrzeni tohoto Oddilu.

11. RUZNE

a)  Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji, ze jsou opravnéni uzavfit tuto Smlouvu
podle Platnych regulaénich poZadavku a vnitfnich
predpist Zdravotnického zafizeni.

b) Zadny dodatek k této Smlouvé (v&etné jeho
priloh) neni pokud neni vyhotoven
pisemné a podepsan opravnénymi zastupci
Smluvnich stran.

ucinny,

C) Zdravotnické  zafizeni a/nebo  Hlavni
zkousejici nesmi postoupit sva prava nebo
angazovat subdodavatele na plnéni svych
povinnosti vyplyvajicich z této Smlouvy bez
predchoziho pisemného souhlasu Zadavatele. | v
pfipadé, ze Zadavatel schvali postoupeni Ci
angazovani subdodavatel(, zustavaji
Zdravotnické zafizeni a Hlavni zkouSejici plné
odpovédni za pInéni vesSkerych postoupenych
povinnosti €i povinnosti, na jejichz pInéni byli
angazovani subdodavatelé. Zadavatel mize sva
prava vyplyvajici z této Smlouvy postoupit na
pfidruzenou spoleC¢nost nebo na nabyvatele
veSkerého nebo podstatné ¢asti majetku podniku,
kterého se tato Smlouva tyka.

d  PSI
pfipadné se ¢leny Studijniho personalu) smlouvu
na ¢innosti ve véci Studie nad ramec ¢innosti, za
které odpovida Zdravotnické zafizeni podle této
smlouvy. Smlouva mj. stanovi odménu Hlavniho
zkousejiciho (popf. ¢lenl Studijniho personalu) za
provedeni téchto d¢innosti. Zadavatel bere na
védomi, Ze vySe odmény musi byt po celou dobu
trvani Studie v souladu s vnitfnimi pfedpisy
Zdravotnického zafizeni, za coz odpovida Hlavni
zkouSejici.

uzavie s Hlavnim zkouSejicim (a
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for the whole course of the Study, for which the
Investigator is responsible.

e) 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.

f) 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.

9) The Institution and the Investigator
represent and warrant that neither the Investigator
nor any Study Personnel is subject to any
conflicting obligations or legal impediments and/or
has any financial, contractual or other interests in
the outcome of the Study that might interfere with
the performance of the Study or that is likely to
affect the reliability and robustness of the data
generated in the Study. Investigator shall inform
PSI in writing immediately upon learning of the
existence of any financial arrangement or interest
between the Investigator, any Study Personnel and
the Sponsor.

h) This Agreement is entered into between the
Parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Institution/Investigator and PSI or the
Sponsor; and no Party hereto by virtue of this
Agreement shall have the right, power or authority

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

e) V pfipadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy bude skuteény
smluvnich stran stanoven vykladem obou verzi
v dobré vife. V pfipadé, ze rozpor nebude mozné
vyfedit takovymto vykladem, pfevazuje verze
Ceska.

umysl

f) Pokud bude nékteré ustanoveni této
Smlouvy prohlaSeno za neplatné soudem
pfislusné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato
zbyvajici ustanoveni zUstavaji v plné platnosti a
Gcinnosti. Smluvni strany se v§ak pokusi nahradit
ustanoveni prohlaSené za neplatné ustanovenim
platnym, které pini stejny ucel jako neplatné
ustanoveni v co nejvétSim mozném rozsahu.

0) Zdravotnické zafizeni a Hlavni zkouS$ejici
prohladuji a zaruéuji, Zze Hlavni zkouSejici ani
nikdo ze Studijniho personalu nepodléhaji zadnym
konfliktnim zavazkim nebo pravnim prekazkam
a/nebo nemaji zadny finanéni, smluvni nebo jiny
zajem na vysledku Studie, ktery by mohl narusit
provadéni Studie nebo ktery by mohl ovlivnit
spolehlivost a robustnost udaju ziskanych v ramci
Studie. Hlavni zkouSejici je povinen pisemné
informovat PSI ihned poté, co se dozvi o existenci
jakéhokoli finan€niho ujednani nebo zajmu mezi
Hlavnim zkouS$ejicim, ¢lenem Studijniho personalu
a Zadavatelem.

