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Principal Investigator/Hlavni zkou§ejici:_

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement’) has
been concluded as of the last date of signature and is
effective as of its publication according to Act No.
340/2015 Coll., on Special Terms for Effectiveness
of Some Contracts, Publishing of such Contracts in
the Register of Contracts and on the Register of
Contracts (Act on Register of Contracts) (“Effective
Date”) by and among:

Novotech Clinical Research (Cyprus) Limited, 11
Zinonos Sozou, Office 303, 1075 Nicosia, Cyprus,
Court Registration Number: HE 253002, Tax ID:
CY10253002U, represented by | GczcNNG.
Executive Director Clinical Operations (hereinafter
referred to as “CRO”);

Fakultni nemocnice Brno, located at Jihlavska 20,
Brno, 625 00, Czech Republic, Business ID:
65269705, Tax ID: CZ65269705, represented by

I Dircctor, (hereinafter

referred to as “Institution”); and

I :csiding  at
I Czcch

Republic/
I University Hospital Brno (hereinafter
referred to as “Investigator”)

PREAMBLE

Whereas, CRO, Institution and Investigator are
hereinafter referred to individually as “Party” and
collectively as “Parties”;

Whereas, Bluejay Therapeutics, Inc. (“Sponsor”)
desires Institution and Investigator to conduct a
medical research study (the “Study”) of BJT-778
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SMLOUVA O PROVEDENI ’KLINICKEHO
HODNOCENI

Tato Smlouva o provedeni klinického hodnoceni
(déle jen ,,Smlouva‘*) byla uzaviena ke dni podpisu
posledni smluvni strany a nabyva ucinnosti
uvefejnénim podle zdkona ¢. 340/2015 Sb.,
o zvlastnich podminkéch t¢innosti nékterych smluv,
uvetejiiovani téchto smluv a o registru smluv (zakon
o registru smluv) (dale jen ,,Datum aéinnosti) mezi
smluvnimi stranami:

Novotech Clinical Research (Cyprus) Limited, 11
Zinonos Sozou, Office 303, 1075 Nicosia, Kypr, reg.
¢.: HE 253002, DIC: CY10253002U, zastoupena

B Vkonn: icditelka  klinickych

operaci (dale jen “CRO”);

Fakultni nemocnice Brno, se sidlem Jihlavska 20,
Brno, 625 00, Ceska republika, IC: 65269705, DIC:

765269705, zastoupena |G

. icditclem, (dale jen “Poskytovatel”); a

. oy:c»
N Coski  republika,
Fakultni

nemocnice Brno (déle jen “Zkousejici’)

PREAMBULE

Vzhledem k tomu, Ze CRO, Poskytovatel
a Zkousejici jsou dale jednotlivé oznaCovani jako
»strana“ a spolecné jako ,,strany*;

Vzhledem k tomu, Ze Bluejay Therapeutics, Inc.
(,,Zadavatel) ma zijem, aby Poskytovatel
a Zkousejici provedli vyzkumnou klinickou studii
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(“Study Drug”) under the Sponsor protocol entitled
A Global, Randomized, Open-label, Multicenter
Phase 3 Trial Evaluating BJT-778 vs Bulevirtide for
the Treatment of Chronic Hepatitis Delta Infection
(AZURE-2) with Protocol Number: BJT-778-302
(“Protocol”)

Whereas, Sponsor has retained Novotech Clinical
Research (Cyprus) Limited pursuant to a written
agreement to manage and/or perform certain
activities that Sponsor has delegated to it, and to act
as its local contract research organization to perform
certain activities, including but not limited to,
negotiation and execution of clinical trial agreements
and monitoring of the Study conduct. Sponsor has
authorized CRO to bind Sponsor to the commitments
within this Agreement identified as belonging to
Sponsor.

Whereas, the Institution and Investigator, an
employee of Institution, have the knowledge and
experience to undertake the Study and CRO wishes
to engage the Investigator to conduct the Study;

Whereas, Institution and Investigator desire to
participate in conducting the Study.

Now, therefore, the Parties hereto agree as follows:

1. CONDUCT OF THE STUDY

(a) Institution and Investigator shall conduct the
Study and ensure that all persons who have
involvement in the Study and who are employees,
independent contractors or agents of Institution
and/or Investigator including but not limited to
pharmacy, laboratory, radiology, pathology,

Template reference:

(dale jen ,,Studie”) BJT-778 (dale jen ,,Studijni
1é¢ivo™) podle protokolu Zadavatele s nazvem
Globalni, randomizovana, oteviena, multicentricka
studie faze 3 hodnotici BJT-778 oproti Bulevirtidu v
1é¢beé infekce chronické hepatitidy D (AZURE-2) s
Cislem  protokolu:  BJT-778-302 (dale jen
,Protokol®).

Vzhledem k tomu, Ze Zadavatel na zéklad¢ pisemné
dohody povéfil Novotech Clinical Research
(Cyprus) Limited, aby fidila a/nebo provadéla urcité
¢innosti, které na ni Zadavatel delegoval a aby
pusobila jako mistni smluvni vyzkumné organizace
a provadéla urcité ¢innosti, mimo jiné vyjednavala a
uzavirala smlouvy o klinickém hodnoceni a
monitorovala provadéni Studie. Zadavatel zmocnil
CRO, aby mohla zavazovat Zadavatele k
povinnostem v ramci této Smlouvy oznacenym jako
zavazky Zadavatele.

Vzhledem k tomu, Ze Poskytovatel a Zkousejici
(zaméstnanec Poskytovatele), maji znalosti a
zkuSenosti potiebné k provedeni Studie a CRO si
pieje zapojit ZkouSejiciho do provadéni Studie.

Vzhledem k tomu, Ze Poskytovatel a ZkouSejici si
pteji podilet se na provadéni Studie.

Nyni strany sjednavaji nasledujici:

1. PROVADENI STUDIE

(a) Poskytovatel a Zkousejici provedou Studii
a zajisti, aby vSechny osoby, které se podileji na
Studii a které jsou zaméstnanci, nezavislymi
smluvnimi partnery nebo zastupci Poskytovatele
a/nebo Zkousejiciho, zejména pracovnici 1ékérny,
laboratofe, radiologie, patologie, kardiologie a sestry
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cardiology and nursing staff (hereinafter “Research
Staff’) conduct the Study in accordance with this
Agreement, the Protocol (including any subsequent
amendments), all written instructions from CRO or
Sponsor other than the Protocol that is issued by
Sponsor or its designee (including CRO) that
provides additional information or instructions on
the Study conduct (hereinafter “Instructions”), all
applicable international, federal, state and local laws,
guidelines, rules and regulations including data
protection laws, rules and regulations and the “ICH
GCP” Guidelines (CPMP/ICH/135/95) (hereinafter
“Applicable Law”) and any relevant professional
standards applicable to their professional industries
as in force at the time of performance of the Study or
as they may be amended or replaced at any time.
Institution and Investigator shall ensure that all
Research Staff are adequately trained, have the
knowledge and experience to undertake the Study
and shall accurately, efficiently and expeditiously
perform the Study in a professional and competent
manner. Institution and Investigator shall ensure and
warrant compliance with the provisions and
requirements of this Agreement by Research Staff.
Wherever, in this Agreement, reference is made to
obligations which are incumbent on the Institution
and/or Investigator for services which may be
performed by Research Staff, such reference is
intended to include Research Staff.

(b) By agreeing to the terms and conditions of this
Agreement and performing the services for CRO,
Institution and Investigator represent and warrant that:

(1) 1it/he/she is not in violation of any terms and
conditions of any agreement for services or
employment with any other individual or

entity; and

(ii)

Template reference:

there is nothing that they are aware of that
would or could for the duration of the Study:
(a) negatively impact on the proper and safe
performance of the Study; or (b) create a

(dale jen ,,Studijni personal®), provadély Studii
v souladu s touto Smlouvou, Protokolem (véetné
vSech jejich budoucich zmén), vSemi pisemnymi
pokyny CRO nebo Zadavatele nad ramec Protokolu
vypracovaného Zadavatelem nebo jim povétfenou
osobou (v¢etné CRO) obsahujicimi dalsi informace

nebo pokyny k provadéni Studie (dale jen
»Pokyny®“), vSemi platnymi mezindrodnimi,
federdlnimi, statnimi a  mistnimi  zékony,

smérnicemi, nafizenimi a pravidly, vCetné zékont,
pravidel a pifedpisi o ochrané osobnich udaji
a pokynt ,,JICH GCP*“ (CPMP/ICH/135/95) (dale jen
»Platné pravni predpisy*) a veSkerymi ptisluSnymi
oborovymi normami v aktudlné¢ platném znéni

v jakémkoli okamziku  provadéni Studie.
Poskytovatel a ZkouSejici zajisti, aby vSichni
Clenové  Studijniho persondlu byli nalezité

proskoleni, méli znalosti a zkuSenosti potiebné pro
provadéni Studie a provadéli Studii spravné,
efektivné a rychle, profesiondln¢ a kompetentné.
Poskytovatel a ZkouSejici =zajisti dodrzovéni
ustanoveni a pozadavkd této Smlouvy ze strany
Studijniho personélu a odpovidaji za n¢j. VSude tam,
kde se v této Smlouvé hovoii o povinnostech
Poskytovatele a/nebo ZkousSejiciho v souvislosti se
sluzbami, které mohou byt provadény Studijnim
persondlem, vztahuji se takové povinnosti i na
Studijni personal.