h)  Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Zadné
ustanoveni této Smlouvy nesmi byt vykladano tak,
ze by vytvarelo spole¢ny podnik, zaméstnanecky
pomér, obchodni partnerstvi
zastoupeni mezi Zdravotnickym zafizenim /
Hlavnim zkousejicim a PSI nebo Zadavatelem;
zadna ze Smluvnich stran nema pravo, pravomoc
nebo opravnéni jednat nebo vytvaret jakékoli

nebo hlavni
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to act or create any obligation, express or implied,
on behalf of any other Party.

i) The Parties acknowledge and agree that the
Sponsor is an intended third party beneficiary of
this Agreement and shall have the right to enforce
the terms and provisions of this Agreement.

)] Wherever provision is made in this
Agreement for the giving, service or delivery of any
notice, statement or other instrument, such notice
shall be in writing and shall be deemed to have
been duly given, served and delivered, (i) if by
overnight courier then on the next business day
from the date of deposit with the overnight carrier;
(ii) if mailed by mail, registered, certified mail or first
class mail, then on the third (3rd) business day
from the date of deposit in the mail; or (iii) if by
electronic transmission, then at the time of
transmission (provided the original follows via first
class mail). All notices shall be addressed as
follows:

If to the Sponsor / Pro Zadavatele:

Fakultni nemocnice Brno

zavazky, vyslovné nebo predpokladané, z titulu
této Smlouvy a jménem kterékoli jiné Smluvni
strany.

i) Smluvni strany berou na védomi a souhlasi
s tim, ze Zadavatel je zamyslenou tfeti stranou
opravnénou z této Smlouvy a ma pravo vymahat
dodrzovani podminek a ustanoveni této Smlouvy.

) Pokud je v této Smlouvé vydano ustanoveni
o podavani, zajistovani nebo doru¢eni oznameni,
nebo jiného nastroje, bude toto
oznameni uc¢inéno pisemné a bude povazovano
za fadné podané, zajisténé a dorucené, pokud (i)
zaslano expresni kuryrni sluzbou, tedy nasledujici
pracovni den od data uloZeni u expresni kuryrni
sluzby, (i) zaslano postou, registrovanou
certifikovanou postovni spolecnosti nebo postou
prvni tfidy, tedy tfeti (3.) pracovni den od data
ulozeni u postovni spolec¢nosti, nebo (iii) pokud
zaslano elektronickou postou, tedy v ¢as odeslani
(za pfedpokladu, ze originél bude nasledné zaslan
postou prvni tfidy). VS8echna oznameni je nutné
adresovat témto osobam:

vyjadreni

Attn: I

Swedish Orphan Biovitrum AB (publ)

SE-112 76, Stockholm

Sweeden

Tel.: NN

With a copy to / S kopii pro:

Swedish Orphan Biovitrum AB (publ)
Attn: Global Legal & Compliance
SE-112 76 Stockholm

Sweden
If to PSI / Pro PSI:

PSI CRO Czech Republic s.r.o.

V Parku 2343/24

148 00 Praha

Czech Republic

Attn.: Legal

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025
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Fakultni nemocnice Brno

If to Institution / Pro Zdravotnické zafizeni:

Fakultni nemocnice Brno (University Hospital Brno)
Jihlavska 20,

625 00 Brno

Czech Republic

Attn.: Director

If to Investigator / Pro Hlavniho zkousejiciho:

Fakultni nemocnice Brno (University Hospital Brno)
Jihlavska 20,
625 00 Brno

Czech Republic

k) The Parties acknowledge that Act No.
340/2015 Coll., on the Contract Register, as
amended, obliges the Institution to publish this
Agreement. PSI shall prepare a machine-readable
electronic format of this Agreement which will blind
out sensitive information in compliance with
Section 3 Subsection 1 of the Act on the Contract
Register and send it to the Institution for
publication. Once the Institution publishes the
Agreement, the Institution shall inform PSI of the
publication via the PSI data box with identifier:
gwbvnbb and by email sent to info.prague@psi-
cro.com. The Act on the Contract Register also
obliges the Institution to publish the estimated
value of this Agreement. The parties agree that this
estimated amount shall be defined as EUR 20 377.