(b) Souhlasem s podminkami této Smlouvy
a provadénim sluzeb pro CRO Poskytovatel
a ZkouSejici prohlasuji a zarucuji, Ze:

(i) neporusuji podminky Z4dné smlouvy
o poskytovani sluzeb nebo pracovni smlouvy
uzaviené s jinou fyzickou nebo pravnickou
osobou; a

nejsou si védomi ni¢eho, co by po dobu
trvani Studie: a) negativné ovlivnilo nebo
mohlo ovlivnit fadné a bezpecné provadéni
Studie; nebo b) zpusobilo nebo mohlo

(ii)
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conflict of interest for the Institution or the
Investigator for the performance of the Study
(such as participation in another clinical trial).

Institution and Investigator shall immediately
inform CRO of any actual or perceived conflict of
interest or any alleged misconduct or breach.
Institution and Investigator shall provide all reasonable
assistance to any investigation by or on behalf of the
CRO or Sponsor.

(c) Institution and Investigator will obtain or have
obtained, and will maintain for the term of this
Agreement, any necessary licenses, authorizations,
consents or approvals required for the Study conduct.

(d) The Protocol is made part of this Agreement
and is incorporated by reference herein. To the extent
terms and conditions in this Agreement and the
Protocol conflict, the terms and conditions of the
Protocol shall control with respect to clinical,
scientific, and medical matters and the provisions of
this Agreement shall govern and control with respect
to all other matters.

(e) Institution and Investigator shall use its/his/her
best efforts to recruit and enroll patients for the Study
according to the inclusion and exclusion criteria and
time schedule specified by the Protocol. Institution and
Investigator shall stop enrollment in accordance with
written Instructions.

® Institution agrees to perform formal patient
screening and randomization for the Study only after
CRO has confirmed in writing (which could be via
email) to Institution that all essential documents, as
defined by ICH-GCP or equivalent standard
(hereinafter “Essential Documents™), are in place
and proper or appropriate FEthics Committee,

Template reference:

zpusobit stiet zdymlt Poskytovatele nebo
Zkousejictho pfi provadéni Studie (napf.
ucast v jiném klinickém hodnoceni);

Poskytovatel a ZkousSejici neprodlené
informuji CRO o jakémkoli skutecném nebo
domnélém stietu zajmG nebo o jakémkoli
tvrzeném zanedbani nebo poruSeni povinnosti.
Poskytovatel a Zkousejici poskytnou veskerou
priméfenou soucinnost pii jakémkoli vysetfovani
provadéném CRO, Zadavatelem nebo jejich
jménem.

(c) Poskytovatel a Zkousejici ziskaji nebo ziskali,
a po dobu platnosti této Smlouvy budou udrzovat
v platnosti, veskera nezbytna opravnéni, povoleni,
souhlasy nebo schvaleni, které jsou pro provadéni
Studie tieba.

(d) Protokol je soucasti této Smlouvy a je do ni
zaClenén prostfednictvim tohoto odkazu. V
rozsahu, v jakém jsou podminky této Smlouvy a
Protokolu v rozporu, jsou rozhodujici podminky
Protokolu, pokud jde o klinické, védecké a
1ékatské zalezitosti, a ustanoveni této Smlouvy
jsou rozhodujici, pokud jde o vSechny ostatni
zalezitosti.

(e) Poskytovatel a ZkouSejici vynaloZi maximalni
usili k ndboru a zafazeni pacienti do Studie
v souladu s kritérii pro zafazeni a vylouceni
a Casovym  harmonogramem  stanovenym
v Protokolu. Poskytovatel a Zkousejici zastavi nabor
v souladu s pisemnymi Pokyny.

(f) Poskytovatel souhlasi s tim, Ze provede formalni
screening pacientli a randomizaci pacientli pro
Studii az poté, co CRO pisemné (muze byt i e-
mailem) potvrdi Poskytovateli, Ze jsou k dispozici
vSechny zékladni dokumenty, jak je definuje ICH-
GCP nebo obdobna norma (dale jen ,,Zakladni
dokumenty*), a Ze byl ziskan pfisluSny souhlas
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Regulatory Authority and/or other competent
authority approval has been received.

(2) Prior to the Study patient’s participation in the
Study, Institution and Investigator shall obtain the
informed consent of each Study patient, using a form
of informed consent pre-approved in writing by
Sponsor, and the applicable Ethics Committee and/or
Regulatory Authority.

(h) In the event that Investigator becomes either
unwilling or unable to perform the duties required by
this Agreement, Institution and Investigator will
promptly notify CRO and cooperate in good faith and
expeditiously to find a replacement investigator with
similar qualifications acceptable to CRO and
Sponsor. In the event a substitute acceptable to the
CRO, Sponsor and the Institution is not found within
a reasonable time period, this Agreement may be
terminated by CRO in accordance with the Term and
Termination section herein. The Institution’s and the
Investigator’s cooperation in finding an acceptable
replacement does not release them from their
obligations to perform this Agreement up to and
including the effective date of termination.

2. OBLIGATIONS

(a) Investigator Obligations

Investigator is responsible for the Study conduct and
direct supervision and performance of the Study by
the Research Staff. Investigator will use his/her best
efforts to accurately and efficiently perform the work
required under this Agreement, which efforts shall
include but are not limited to the following:

(1) exercise of independent medical judgment as

to the compatibility of each Study patient
with the Protocol requirements;

Template reference:

etické komise, regulacniho organu a/nebo jiné¢ho
ptislusného orgéanu, ktery je k provedeni Studie
tieba.

(g) Pred ucasti pacienta ve Studii musi Poskytovatel
a Zkousejici ziskat informovany souhlas kazdého
pacienta ucastniciho se Studie, a to na formulafi
informovaného  souhlasu  pfedem  pisemné
schvaleného Zadavatelem a piislusnou etickou
komisi a/nebo regula¢nim organem.

(h) V ptipad¢, ze Zkousejici nebude ochoten nebo
schopen plnit povinnosti pozadované touto
Smlouvou, Poskytovatel a Zkousejici to neprodlené
oznami CRO a budou v dobré vife a urychlené
spolupracovat na nalezeni ndhradniho zkousejiciho s
podobnou kvalifikaci, ktery bude piijatelny pro
CRO a Zadavatele. V piipadé, Ze nebude v
pfiméfené¢ lhaté nalezen nédhradni zkousSejici
ptijatelny pro CRO, Zadavatele a Poskytovatele,
mize CRO tuto smlouvu vypovédét v souladu
s ustanovenimi ¢lanku ,,Doba platnosti a ukonceni®.
Sou¢innost  poskytnutd  Poskytovatelem a
ZkouSejicim pifi hledani pfijatelné nahrady za
ZkouSejiciho je nezbavuje povinnosti plnit tuto
Smlouvu aZ do posledniho dne trvani této Smlouvy.

2. POVINNOSTI

(a) Povinnosti Zkousejiciho

Zkousejici odpovida za provadéni Studie, za pfimy
dohled nad Studijnim persondlem a za provadéni
Studie Studijnim persondlem. ZkouSejici vynaloZi
veskeré usili k presnému a efektivnimu provedeni
praci pozadovanych podle této Smlouvy, pficemz
toto Usili zahrnuje mimo jiné€ nésledujici ¢innosti:

(1) prokazani nezavislého lékarského usudku ve
véci  slucitelnosti  kazdého  pacienta
ucastnictho se Studie s poZadavky
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(i1) notification of CRO, Sponsor and Ethics Protokolu;

Committee/Internal Review Board of any  (ii) informovani CRO, Zadavatele a etické
deviations from or failure to comply with the komise o jakychkoli odchylkach od
Protocol; Protokolu nebo poruseni Protokolu;

(ii1) promptly replying to any questions from (ii1)) neprodlené vyfizovani jakychkoli dotazii
CRO or Sponsor regarding any matter related CRO nebo Zadavatele tykajicich se jakékoli
to the Study, and promptly responding to any zalezitosti souvisejici se Studii a neprodlené
request for the Study related documents to vyfizovani jakychkoli zadosti o dokumenty
enable Sponsor to perform its regulatory souvisejici se Studii, aby Zadavatel mohl
obligations; plnit své regulatorni povinnosti;

(iv) promptly notifying CRO of any significant (iv) neprodlené informovani CRO o vSech
changes that occur at any time during the vyznamnych zménach, které nastanou
Study which may affect the Investigator’s or kdykoli v prib¢hu Studie a které mohou
Institution’s ability to conduct the Study, ovlivnit  schopnost Zkousejiciho nebo
including but not limited to, changes in Poskytovatele provadét Studii, véetné zmén
personnel involved in the Study; personalu zapojeného do provadéni Studie;

(v) Record, document and report all adverse (v) zaznamenavani, dokumentovani a hlaseni
events and laboratory  abnormalities vSech nezadoucich piihod a laboratornich
identified in the Protocol as critical to the abnormalit, které jsou v Protokolu oznaceny
safety evaluation; jako kritické pro hodnoceni bezpecnosti;

(vi) report all serious adverse events to CRO (vi) okamzit¢  hldSeni  vSech  zdvaznych
and/or the Sponsor immediately unless the nezadoucich piihod CRO a/nebo Zadavateli,
Protocol provides that no immediate ledaze Protokol stanovi, Ze se okamzité
reporting is required; and hlaSeni nevyzaduje; a

(vii)provide any required follow-ups to CRO and ~ (vii) poskytnuti  jakychkoli ~ pozadovanych

Sponsor and comply with the reporting
requirements of the Ethics Committee and
Regulatory Authority.

naslednych informaci CRO a Zadavateli
a plnéni notifikacnich pozadavki viici etické
komisi a regulacnimu orgénu.

Investigator will disclose his involvement in the
Study if he participates in any committee that sets
formularies or develops clinical guidelines or is
involved in any decision relating to the Sponsor or if
this is imposed on him based on the requirements of
any institution, committee or scientific organization
with which he is affiliated.

Zkousejici oznami svou ucast ve Studii, pokud se
ucastni prace v jakékoli komisi, ktera sestavuje
databaze 1¢kli nebo vypracovava klinické postupy,
nebo se podili na jakémkoli rozhodnuti tykajicim se
Zadavatele, nebo pokud je mu to uloZeno na zakladé
pozadavku jakékoli instituce, komise nebo védecke
organizace, s niz spolupracuje.

(b) Institution Obligations (b) Povinnosti Poskytovatele
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(@)

(ii)

Institution authorizes the conduct of the
Study at Institution by Investigator.
Institution agrees that Investigator and the
Research Staff will use their best efforts to
accurately and efficiently perform the work
required under this Agreement, which efforts
shall include but are not limited to the items
listed in Section 2(a) (i) to Section 2 (a) (vii)
above.

During the Study, Institution shall make
facilities and any resources necessary for the
performance of the Study available on time
and in accordance with the Protocol or
Instructions. Institution guarantees that the
appropriate  facilities  (including any
equipment, but excluding those to be
provided by CRO, Sponsor or their designees
to the Institution) necessary and adequate for
conducting the Study are available at the
Institution.

(ii1) Institution shall ensure that the Investigator

will disclose his/her involvement in the
Study if he/she participates in any committee
that sets formularies or develops clinical
guidelines or is involved in any decision
relating to the Sponsor or if this is imposed
on him/her based on the requirements of any
institution, committee  or  scientific
organization with which he/she is affiliated.

(c) CRO Obligations

(i)

(i)

Template reference:

CRO shall provide all the necessary Study
documentation  to  Institution and
Investigator for the conduct of the Study
as per the Protocol.

CRO shall ensure, either directly or
through Sponsor that Institution and
Investigator are kept currently informed
about adverse events and the safe use of
the Study Drug as applicable under the
Applicable Laws. CRO confirms that

(1)

(ii)

(iif)

Poskytovatel ~ souhlasi  stim, Ze
Zkousejici bude Studii u Poskytovatele
provadeét. Poskytovatel souhlasi s tim, Ze
Zkousejici a Studijni persondl vynalozi
veskeré usili ke spravnému
a  efektivnimu  provedeni  praci
pozadovanych touto Smlouvou, coz
zahrnuje mimo jiné povinnosti uvedené
vyse v Clanku 2 pism. a) body i) aZ vii).
Béhem  Studie d4&  Poskytovatel
k dispozici zatizeni a veSkeré zdroje
nezbytné pro provedeni Studie vcas
a v souladu s Protokolem nebo Pokyny.
Poskytovatel prohlasuje, ze jsou u ngj
k dispozici vhodna =zafizeni (vCetné
vesker¢ho  vybaveni, s  vyjimkou
vybaveni, které poskytuje CRO,
Zadavatel nebo jimi povétené osoby)
nezbytna a vhodna pro provadéni Studie.
Poskytovatel zajisti, aby ZkousSejici
ozndmil svou Ucast ve Studii, pokud se
ucastni prace v jakékoli komisi, ktera
sestavuje databaze 1€k nebo
vypracovava klinické postupy, nebo se
podili na jakémkoli rozhodnuti tykajicim
se Zadavatele, nebo pokud je mu to
ulozeno na zékladé pozadavkl jakékoli
instituce, komise nebo  v&decké
organizace, s niz spolupracuje.

(c¢) Povinnosti CRO

(@)

(ii)

File Name: BJT-778-302_CZE [l CTA_CRO-Inst-Inv_v1.0_290ct2025

CRO poskytne Poskytovateli
a ZkouSejicimu veskerou dokumentaci
potfebnou k provedeni Studie podle
Protokolu.

CRO  zajisti bud pfimo, nebo
prostfednictvim Zadavatele, aby
Poskytovatel a ZkousSejici byli pribézné
informovéani o nezadoucich piihodach
a bezpecném pouzivani Studijniho 1éc¢iva,
v souladu s Platnymi pravnimi ptedpisy.
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(iii)

(iv)

Sponsor will comply with all Applicable
Laws relating to notification of new safety
information about the Study Drug.
Pursuant to the Study Drug and Equipment
Section in this Agreement, CRO will
procure  Sponsor to provide the
appropriately labeled Study Drug, and
CRO or Sponsor may provide the
equipment as stated in the said Section.
CRO undertakes to prepare reports on the
course of the clinical trial to the extent
stipulated by legal regulations (Act on
Pharmaceuticals, Decree on detailed
conditions for the performance of clinical
trials on medicinal products for human
use, REGULATION (EU) NO. 536/2014
OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL) and to submit
these to the relevant Ethics Committee,
the Institution (by e-mail to [l

), or other
authorized entities within the deadlines
stipulated by legal regulations.

3. STUDY DRUG AND EQUIPMENT

(a) Institution and Investigator will be provided
with sufficient amounts of the Study Drug solely for

the purposes of the conduct of the Study, free of

charge. The Sponsor / CRO will provide deliveries
of the Study Drug to the pharmacy of the Institution

to the

address: Fakultni nemocnice Brno,

Nemocnicni lekarna — vydejna Jihlavska, Jihlavska
20, 625 00 Brno, Czech Republic.

(b) Institution and Investigator agree to limit
access to the Study Drug to only Research Staff who,
under Investigator’s direct control, will be engaged
in using the Study Drug as contemplated by the

Protocol.

Template reference:

CRO potvrzuje, ze Zadavatel bude
dodrzovat  vSechny Platné  pravni
predpisy sohledem na oznamovani
novych  bezpecnostnich  informaci
tykajicich se Studijniho 1é¢iva.

(ii1)) 'V souladu s c¢lankem ,,Studijni 1é¢ivo
a vybaveni“ CRO zajisti, aby Zadavatel
poskytl spravné oznacené Studijni 1é¢ivo,
a CRO nebo Zadavatel mohou
poskytnout vybaveni dle predmétného
¢lanku Smlouvy.

(iv) CRO se zavazuje zpracovavat zpravy o
prabéhu klinického hodnoceni v rozsahu
stanoveném pravnimi ptedpisy (zakon o
1é¢ivech, vyhlaska o bliz§ich podminkach

provadeéni klinického hodnoceni
humannich 1é¢ivych pripravka,
NARIZENT{ EVROPSKEHO

PARLAMENTU A RADY (EU) c¢.
536/2014) a tyto v  terminech
stanovenych pravnimi predpisy
predkladat prislusné Etické komisi,
Poskytovateli (e-mailem na || [ |l
). oiip. dalsim
opravnénym subjektiim.

3. STUDIJNI LECIVO A VYBAVENI

(a) Poskytovateli a ZkouSejicimu bude bezplatné
poskytnuto dostatecné mnozstvi Studijniho 1é¢iva
vyhradné pro ucely provadéni Studie. Zadavatel /
CRO zajisti dodavky Studijniho 1é¢iva do Iékarny
Poskytovatele na adresu: Fakultni nemocnice Brno,
Nemocni¢ni 1€karna — vydejna Jihlavska, Jihlavska
20, 625 00 Brno, Ceska republika.

(b) Poskytovatel a Zkousejici souhlasi, ze omezi
pfistup ke Studijnimu 1é¢ivu pouze na cleny
Studijniho persondlu, kteti budou pod piimou
kontrolou ZkousSejictho pouzivat Studijni 1écivo
v souladu s Protokolem.
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(©) Institution and Investigator shall hold, store,
maintain, dispense, account for and transport Study
Drug in compliance with all Applicable Law, the
Protocol and Instructions. Specifically, Investigator
will maintain a record of receipt and dispensing of
the Study Drug.