12. APPLICABLE LAW AND PLACE OF
JURISDICTION

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

b) Any claim or controversy arising out of or
related to this Agreement or any breach hereof

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

k) Smluvni strany berou na védomi, ze zakon
¢. 340/2015 Sb., o registru smluv, ve znéni
pozdéjSich predpisi, uklada Zdravotnickému
zarizeni povinnost tuto Smlouvu zvefejnit. PSI
pfipravi strojové Citelny elektronicky format této
Smlouvy, ktery bude mit redigované citlivé
informace v souladu s § 3 odst. 1 zakona o registru
smluv, a zaSle jej Zdravotnickému zafizeni ke
zvefejnéni. Jakmile Zdravotnické zafizeni zvefejni
Smlouvu, informuje o tom PSI prostfednictvim
datové schranky PSI s identifikatorem: gw5vnbb a
e-mailem zaslanym na adresu info.prague@psi-
cro.com. Z&kon o registru smluv rovnéz uklada
Zdravotnickému  zafizeni povinnost zvefejnit
predpokladanou hodnotu této Smlouvy. Strany se
dohodly, Ze tato odhadovana c¢astka se stanovi
jako 20 377 EUR.

12.PLATNE ZAKONY A SOUDNI

PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle
platnych zakont Ceské republiky bez ohledu na
predpisy upravujici konflikt pravnich fadu.

b) Jakékoli
souvislosti s touto Smlouvou &i jeji poruseni budou

naroky ¢&i spory vzniklé v
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Fakultni nemocnice Brno

shall be submitted to the jurisdiction of the pfedlozeny k FeSeni vyhradné soudim pfislusné
competent courts located in the Czech Republic. jurisdikce v Ceské republice.

[SIGNATURE PAGE TO FOLLOW] [NASLEDUJE STRANA S PODPISY]

CTA Template, General, 23-MAY-2021 27137
Approved, 19-November-2024
Czech Republic, 14-January-2025
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By signing below, each Party hereby accepts and
agrees to the above terms and conditions.
Electronic signatures or copies of handwritten
signatures shall be valid and binding with the same
force and effect as wet-ink originals.

Fakultni nemocnice Brno

Pfipojenim podpisu nize kazda ze stran pfijima a
souhlasi s vySe uvedenymi podminkami a
ustanovenimi. Elektronické podpisy ¢i kopie
vlastnoruénich podpisu budou platné a zavazné se
stejnou platnosti a ucinnosti jako originaly.

The Institution / Zdravotnické zafizeni: Fakultni nemocnice Brno (University Hospital Brno)

Name | Jméno, pfijmeni: MUDr. Ivo Rovny, MBA
Title | Pozice: feditel

Dated | Datum:

The Investigator / Hlavni zkousejici:

Name | Jméno, prijment: [ ENEEEEEE

Dated | Datum:

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

Name | Iméno, pFijmeni: [ N
Title | Pozice: | | | |GG, by Power of

Attorney / na zakladé plné moci

Dated | Datum:

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

Name | Iméno, pFijmeni: [N
Title | Pozice: |  |GEG_G_. oy rower of

Attorney / na zakladé plné moci

Dated | Datum:
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

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

b)  All amounts defined in these Financial
Arrangements are exclusive of VAT, which will be
added in the amount specified by legal regulations
effective as of the due date of the taxable supply,
if applicable.

2. INVOICING

a) For the fees where the 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 person responsible for
submitting the Quarterly Overview is the Clinical
Research Associate allocated to this Study. If the
Institution disagrees with the Quarterly Overview,
the Institution shall promptly notify PSI, which will,
after approval, send a corrected version of the
Quarterly Overview. If the Institution agrees with
the Quarterly Overview, the Institution shall issue
an invoice for the amount indicated in the Quarterly
Overview within fifteen (15) days.