(d) Upon completion of the Study or early
termination thereof, and at no cost to Institution or
Investigator, all unused Study Drug, compounds,
devices, CRO or Sponsor or third party provider
equipment, and related Study materials furnished to
Institution and Investigator by CRO, Sponsor or their
designees shall be returned or destroyed in
accordance with the Protocol as directed by CRO,
Sponsor or their designees.

(e) Institution and Investigator acknowledge that
the Study Drug is experimental in nature, and
therefore shall exercise prudence and use its/his/her
best efforts in, and comply with any Instructions
regarding, the wuse, handling, secure storage,
transportation, disposition and containment of the
Study Drug, including any derivatives thereof.

® For the purposes of the study, no equipment
will be provided to the Institution by either the CRO
or the Sponsor.

(2) Institution understands and agrees that it is
expected for them to provide for the purposes of the
conduct of the Study with no involvement from CRO
or Sponsor, the following:

(1) Bulevirtide, ancillary supplies needed for
bulevirtide, 21G extraction needles for
BJT-778, nucleot(s)ide analogs (NUC)

Template reference:

(c) Poskytovatel a ZkousSejici musi drzet, skladovat,
uchovavat, vydavat, evidovat a pfepravovat Studijni
1é¢ivo v souladu s Platnymi pravnimi piedpisy,
Protokolem a Pokyny. Konkrétné bude Zkousejici
vést zaznamy o piijmu a vydeji Studijniho 1éCiva.

(d) Po dokonceni Studie nebo jejim predcasném
ukonceni bude bez jakychkoli nakladd pro
Poskytovatele nebo Zkousejiciho veskeré nepouzité
Studijni 1é¢ivo, slouceniny, zafizeni a vybaveni
patfici CRO nebo Zadavateli nebo jinému
poskytovateli sluzeb a materidly souvisejici se Studii
poskytnuté Poskytovateli a ZkouSejicimu ze strany
CRO, Zadavatele nebo jimi povefenych osob
vraceny nebo zni¢eny v souladu s Protokolem podle
pokyni CRO, Zadavatele nebo jimi povétenych
osob.

(e) Poskytovatel a ZkouSejici berou na védomi, ze
Studijni 1éCivo je experimentalni povahy, a proto

jsou povinni postupovat obezietné, dodrzovat
veSkeré Pokyny a postupovat pifi pouzivani,
bezpecném  skladovéani,  pfepravé, likvidaci

a uchovavani Studijniho 1éc¢iva ¢i jeho derivath
a manipulace s nimi s maximalni pozornosti.

(f) Pro tcely studie nebude Poskytovateli poskytnuto
zadné vybaveni ze strany CRO ani Zadavatele.

(g) Poskytovatel bere na védomi a souhlasi s tim, ze
se od n¢j ocekava, Ze pro ucely provadeéni Studie bez

jakékoli ucasti CRO nebo Zadavatele zajisti
nasledujici:
(1) bulevirtid, pomocny material

k bulevirtidu, 21G extrakéni jehly pro
BJT-778, anukleot(s)ide analogy (NUC)

Clinical Trial Agreement, CRO — Institution — Investigator, Czech Republic, v.1.0, 17 Sep 2024
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under the conditions specified in Section
2 of Exhibit A

ultrasound, FibroScan, cooled centrifuge,
refrigerator with calibrated thermometer,
freezer -20°C with calibrated
thermometer, freezer -70°C / -80°C with
calibrated thermometer

(i)

(h) To the extent applicable, Institution and
Investigator agree to maintain the equipment in good
working condition, reasonable wear and tear
excepted.

)] CRO declares that it has made all
requirements for IT equipment, including system and
access rights, by the date of signing the contract,
confirms their functionality and will not require
further requirements and conditions in the future.
The CRO acknowledges that in the event of any
future requests, it may not be complied with by the
Institution. The Institution guarantees that it will not
refuse such future requests of the CRO without a
serious reason consisting in a threat to cyber security.

4. REPORTING STUDY DRUG SAFETY

Study Drug safety reporting shall be conducted
strictly as per Protocol and Applicable Law which
includes ICH-GCP.

S. DATA AND REPORTS

Institution and Investigator shall keep and maintain
such Study data and records as required by the
Protocol and Applicable Law diligently and in
sufficient detail to satisfy all applicable legal
requirements. Institution and Investigator shall
submit all data, reports, queries, and other requested

Template reference:

za podminek uvedenych v bod¢ 2 Ptilohy

A

(i1) ultrazvuk, FibroScan, chlazenou
centrifugu,  lednici s kalibrovanym
teplomérem, mrazak -20°C S

kalibrovanym teplomérem, mrazak -70°C
/ -80°C s kalibrovanym teplomérem

(h) Vrozsahu, vjakém je to relevantni, se
Poskytovatel a ZkousSejici  zavazuji udrzovat
vybaveni v dobrém provoznim stavu s ptfihlédnutim
k pfiméfenému opotiebeni.

(j) CRO prohlasuje, ze do dne podpisu smlouvy
vzneslo v§echny pozadavky na IT vybaveni, véetné
systémovych a pfistupovych prav, potvrzuje jejich
funkénost a v budoucnu nebude vyzadovat dalsi
pozadavky a podminky. CRO bere na védomi, Ze pfi
ptipadnych budoucich pozadavcich mu nemusi byt
ze strany Zdravotnického zafizeni vyhovéno.
Zdravotnické zafizeni zarucuje, ze takové piipadné
budouci pozadavky CRO neodmitne bez zdvazného
davodu spocivajiciho v ohrozeni kybernetické
bezpecnosti.

4. HLASENI O BEZPECNOSTI STUDIJNIHO
LECIVA

HlaSeni o bezpecnosti Studijniho 1éCiva se provadi
pfesné podle Protokolu a Platnych prévnich
ptedpist, které zahrnuji ICH-GCP.

5. DATA A HLASENI

Poskytovatel a ZkousSejici vedou a uchovavaji udaje
a zaznamy o Studii v souladu s pozadavky Protokolu
a Platnych pravnich ptedpisti peclivé a dostatecné
podrobn¢, aby byly splnény veSkeré pravni
pozadavky. Poskytovatel a ZkouSejici predkladaji
vSechny udaje, zpravy, odpovédi na dotazy a dalsi

Clinical Trial Agreement, CRO — Institution — Investigator, Czech Republic, v.1.0, 17 Sep 2024
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information in a timely manner and shall maintain
Study reports as required by the Protocol and
Instructions. Institution and Investigator agree to
provide CRO with the data called for in the Protocol
via the appropriate electronic data capture system in
accordance with the schedule communicated by
CRO. Institution and Investigator warrant that all
Study data submitted to CRO are true, complete,
correct and accurately reflect the results of the Study
and source documents.

6. RECORD RETENTION

(a) All Essential Documents will be retained in
accordance with Applicable Law which includes
ICH-GCP and the Protocol.

(b) Institution or Investigator must obtain written
permission from the Sponsor prior to the destruction
of any Study document during the course of Study.
The Investigator will contact Sponsor in the event of
accidental loss or destruction of any Study Essential
Document. The Investigator will also notify CRO or
Sponsor should he/she relocate or move the Study
related files to a location other than that specified in
the submitted Study documentation.

(©) The Institution undertakes to keep the content
of the Study master file for 25 years from the end of
the Study. The Sponsor/CRO shall inform the
Institution no later than six (6) months prior to the
expiry of the archiving period on how these records
and documents pertaining to the clinical trial will be
handled, and if the Sponsor/CRO does not inform the
Institution within the specified period, the
Sponsor/CRO shall be deemed to have agreed to the
shredding.In the event that the Sponsor/CRO
requests an extension of the archiving period with the
Institution, the Institution is entitled to demand a
reasonable fee as set forth in Exhibit A. The storage
of data downloaded from electronic systems to the
internal repository of the Institution, as well as the

Template reference:

pozadované informace v¢as a vedou zpravy o Studii
podle pozadavkia Protokolu a Pokynii. Poskytovatel
a Zkousejici souhlasi s tim, ze budou poskytovat
CRO udaje pozadované v Protokolu prosttednictvim
prislusného systému elektronického sbéru dat
v souladu s harmonogramem sdélenym CRO.
Poskytovatel a ZkouSejici odpovidaji za to, Ze
vSechny udaje souvisejici se Studii pfedané CRO
jsou pravdivé, uplné, spravné a presné¢ odrazeji
vysledky Studie a zdrojovou dokumentaci.

6. UCHOVAVANI ZAZNAMU

(a) VSechny Zakladni dokumenty budou uchovavany
v souladu s Platnymi pravnimi ptedpisy, které
zahrnuji ICH-GCP, a Protokolem.

(b) Poskytovatel nebo ZkousSejici musi pred
znicenim jakéhokoli dokumentu souvisejiciho se
Studii v pribéhu studie ziskat pisemny souhlas
Zadavatele. ZkouSejici se obrati na Zadavatele
v piipadé ndhodné ztraty nebo zniceni jakéhokoli
Zakladniho dokumentu. ZkouSejici rovnéZz oznami
CRO nebo Zadavateli, pokud pfemisti nebo presune
dokumenty souvisejici se Studii na jiné misto, nez je
uvedeno v predloZené studijni dokumentaci.

(c) Poskytovatel se zavazuje uchovat zdkladni
dokumentaci klinického hodnoceni (Study master
file) 25 let od ukonceni klinického hodnoceni.
Zadavatel/CRO bude informovat Poskytovatele
nejpozdéji 6 mesicti pred uplynutim doby archivace
o tom, jakym zplisobem bude s témito zdznamy a
dokumenty patficimi ke klinickému hodnoceni
naloZeno, v piipadé, Ze Zadavatel/CRO ve stanovené
dobé Poskytovatele zdravotnich sluzeb informovat
nebude, ma se za to, Ze souhlasi se
skartaci.V ptipad¢, ze bude Zadavatel/CRO zéadat o
prodlouzeni doby archivace u Poskytovatele, je
Poskytovatel opravnén pozadovat pifimétené
zpoplatnéni, jak je uvedeno v ptiloze A. Uchovani
dat stazenych z elektronickych systémut do interniho
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handling and access to them, is governed by internal
rules of the of the Institution.

7. AUDIT, MONITORING AND
INSPECTION
(a) Institution and Investigator shall cooperate

with CRO, Sponsor, their designee and any
governmental or regulatory authorities with
competent jurisdiction in their efforts to audit,
monitor, or inspect the Study at the Institution.

(b) Authorized representatives of CRO and
Sponsor shall have the right, upon reasonable
advance notice, and during regular business hours,
to:

(i) examine, monitor or audit the Institution and
Investigator’s  facilities used for the
performance of the Study;

(i) examine and copy all data and work products
related to the Study; and

(111) examine source documents and other medical
records of Study patients reasonably
necessary to monitor the Study.

(c) In the event Institution or Investigator
receives notice that the Institution or the Investigator
shall be the subject of an investigation or inspection
by any governmental or regulatory authority,
Institution or Investigator, shall notify CRO and
Sponsor immediately. If Institution or Investigator
did not receive prior notice of the said investigation
or inspection, Institution or Investigator shall notify
CRO and Sponsor as soon as practicable after

Template reference:

ulozisté Poskytovatele, stejné tak nakladani s nimi a
pfistup knim se fidi internimi pravidly
Poskytovatele.

7.  AUDIT, MONITOROVANI A INSPEKCE

(a) Poskytovatel a Zkousejici spolupracuji s CRO,
Zadavatelem, jimi povéfenymi osobami
a jakymikoliv pfisluSnymi statnimi nebo regula¢nimi
organy pii jejich usili provadeét audit, monitoring
nebo inspekci souvisejici se Studii u Poskytovatele.

(b) Opravnéni zastupci CRO a Poskytovatele maji
pravo po ptedchozim ozndmeni v pfiméfené lhuté
a v bézné pracovni dobé¢:

kontrolovat, monitorovat a auditovat
zafizeni Poskytovatele a ZkouSejiciho
pouzivana k provadéni Studie;
kontrolovat vSechna data a vysledky
souvisejici se Studii a potizovat si jejich
kopie; a

nahlizet do zdrojové dokumentace
a dalSich lékafskych zdznami pacientll
ucastnicich se Studie v rozsahu pfiméiené
nezbytném pro monitorovani studie.

(@)

(i)

(iii)

(c) V pripadé, ze Poskytovatel nebo ZkouSejici
obdrzi ozndmeni, ze Poskytovatel nebo Zkousejici
budou pfedmétem Setfeni nebo kontroly ze strany
jakéhokoli statniho nebo regula¢niho organu,
Poskytovatel nebo Zkousejici to neprodlené oznami
CRO a Zadavateli. Pokud Poskytovatel nebo
ZkouSejici  neobdrZeli  pfedchozi  oznameni
o takovém Setfeni nebo kontrole, budou CRO
a Zadavatele informovat co nejdiive poté, co se
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receiving knowledge of said investigation or
inspection. If not prohibited by law, CRO, Sponsor
or their designee will have the right to be present
during, and participate in any such investigation or
inspection. Institution or Investigator will provide
CRO and Sponsor with copies of all Study specific
materials, external correspondence, statements,
forms and records that Institution or Investigator
receives, obtains or generates pursuant to any such
investigation or inspection. Institution and
Investigator will also provide CRO and Sponsor with
a reasonable opportunity to comment in advance on
any correspondence generated by Institution or
Investigator to the appropriate authority.

(d) Institution and Investigator shall promptly
correct all errors identified by CRO, Sponsor or their
representatives during any audit, as well as any items
that are identified as being non-compliant with the
Protocol, ICH-GCP or with Investigator’s
obligations under this Agreement.

8. PERSONAL DATA

“Controller” means the natural or legal person,
public authority, agency or other body which, alone
or jointly with others, determines the purposes and
means of the processing of personal data.

“Personal Data” means any information relating to
an identified or identifiable natural person (‘Data
Subject’); an identifiable natural person is one who
can be identified, directly or indirectly, in particular
by reference to an identifier such as a name, an
identification number, location data, an online
identifier or to one or more factors specific to the
physical, physiological, genetic, mental, economic,
cultural or social identity of that natural person.

“Personal Data Breach” means a breach of security
leading to the accidental or unlawful destruction,

Template reference:

o tomto Setfeni nebo kontrole dozvi. Pokud to neni
zakdzano pravnimi piedpisy, CRO, Zadavatel nebo
jimi povéfena osoba maji pravo byt pfitomni
a ucastnit se takového Setfeni nebo kontroly.
Poskytovatel nebo Zkousejici poskytnou CRO
a Zadavateli kopie vSech materiald tykajicich se
Studie, externi korespondence, prohlaseni, formulait
a zaznami, které Poskytovatel nebo ZkousSejici
obdrzi, ziskaji nebo vytvofi na zaklad¢ takového
Setieni nebo kontroly. Poskytovatel a Zkousejici
rovnéz CRO a Zadavateli pfiméfenym zplsobem
umozni, aby se predem vyjadiili k jakékoli
korespondenci ze strany Poskytovatele nebo
Zkousejiciho vici prislusnému organu.

(d) Poskytovatel a Zkousejici neprodlené opravi
vSechny chyby zjisténé CRO, Zadavatelem nebo
jejich zastupci béhem jakéhokoli auditu, jakoz
1 vSechny polozky, u nichz bylo zjiSténo, Ze nejsou
v souladu s Protokolem, ICH-GCP nebo se zavazky
ZkousSejiciho podle této Smlouvy.

8. OSOBNI UDAJE

»Spraveem* se rozumi fyzicka nebo pravnicka
osoba, organ vefejné moci, organizace nebo jiny
subjekt, ktery sam nebo spolecné s jinymi urcuje
ucely a prostiedky zpracovani osobnich tudaju.

,»Osobnimi udaji“ se rozumi veSkeré informace
tykajici se identifikované nebo identifikovatelné
fyzické osoby (“Subjekt udaju"); identifikovatelna
fyzicka osoba je osoba, kterou Ize ptimo ¢i nepiimo
identifikovat, zejména odkazem na identifikator,
jako je jméno, identifikacni ¢islo, lokaliza¢ni udaje,
online identifikator nebo na jeden ¢i vice zvlastnich
prvki fyzické, fyziologické, genetické, psychickeé,
ekonomické, kulturni nebo spolecenské identity této
fyzické osoby.

,PoruSenim zabezpeCeni osobnich udaja“ se
rozumi  poruSeni  zabezpeceni, které vede
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loss, alteration, unauthorized disclosure of, or access
to, personal data transmitted, stored or otherwise
processed.

(a)  Asregards to the processing of Personal Data
within the framework of performing this Agreement
and conducting the Study, the Parties agree that the
Sponsor shall be an independent Controller with
respect to its processing of Personal Data contained
in the Study data that is reported by Institution and
Investigator to Sponsor, and the Institution shall be
an independent Controller of Personal Data
processed by Institution with respect to the treatment
of the Study patients pursuant to medical standard of
care and applicable legal obligations. Sponsor shall
determine the purpose and means of processing
Personal Data contained in pseudonymized Study
records that are processed according to the Protocol
and the Study patient informed consent form, and the
Investigator and Research Staff Personal Data
collected for the purpose of the Study. Institution
shall determine the purpose and means of processing
Personal Data contained in non-pseudonymized
source documents, medical records or otherwise
needed for purposes of medical care or with respect
to direct communications with Study patients.

(b)  The Parties shall, and CRO confirms that the
Sponsor shall, at all times throughout the term of this
Agreement, comply with all applicable data
protection/privacy laws, rules and regulations, as
amended from time to time, with respect to the
collection, use, processing, storage, transfer,
modification, deletion and/or disclosure of any
Personal Data under this Agreement and regulatory
requirements.

Template reference:

k nahodnému nebo nezakonnému zniCeni, ztrate,
zméng, neopravnénému zveiejnéni nebo piistupu
k prenasenym, uloZenym nebo jinak zpracovavanym
osobnim udajim.