The Institution’s contact person for sending
Quarterly Overviews (and any other supporting

invoicing documents) is N

email: I

b) For the fees where the invoicing process is
initiated by the Institution, the Institution shall

invoice these items in accordance with the

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

PRILOHA 1
FINANCNI UJEDNANI

1. POPLATKY

a) Kompenzaci, kterd ma byt na zakladé této
Smlouvy vyplacena, stanovuje nize pfipojena
Pfiloha.

b)  VSechny c¢astky stanovené v téchto
Finanénich ujednéanich jsou bez DPH, ktera bude
pfipadné pfipocitana ve vysi dle pravnich predpist

ucinnych ke dni uskute¢néni zdanitelného plnéni.

2. FAKTURACE

a) V pfipadé poplatkl, u kterych proces
iniciuje PSI, PSI Ctvrtletni  prehledy
Zdravotnickému zafizeni, v nichz budou uvedeny
Castky pfipadajici Zdravotnickému zafizeni na
zakladé provedenych Studijnich
Studijnich postupi a odevzdanych Studijnich
Udaju v souladu s touto Smlouvou (vzdy
,Ctvrtletni prehled‘). Osoba zodpovédna za
predlozeni Cvrtletniho prehledu je monitor
pridéleny ktéto Studii. Pokud Zdravotnické
zafizeni nesouhlasi se Ctvrtletnim prehledem,
neprodlené to Zdravotnické zafizeni ozndmi PSI,
kterd po odsouhlaseni zasle opraveny Ctvrtletni
prehled. Pokud Zdravotnické zafizeni se
Ctvrtletnim  pFehledem vystavi do
patndcti (15) dni fakturu na &astku uvedenou ve
Ctvrtletnim prehledu.
Kontaktni osoba Zdravotnického zafizeni pro
zasilani Ctvrtletnich prehledd (a jakychkoliv

dalsich podkladu k fakturaci) je | GGz,
email: [
.

b) V pfipadé poplatkd, u kterych fakturacni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky v

souladu sterminy stanovenymi v asti 5.
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timelines set out in Section 5. Administrative Fees
of the Annex to the Financial Arrangements.

c) The Institution’s invoice shall comply with tax
requirements and indicate the Protocol number.
The Institution shall issue the final invoice not later
than sixty (60) days after the closeout visit to the
Institution. Any invoices from the Institution after
this sixty (60) day period will not be considered by
PSI or the Sponsor.

Fakultni nemocnice Brno

Administrativni
ujednanim.

poplatky Pfilohy k finanénim

c) Faktury Zdravotnického zafizeni museji
splfiovat danové pozadavky a uvadét Ccislo
Protokolu. Konecnou fakturu vystavi Zdravotnické
zafizeni nejpozdéji Sedesat (60) dnu od zavérecné
navstévy  Zdravotnického Faktury
zaslané Zdravotnickému zafizeni po uplynuti této
(60) InGty nebudou PSI
Zadavatelem brany v Gvahu.

zarizeni.

Sedesatidenni ani

d) All invoices should be sent electronically to / VSechny faktury by mély byt zasilany elektronicky na:
|

If mailing an invoice is preferred, please send to / Davéte-li pfednost zasilani faktur postou, zaslete

je na adresu:

PSI CRO Czech Republic s.r.0.

V Parku 2343/24

148 00 Praha
Ceska republika

K rukam/Attn.: pravni odd. / Legal

3. PAYMENTS

a) PSI shall make the payments for invoiceable
items in EUR within thirty (30) days after receipt of
the undisputed invoice. Each payment must be
clearly marked with the invoice number issued by
the Institution, entered as the variable symbol
(VS). If a payment is received without the correct
VS, it cannot be assigned to a specific invoice and
shall not be accepted by the Institution. In the
event of late payment for undisputed invoice, the
Institution shall send a notice to PSI, and if PSI
does not make a payment within thirty (30)
business days as of receipt of such notice, the
Institution may charge statutory interest for late
payment. If the PSI fails to deliver the Quarterly
Overview to the Institution in a timely manner in
accordance with the above schedule, and/or in the
event of a delayed payment, the Institution shall be
entitled to suspend data entry into the database
until the relevant payment has been made. The
CTA Template, General, 23-MAY-2021