(a) Pokud jde o zpracovani Osobnich udaji v ramci
plnéni této Smlouvy a provadéni Studie, strany se
dohodly, ze Zadavatel je samostatnym Spravcem,
pokud jde o zpracovani Osobnich udaji obsazenych
ve studijni dokumentaci, které Poskytovatel
a Zkousejici predavaji Zadavateli, a Poskytovatel je
samostatnym Spravcem, co se ty¢e Osobnich udaji
zpracovavanych Poskytovatelem v souvislosti
s 1écbou pacientti ucastnicich se Studie v souladu se
standardy lékatské péce a prisluSnymi pravnimi
predpisy. Zadavatel urcuje ucel a prostiedky
zpracovani Osobnich udajii obsazenych
v pseudonymizovanych zaznamech ze Studie, které
jsou zpracovavany v souladu s Protokolem
a formuldfem informovaného souhlasu pacienta
ucastniciho se Studie, a Osobnich udajh
Zkousejiciho a Studijniho personalu shromazdénych
pro ucely Studie. Poskytovatel urci ucel a zplisoby
zpracovani Osobnich udajt obsazenych
v nepseudonymizované zdrojové dokumentaci,
zdravotnické dokumentaci nebo jinak pottebnych
pro ucely lékatské péce nebo s ohledem na piimou
komunikaci s pacienty Gi€astnicimi se Studie.

(b) Strany se zavazuji a CRO potvrzuje, Ze tak bude
¢init 1 Zadavatel, po celou dobu platnosti této
Smlouvy dodrzovat vSechny pftislusné zakony,
pravidla a pfedpisy o ochrané¢ osobnich udajl,
v platném znéni, pokud jde o shromazdovéni,
pouzivani, zpracovani, uchovavani, ptenos, tpravu,
vymaz a/nebo zvetejnéni jakychkoli Osobnich udaji
podle této Smlouvy a regulatornich pozadavkd.
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(©) Institution shall ensure that their personnel
engaged in the processing of Personal Data are
informed of the confidential nature of the Personal
Data, have received appropriate training on their
responsibilities, and have executed written
confidentiality agreements or are otherwise subject
to professional obligations of confidentiality.
Institution and Investigator shall ensure that access
to Personal Data is limited to those personnel who
perform services in accordance with the Agreement.

(d) The Institution and Investigator are
responsible for ensuring that a written consent to
personal data processing is obtained prior to the
processing of Personal Data. Therefore, the
Institution and Investigator shall ensure that the
consent to Personal Data processing and the ICF are
signed by both the Study patient (or his/her legal
representatives, if applicable). Institution shall
promptly notify CRO and/or Sponsor of any such
withdrawal of consent that may affect the use of the
Personal Data under the Agreement, and any other
instructions provided by Sponsor.

(e) The Parties shall maintain, and CRO
confirms that the Sponsor shall maintain, appropriate
technical and organizational security measures to
protect the Study patients’, Investigator’s and
Research Staff’s Personal Data they process in
relation to this Agreement.

® The Parties agree that as between them and
Sponsor, the Institution is best able to manage
requests from Study patients to exercise their Data
Subject’s rights. The Institution shall appoint a
person that shall act as a primary point of contact
(this is usually the data protection officer- DPO of
the Institution) and shall respond to all Data
Subject’s rights exercised by the Study patients in
respect to processing of their Personal Data in
relation to this Agreement (hereinafter ‘Data
Subject’s Request’). The Institution shall inform the

Template reference:

(c) Poskytovatel zajisti, aby jeho zaméstnanci, ktefi
se podileji na zpracovani Osobnich udaji, byli
informovani o davérné povaze Osobnich udajt,
absolvovali  odpovidajici  Skoleni o svych
povinnostech a uzavieli pisemné dohody
o zachovani divérnosti nebo se jinak zavazali
k profesni mlcenlivosti. Poskytovatel a ZkousSejici
zajisti, aby pfistup k Osobnim udajim méli pouze
pracovnici, kteti poskytuji sluzby dle této Smlouvy.

(d) Poskytovatel a ZkousSejici odpovidaji za to, ze
pfed zpracovanim Osobnich udaji bude ziskan
pisemny souhlas se zpracovanim osobnich dajl.
Poskytovatel a Zkousejici proto zajisti, aby pacient
ucastnici se Studie (pfipadné jeho zakonny zéstupce)
podepsal jak souhlas se zpracovanim osobnich udajti
tak ICF. Poskytovatel neprodlené informuje CRO
a/nebo Zadavatele o kazdém odvolani souhlasu,
které miize mit vliv na pouziti Osobnich udaji podle
Smlouvy a jakychkoli dalSich pokyni poskytnutych
Zadavatelem.

(e) Strany se zavazuji a CRO potvrzuje, Ze tak bude
¢init 1 Zadavatel, udrzovat vhodna technicka
a organizacni bezpecnostni opatfeni na ochranu
Osobnich udaji pacientd ucastnicich se Studie,
Zkous$ejictho a  Studijniho personalu, které
zpracovavaji v souvislosti s touto Smlouvou.

(f) Strany se dohodly, Ze Poskytovatel je nejlépe
vybaven vyfizovat zadosti pacientli Ucastnicich se
Studie o uplatnéni prav Subjektu udaji. Poskytovatel
uréi osobu, ktera bude plsobit jako primarni
kontaktni misto (obvykle se bude jednat o poverence
pro ochranu osobnich udaji - DPO - Poskytovatele)
a bude reagovat na vSechny Zzadosti o uplatnéni prav
Subjektii idajii ze strany pacientli ucastnicich se
Studie v souvislosti se zpracovanim jejich Osobnich
dajii dle této Smlouvy (déle jen ,,Zadost subjektu
udaju“). Poskytovatel bude informovat CRO
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CRO and Sponsor and request their assistance in
responding to a Data Subject’s Request only to the
extent the Institution is unable to manage and
respond to the Data Subject’s Request without
information which could only be provided by the
CRO and Sponsor. In the event that Sponsor or CRO
receives a Data Subject Request, Sponsor or CRO
shall forward the request to Institution. To the extent,
the CRO and Sponsor need to provide information to
the Institution, the Institution shall inform the CRO
and Sponsor within 72 hours upon receiving the Data
Subject’s request. Under such circumstances, the
CRO shall (i) cooperate with the Institution and shall
provide the Institution with, subject to Applicable
Law, the requested information and undertake any
reasonable actions to enable the Institution to
respond to the Data Subject’s Request; and (ii)
procure that the Sponsor cooperate with the
Institution and provide the Institution with, subject
to Applicable Law, the requested information and
undertake any reasonable actions to enable the
Institution to respond to the Data Subject’s Request.
The Institution shall, upon the reasonable request by
CRO and/or Sponsor, provide CRO and/or Sponsor
with any information, undertake any actions or
provide assistance to CRO and/or the Sponsor as
may be required by CRO and/or the Sponsor to
respond to a Data Subject’s Request or to co-operate
with CRO or Sponsor when Institution cooperation
is required with respect to the processing carried out
within the framework of performing this Agreement.
Institution agrees that in order to maintain the
integrity of the Study results, the ability to amend,
restrict or delete Personal Data may be limited in
accordance with Applicable Law.

(g)  If a Personal Data Breach occurs in relation
to any Study patients’ or Investigator’s or Research
Staff’s Personal Data processed in relation to this
Agreement and it is likely that such breach poses
a risk to an individual’s rights and freedoms
(hereinafter a “Reportable Breach”), the Parties

Template reference:

a Zadavatele a zadat je o pomoc pii odpovédi na
Zadost subjektu udaji pouze v rozsahu, v jakém
Poskytovatel neni schopen Zadost subjektu Gdaji
vyfidit bez informaci, které by mu mohli poskytnout
pouze CRO a Zadavatel. V ptipadé¢, ze Zadavatel
nebo CRO obdrzi Zadost subjektu udajd, preda ji
Poskytovateli. Pokud je tfeba, aby CRO a Zadavatel
poskytli informace Poskytovateli, Poskytovatel
informuje CRO a Zadavatele do 72 hodin od
obdrzeni Zadosti subjektu udaji. Za t&chto okolnosti
CRO 1) spolupracuje s Poskytovatelem a poskytne
mu v souladu s Platnymi pravnimi piedpisy
pozadované informace a podnikne veskeré
pfiméfené kroky, aby mu umoznila reagovat na
Zadost subjektu udaji; a ii) zajisti, aby Zadavatel
spolupracoval s Poskytovatelem a poskytl mu
v souladu s Platnymi pravnimi ptedpisy pozadované
informace a podnikl veskeré primétené kroky, aby
mu umoznil reagovat na Zadost subjektu tudajil.
Poskytovatel na zakladé opravnéné zadosti CRO
a/nebo Zadavatele poskytne CRO a/nebo Zadavateli
veskeré informace, podnikne veskeré kroky nebo
poskytne CRO a/nebo Zadavateli soucinnost, kterou
CRO a/nebo Zadavatel mize pozadovat, aby mohli
reagovat na Zadost subjektu udaji  nebo
spolupracovat s CRO nebo Zadavatelem, pokud je
soucinnost Poskytovatele vyzadovana s ohledem na
zpracovani provadéné v rdmci plnéni této Smlouvy.
Poskytovatel souhlasi s tim, Ze v z4jmu zachovani
integrity vysledkl Studie mtize byt moznost ménit
Osobni tdaje, omezovat zpracovani Osobnich tdaji
nebo mazat Osobni Udaje v souladu s Platnymi
pravnimi pfedpisy omezena.

(g) Pokud dojde k poruseni zabezpeceni Osobnich
udaji v souvislosti s Osobnimi udaji pacienti
ucastnicich se Studie nebo Osobnich tudaji
Zkousejiciho ¢1  cClena Studijniho  personalu
zpracovavanych v souvislosti s touto Smlouvou a je
pravdépodobné, ze takové poruSeni predstavuje
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agree that the data controller of the Personal Data
involved must notify the relevant supervisory
authority without undue delay and at the latest within
72 hours after having become aware of such breach.
If a Reportable Breach relates to Personal Data that
is the subject of Sponsor’s obligations as data
controller, the Institution shall notify the Sponsor of
the Reportable Breach no later than 24 hours after
having become aware of such Reportable Breach.
Institution and Investigator agree to fully cooperate
with Sponsor, investigate and resolve any such
Personal Data Breach and provide Sponsor any
information necessary to provide notifications to
data subjects and/or government authorities if
required by law.

(h)  The Institution and Investigator shall notify
CRO and the Sponsor immediately of any accidental,
unlawful or unauthorized use or disclosure of
Personal Data or human biological samples of which
it becomes aware.

(1) The Institution/Investigator shall cooperate
and assist the Sponsor with respect to the conduct of
any data protection impact assessments and/or prior
consultations with regulatory authorities that may be
required in respect to processing that is carried out
under the Agreement related to the Study. Institution
and Investigator will promptly notify CRO and
Sponsor of any notices received by Institution or
Investigator from a data protection authority that
relate to the Study.

() Except for any information that is provided
to the Sponsor monitor or the CRO monitor on site,
which shall include any source data including
Personal Data that directly identifies the Study
patients, any other information provided to CRO or
the Sponsor shall always be de-identified or key
coded. Further, no information other than the

Template reference:

riziko pro prava a svobody jednotlivce (dale jen
,Ohlasované porusSeni®), strany se dohodly, Ze
Spravce dotéenych Osobnich 1udaji musi bez
zbyte¢ného odkladu, nejpozdéji vSak do 72 hodin
poté, co se o takovém poruseni dozvéd¢l, informovat
ptislusny dozorovy ufad. Pokud se Ohlasované
poruseni tyka Osobnich udaji, které jsou predmétem
povinnosti Zadavatele jako Spravce, Poskytovatel
ohlasi Zadavateli Ohlasované poruSeni nejpozdéji do
24 hodin poté, co se o takovém OhlaSovaném
poruSeni dozveédél. Poskytovatel a ZkousSejici budou
se Zadavatelem plné spolupracovat, vySetfovat
a tesit takové poruSeni zabezpeceni osobnich udajli
a poskytnou Zadavateli veskeré informace nezbytné
pro informovani Subjektl Udaji a/nebo statnich
organtl, pokud je pravni ptredpisy vyzaduji.

(h) Poskytovatel a Zkousejici neprodlené oznami
CRO a Zadavateli jakékoli ndhodné, nezdkonné
nebo neopravnéné pouziti nebo zvetrejnéni Osobnich
udaji nebo lidskych biologickych vzorki, o kterém
se dozvi.

(1) Poskytovatel/ZkouSejici bude spolupracovat se
Zadavatelem a bude mu ndpomocen pii provadéni
posouzeni vlivu na ochranu osobnich udaji a/nebo
pfi pfedbéznych konzultacich s regulacnimi orgény,
kter¢ mohou byt vyzadovany v souvislosti se
zpracovanim provadénym na zakladé této Smlouvy
v souvislosti se Studii. Poskytovatel a Zkousejici
budou CRO a Zadavatele neprodlené informovat
o veskerych oznamenich, ktera Poskytovatel nebo
Zkousejici obdrzeli od organu pro ochranu osobnich
udaju a ktera se tykaji Studie.

() S vyjimkou informaci, které jsou poskytnuty
monitorovi Zadavatele nebo monitorovi CRO
v misté¢ Poskytovatele, které zahrnuji veSkeré
zdrojové udaje vcetné Osobnich udaji, které ptimo
identifikuji pacienty ucastnici se Studie, musi byt
veskeré dal$i informace poskytnut¢é CRO nebo
Zadavateli vzdy anonymizovany nebo kdédovany
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information provided to perform or complete the
Study shall be provided to CRO or the Sponsor under
this Agreement.

(k)

The Institution and the Investigator each

understand and acknowledge that:

Template reference:

(1) CRO or the Sponsor may collect and use
Personal Data about the Investigator and
Research  Staff, such as contact
information and professional credentials
etc., for the purposes of conducting the
Study, compliance with statutory or
ethical requirements for the purpose of
identifying skills, facilities and any other
information relevant to the performance
of clinical trials being conducted by the
CRO and/or Sponsor and as required by
Applicable Law. The Institution and/or
the Investigator shall inform Research
Staff of their right to check the accuracy
and modify/rectify/update (as the case
may be) any Personal Data by
notification to CRO or the Sponsor.

(i1) the Personal Data of the Investigator and
Research Staff may be transferred and
processed outside of Czech Republic
including to countries that may not have
been assessed as having adequate
privacy laws. Regardless of the country
to which the Personal Data may be
transferred, CRO and the Sponsor shall
take steps to ensure that they and their
affiliates, agents, subsidiaries and
suppliers comply with the applicable
regulations and laws and shall take
reasonable steps to protect the security of
such Personal Data and ensure adequate
level of protection of Personal Data.

klicem. Dale nesmi byt CRO nebo Zadavateli na
zaklad¢ této Smlouvy poskytnuty zddné informace
kromé informaci poskytnutych za ticelem provedeni
nebo dokonceni Studie.

(k) Poskytovatel a ZkouSejici rozumi a berou na
védomi, Ze:

(@)

(i)

CRO nebo Zadavatel mohou shromazd’ovat
a pouzivat Osobni udaje o ZkousSejicim
a Studijnim persondlu, jako jsou kontaktni
informace, profesni historie atd., pro ucely
provadéni Studie, dodrzovani zakonnych
nebo etickych pozadavki za ucelem zjisténi
schopnosti, vybaveni a jakychkoli dalSich
informaci relevantnich pro provadéni
klinickych hodnoceni provadénych CRO
a/nebo Zadavatelem a v souladu s Platnymi
pravnimi pfedpisy. Poskytovatel a/nebo
Zkousejici informuji  Studijni personal
0 pravu kontrolovat piesnost
a upravovat/opravovat/aktualizovat (podle
okolnosti) jakékoli své Osobni udaje
oznamenim CRO nebo Zadavateli.

Osobni tudaje ZkouSejiciho a Studijniho
personalu mohou byt predavany
a zpracovavany mimo Ceskou republiku,
vcetné zemi, které nemusi byt vyhodnoceny
jako zemé s odpovidajicimi pravnimi
pfedpisy na ochranu osobnich udaji. Bez
ohledu na zemi, do které mohou byt Osobni
udaje pfedavany, CRO a Zadavatel pfijmou
opatfeni, aby zajistili, Ze oni a jejich
pfidruZzené spole€nosti, zéstupci, dcefiné
spole€nosti a dodavatelé dodrzuji platné
a zékony a pravni pfedpisy, a piijmou
pfiméfené kroky k ochrané bezpecnosti
Osobnich udajt a zajisti odpovidajici Groven
ochrany Osobnich tdajt.
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) The Investigator understands and
acknowledges and shall ensure that the Research
Staff understand and acknowledge that CRO or the
Sponsor or a designated third party shall have the
right to the extent necessary for the purposes of in
accordance with Applicable Law to disclose, process
and store his/her Personal Data in connection with
this Study to a Regulatory Authority and Ethics
Committee, which may be located outside of Czech
Republic and which may not offer an equivalent
level of data protection.

(m) Insofar the Institution and/or Investigator
disclose(s) its/their Research Staft’s, employees or
any other individual's Personal Data to CRO or the
Sponsor for the purpose or in connection with this
Agreement, the Institution and/or the Investigator
shall inform all such individuals with regard to the
processing of their Personal Data, including in
connection with CRO’s and/or the Sponsor's audit
rights set out herein. The Institution and/or
Investigator shall ensure that such disclosure is done
in accordance with any applicable regulatory
requirements, including information and consent
requirements to allow CRO and/or the Sponsor the
possibility to process the received Personal Data for
the purposes set out in the Agreement without
fulfilling any other formality. The Institution and/or
Investigator shall also consider any instructions
which may be sent electronically or in writing, from
time to time, by CRO and/or the Sponsor, in respect
of the information that should be provided to
individuals for the fulfilment of this Section.