Approved, 19-November-2024
Czech Republic, 14-January-2025

3. PLATBY

a) Spole¢nost PSI  provede platbhy za
fakturovatelné polozky v EUR do ftficeti (30)
dnl po obdrzeni nesporné faktury. Jednotlivé
platby musi byt vzdy jednoznacné oznaleny

faktury  Zdravotnického

uvedenym v poli variabilni symbol (VS). V

pfipadé doslé platby bez oznaéeni VS neni

mozné platbu pfifadit ke konkrétni faktufe a

tato platba nebude poskytovatelem

akceptovana. Pfi pozdni uhradé nesporné
faktury je Zdravotnické zafizeni opravnéno

Uctovat arok z prodleni v zakonné vysi. V

pfipadé, Zze spole¢nost PSI

Zdravotnickému zafizeni Ctvrtletni prehled

v€as v souladu s harmonogramem uvedenym

v pfedchozim textu, a dale v pfipadé pozdni

Uhrady je Zdravotnické zafizeni opravnéno

pozastavit zadavani dat do databaze, a to az

do provedeni pfislusné Uhrady. Pozastaveni

Cislem zarizeni

nedoruci

30/37

CONFIDENTIAL



Sobi.BIVV001-005

suspension of data entry shall not apply to the
reporting of safety events, including AEs and
SAEs.

b)  PSI shall make quarterly payments to the
Institution for the per visit fees and additional
procedural fees in EUR, as detailed in the Annex,
on a quarterly basis with the Quarterly Overview.

C) The last payment may be withheld until the
Investigator has appropriately answered all data
clarification requests, unused HJHS and PROs
has been returned/destroyed as per the Sponsor’s
or PSI instructions, and PSI has performed a
closeout visit to the Institution.

d) The Parties agree that the payment will be
made to the Institution as payee as noted here (or
to another bank account subsequently notified to
PSI):

Fakultni nemocnice Brno

zadavani dat se netyka bezpecnostnich
hlaseni AE a SAE.

b)  Spoleénost PSI bude povinna hradit
Ctvrtletni  platby Zdravotnickému zafizeni za
poplatky za navstévu a dals$i proceduralni poplatky
v EUR, jak je podrobné uvedeno v Priloze, a to
&tvrtletné spolu se Ctvrtletnim prehledem.

c) Spole¢nost PSI miize zadrzovat platbu za
konec¢nou fakturu Studie, dokud Hlavni zkouSejici
fadné neodpovi na vSechny zadosti o objasnéni
Gdaju, dokud nebudou
v§echny formulafe HJHS a PRO v souladu s
pokyny PSI nebo Zadavatele a dokud PSI
neprovede zavérecnou
Zdravotnickém zafizeni.

odevzdany/zniceny

navstévu ve

d)  Smluvni strany se dohodly, Ze platba bude
provedena na u€et Zdravotnického zafizeni jako
pfijemce platby, jak je zde uvedeno (nebo na jiny
bankovni ucet, ktery bude nasledné oznamen
PSI):

Tax Identification Number | DIC:
Street Address | Ulice:

Payee | Pfijemce platby: Fakultni nemocnice Brno (University Hospital Brno)

|

Jihlavska 340/20

City, State, and Zip Code | Mésto,
PSC:

625 00 Brno, Ceska republika

Beneficiary Name | Jméno pfijemce:
Bank Name | Nazev banky:

Bank Address | Adresa banky:

Bank Account Number | Cislo
bankovniho Gétu — EUR (all
payments excluding reimbursements
to patients | veSkeré platby mimo
nahrady pacientum):

IBAN:

SWIFT CODE:

Bank Account Number | Cislo
bankovniho u¢tu — CZK (for patient
reimbursement only | pouze pro
nahrady pacientum):

IBAN:

SWIFT CODE:

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno
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Fakultni nemocnice Brno

e) V pripadé jakychkoli dotazu tykajicich se
plateb se mlze PSI obrétit na nasledujici kontakt
Zdravotnického zafizeni:

e) Should PSI have any payment related
guestions, PSI may contact the following at the
Institution:

Name | Jmeno, | N
pFijmeni:
Title/Department | | OKS
Titul/oddéleni:

Phone Number | | EEEEEEEEE

Telefonni &islo:

Email Address | | S

E-mailova
adresa:

CTA Template, General, 23-MAY-2021 32/37
Approved, 19-November-2024
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ANNEX TO THE FINANCIAL ARRANGEMENT

This Annex defines the compensation to be paid under the Agreement.
The column "Invoice initiated by" indicates if the payment of the
particular fee will be initiated by PSI via a Quarterly Overview or by the
Institution via an invoice.

1. Per Visit Fees

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

Fakultni nemocnice Brno

PRILOHA K FINANCNIM UJEDNANIM

Tato Pfiloha definuje odménu, kiera ma byt vyplacena dle Smlouvy.
Sloupec oznaceny "fakturace iniciovana" udava, zda bude urcita platba
iniciovana PSI  prostfednictvim  Ctvrtletniho  pfehledu nebo
Zdravotnickym zafizenim prostfednictvim faktury.

1. Poplatky za jednotlivé navstévy

Platby za navstévy budou vypocitany v souladu s tabulkou nize na
zakladé (i) poltu Subjektd hodnoceni a (ii) poltu uskuteénénych

navstév a vyplnénych a monitorem PSI potvrzenych oddild CRF s
ohledem na tyto Subjekty hodnoceni v souladu se Smlouvou.

Name of the Visit / Nazev navstévy

Invoice initiated by

et Fees in EUR / Castka v eurech
/ Fakturu inicioval

2. Additional Procedural Fee

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

2. Dodate¢né procedury

Dale budou mimo poplatku za jednotlivé navstévy hrazeny také nize
uvedené neplanované a/nebo dodateéné procedury nebo navstévy
dle jejich absolvovani.

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025
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Fakultni nemocnice Brno

'11RN
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iy

3. Screen Failures

Screen Failure shall be defined as Study subject who has signed an
Informed Consent Form but could not be included in the Study under
inclusion/exclusion criteria or for other reasons as per Protocol.
Institution/Investigator shall document each Screen Failure in the Study
subjects’ source documents, electronical Case Report Form and applicable
Study logs in order to be entitled to receive the reimbursement of the cost

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

3. Neuspésny screening

Za Neuspésny screening Subjektu hodnoceni bude povazovan subjekt,
ktery podepsal Informovany souhlas, ale nemohl byt zafazen do Studie na
zakladé kritérii pro zafazeni/vyfazeni nebo z jinych davodu dle Protokolu.
Zdravotnické zafizeni/Hlavni zkou$ejici musi zdokumentovat kazdy
Neuspésny screening ve zdrojové dokumentaci Subjektu hodnoceni, v
elektronickém formulafi zdznamu Subjektu hodnoceni a v pfislusnych
studijnich zaznamech, aby bylo mozné Neulspésny screening proplatit. PFi
35/37
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of the Screen Failure. Screen Failures will be reimbursed the cost of the
Screening visit per Table 2 above.

4. Patient Reimbursement

PSI shall reimburse reasonable travel and meal expenses incurred by
Study subjects. All reasonable expenses in connection with Study subject
participation in this study will be reimbursed in the amount ﬁ
for each visit (including travel-related expenses). If the amount is
exceeded, all the exceeded costs may be reimbursed upon prior sponsor
approval, which is required before the reimbursement and upon submitting
the supportive evidence of such costs. Evidence of costs and mode of
transport, such as bus and train or taxi receipts, as well as other supporting
documentation, must be attached to the Reimbursement Log indicating the
patient number, the visit number and date, travel details, type of transport.

Additionally, the person accompanying the minor StUdi subject ichild) to
the study site will also be reimbursed, in the amount of

Reimbursement of travel and meal expenses shall be paid through the
cash desk of the Institution, which shall reimburse the costs to the Study
Subjects. Within the scope of this Study, the Sponsor undertakes to pay
the Healthcare Facility a lump sum amount ofp_ to cover the
costs incurred by the Study Subjects in connection with their travel (or
otherwise specified) to and from the Healthcare Facility (hereinafter
referred to as the “Travel Expenses”). The lump sum for the reimbursement
of Travel Expenses (hereinafter referred to as the “Lump Sum”) shall be
paid by the Sponsor based on an invoice issued by the Healthcare Facility
after the execution of this Agreement. In accordance with Section 36(13)
of Act No. 235/2004 Coll., on Value Added Tax, as amended, the Lump
Sum shall not be included in the VAT tax base.

Upon disbursement of three quarters of the Lump Sum, the Healthcare
Facility shall be entitled to issue another invoice in the same amount as the
previous one. In the event of early termination of the clinical trial, the
Sponsor shall be obliged to request the return of any unused advances

from the Healthcare Facility (EN Brno) by written notice sent to the following
e-mail  address: with  a copy to
no later than 7 days after the

termination of the Study.

CTA Template, General, 23-MAY-2021
Approved, 19-November-2024
Czech Republic, 14-January-2025

Fakultni nemocnice Brno

NeuspéSném screeningu budou proplaceny naklady na navstévu Screening
dle vySe uvedené Tabulky 2.

4. Cestovni nahrady pacientiim

PSI uhradi Subjektim hodnoceni odpovidajici cestovni vydaje a vydaje na
stravu.

Subjekttim hodnoceni budou uhrazeny odpovidajici vydaje ve vysi || Gz
za kazdou studijni navstévu (véetné cestovnich vydaju). V pripadé
prekroceni této Castky mohou byt vSechny pfekro¢ené naklady uhrazeny po
pfedchozim souhlasu Zadavatele, ktery je vyzadovan pfed uhrazenim, a po
predlozeni podpurnych dokladu o téchto nakladech. Doklady o nékladech a
zplUsobu dopravy, jako jsou Uctenky za autobus a vlak nebo taxi, jakoZ i
dalsi doklady, musi byt pfilozeny k Vykazu cestovnich nahrad s uvedenim
Cisla pacienta, Cisla a data navstévy, podrobnosti o cesté a druhu dopravy.
Dale bude osobé doprovazejici nezletily Subjekt hodnoceni (dit€) na
Studijni pracovisté také uhrazena ¢astka H

Nahrady cestovnich vydaju a vydajd na stravu budou vyplaceny
prostfednictvim pokladny Zdravotnického zafizeni, kter4 uhradi néklady
Subjektim hodnoceni. V rdmci této Studie se Zadavatel zavazuje vyplatit
Zdravotnickému zafizeni pausalni ¢astku ve vysSi na Uhradu
nakladi subjektd klinického hodnoceni spojenych s cestou (nebo jinak
specifikovat) do Zdravotnického zafizeni a zpét (dale jen ,cestovni
naklady®). Pausalni ¢astka na uhradu cestovnich naklada (dale jen
,pausdl’) bude Zadavatelem vyplacena na zakladé faktury vystavené
Zdravotnickym zafizenim po uzavfeni této smlouvy. Pausal se v souladu s
§ 36 odst. 13 zakona €. 235/2004 Sb., o dani z pfidané hodnoty, ve znéni
pozdéjSich predpisl, nezahrnuje do zakladu dané z pfidané hodnoty. Po
vyCerpani tfi Ctvrtin paudalu je Zdravotnické zafizeni opravnéno vystavit
dal§i fakturu, a to ve stejné vySi jako predchozi. Zadavatel je povinen
v pfipadé ukonceni klinického hodnoceni vyzvat FN Brno k vraceni

nevyplacenych zaloh na ucet zadavatele a to pisemné na e-mailovou
a to nejpozdéji do 7 dni od

ukoncéeni Studie.
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5. Administrative Fees

Fakultni nemocnice Brno

5. Administrativni poplatky

Name of Fee / Nazev poplatku

Invoice
initiated by/
Fakturu
inicioval

Fegs in EUR
| Castka v
eurech

LI
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