(n)  Institution agree that all processing
agreements shall be in writing and that processors
shall be required to comply with the terms of the
Agreement. Institution shall maintain a written
record of all processing activities that are carried out
under the Agreement, including description of
transfers to third countries or international
organizations and documentation of the suitable

Template reference:

(1) Zkousejici rozumi, bere na védomi a zajisti, aby
Clenové Studijni persondlu rozuméli a vzali na
védomi, ze CRO nebo Zadavatel nebo povéiena tieti
osoba mé pravo v rozsahu nezbytném pro ucely
v souladu s Platnymi pravnimi ptedpisy zpracovavat
auchovéavat jejich Osobni tidaje v souvislosti s touto
Studii a zpftistupnit je regulacnimu orgénu a etické
komisi, které se mohou nachizet mimo Ceskou
republiku a které nemusi poskytovat rovnocennou
uroven ochrany Osobnich tdajt.

(m) Pokud Poskytovatel a/nebo ZkousSejici
zptistupni své Osobni udaje nebo Osobni udaje
Studijniho persondlu, zaméstnancii nebo jakychkoli
jinych fyzickych osob CRO nebo Zadavateli za
ucelem nebo v souvislosti s touto Smlouvou,
Poskytovatel a/nebo Zkousejici informuje vSechny
tyto fyzické osoby o zpracovani jejich Osobnich
udajii, a to i v souvislosti s pravy CRO a/nebo
Zadavatele na audit sjednanymi v této Smlouvé.
Poskytovatel a/nebo Zkousejici zajisti, aby toto
sdéleni bylo provedeno v souladu s veSkerymi
platnymi regulacnimi pozadavky, v€etné¢ pozadavkl
na informace a souhlas, aby CRO a/nebo Zadavatel
mohli zpracovavat obdrzené Osobni udaje pro ucely
stanovené v této dohodé bez splnéni dalSich
pozadavka. Poskytovatel a/nebo ZkousSejici dale
souhlasi, Ze vezmou v potaz veskeré pokyny, které
jim mohou CRO a/nebo Zadavatel v budoucnu
zaslat elektronicky nebo pisemné, ve véci informaci,
které by mély byt fyzickym osobam poskytnuty za
ucelem plnéni tohoto ¢lanku Smlouvy.

(n) Poskytovatel souhlasi s tim, Ze vSechny dohody
0 zpracovani osobnich udaji budou mit pisemnou
formu a ze zpracovatelé budou povinni dodrzovat
podminky této Smlouvy. Poskytovatel vede pisemné
zdznamy o vSech Cinnostech zpracovani, které jsou
provadény na zdklad¢ této Smlouvy, véetné popisu
predavani udaji do tietich zemi nebo mezinarodnim
organizacim a dokumentace pouzitych vhodnych
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safeguards that are employed. Institution shall be
responsible for any noncompliance by a processor
which it has engaged, which noncompliance will
constitute a breach as if committed directly by
Institution.

(o)  Institution and Investigator will only transfer
Personal Data outside Czech Republic, the European
Union, European Economic Area in accordance with
Instructions provided by Sponsor, directly or through
CRO. Institution and Investigator agree that, if a Data
Processing Addendum (DPA) becomes necessary,
then they will negotiate a DPA in good faith and
agree to use the following mechanism supporting the
transfer and processing of Personal Data: EU
Standard Contractual Clauses

9. CONFIDENTIALITY

(a) Unless CRO or Sponsor provides prior
written consent or except as authorized in this
Agreement or as required by Applicable Law,
Institution and Investigator shall not, and Institution
shall ensure that Research Staff shall not disclose to
any third party or use for any purposes other than for
the performance of the Study (i) any Study data and
results; (i1) any information disclosed to Institution
or Investigator by CRO or Sponsor or generated as a
result of this Study; (ii1) the terms of this Agreement;
and (iv) other information related to the Study, Study
Drug or Sponsor technology, research or business
plans that CRO or Sponsor provides to Institution or
Investigator as a result of this Agreement
(hereinafter, collectively "Confidential
Information"). Such Confidential Information shall
remain the confidential and proprietary property of
Sponsor and shall be disclosed only to Research Staff
bound by obligations of confidentiality consistent
with this Agreement who have a “need to know” for
the performance of the Study. The obligation of

Template reference:

opatfeni. Poskytovatel je odpovédny za jakékoli

poruSeni povinnosti ze strany svého dalSiho
zpracovatele, jako by se ho dopustil piimo
Poskytovatel.

(o) Poskytovatel a ZkouSejici budou predavat
Osobni udaje mimo Ceskou republiku, Evropskou
unii a Evropsky hospodéisky prostor pouze
v souladu s pokyny Zadavatele ud€lenymi ptimo
nebo  prostiednictvim  CRO.  Poskytovatel
a Zkousejici se dohodli, ze pokud bude nutné uzavftit
dodatek o zpracovani udaji (DPA), sjednaji DPA
v dobré vife a v souladu s pravidly pro zpracovani
udajii a budou pouzivat nasledujici mechanismus
pfedavani a zpracovani Osobnich udaji: standardni
smluvni dolozky EU.

9, MLCENLIVOST

(a) S vyjimkou ptipadu, kdy CRO nebo Zadavatel
poskytne predchozi pisemny souhlas nebo
s vyjimkou ptipadii povolenych v této Smlouvé nebo
vyzadovanych  Platnymi  prdvnimi  ptedpisy,
Poskytovatel a ZkouSejici nesdéli a Poskytovatel
zajisti, aby tak neucinil ani zadny ¢len Studijniho
personalu, Zadné tfeti osob& ani nepouzije k jinym
ucelim nez k provadéni Studie (i) zaddné udaje
a vysledky Studie; (ii) Zadné informace, které
Poskytovateli nebo ZkouSejicimu sdéli CRO nebo
Zadavatel nebo které vzniknou v disledku této
Studie; (ii1) podminky této Smlouvy; a (iv) jiné
informace tykajici se Studie, Studijniho 1é¢iva nebo
technologii Zadavatele, vyzkumu nebo obchodnich
plant, které CRO nebo Zadavatel sveti Poskytovateli
nebo Zkousejicimu v dasledku této Smlouvy (dale
spole¢né jen ,,Divérné informace*). Tyto Divérné
informace zlstavaji davérmym a chranénym
majetkem Zadavatele a mohou byt zpfistupnény
pouze ¢lenim Studijnimu persondlu vazanym
povinnosti ml¢enlivosti v souladu s touto Smlouvou,
ktefi takové informace ,potfebuji znat“ pro
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nondisclosure shall not apply to the following
Confidential Information:

Confidential Information that is or becomes
publicly available through no fault of
Institution, Investigator or Research Staff;
Confidential Information that is disclosed to
Institution, Investigator, and/or Research
Staff by a third party legally entitled to
disclose such information in a non-
confidential fashion, as demonstrated by
contemporaneous written documentation;
(ii1) Confidential Information that is already
known to Institution, Investigator, and/or
Research Staff as shown by its prior written
records;
(iv) Confidential Information that is
independently developed by Institution and
Investigator without the use of Confidential
Information as demonstrated by their
contemporaneous written records.

(@)

(ii)

Institution may disclose Confidential Information on
aneed to know basis but shall be limited to disclosure
received hereunder to only those of its employees,
contractors or agents who have the need to know
such Confidential Information in order to conduct the
Study and who are bound by a written agreement
with terms no less stringent than this Agreement.
Institution and Investigator shall use all reasonable
safeguards to prevent unauthorized use or disclosure
by such recipients. If required by Applicable Law,
Institution and  Investigator may  disclose
Confidential Information without breaching their
confidentiality obligations under this Section
provided that prior to making such disclosure,
Institution and Investigator notify CRO and Sponsor
in writing as far as possible in advance of the
disclosure so as to allow CRO and Sponsor to take
legal action to protect the Confidential Information.
Institution and Investigator agree to disclose only

Template reference:

provadéni Studie. Povinnost mlcenlivosti se
nevztahuje na tyto Divérné informace:

(1) Duvérné informace, které jsou nebo se stanou
vetejné dostupnymi bez zavinéni
Poskytovatele, Zkousejiciho nebo Studijniho
personalu;

(i1)) Duavérné informace, které jsou
Poskytovateli, Zkousejicimu a/nebo
Studijnimu personalu sdéleny tfeti osobou,
ktera je opravnéna tyto informace Sifit bez

zachovani davérnosti, coz je dolozeno
soubéznou pisemnou dokumentaci;

(ii1)) Duavérné informace, které jsou
Poskytovateli, Zkousejicimu a/nebo
Studijnimu personalu jiz znamy, jak vyplyva
z diivéjSich pisemnych zdznami;

(iv) Duvérné informace, které jsou nezavisle

vyvinuty Poskytovatelem a Zkousejicim bez
pouziti davérnych informaci, jak je
prokéazano aktudlnimi pisemnymi zaznamy.

Poskytovatel muze zpfistupnit divérné informace
osobam, které je potiebuji znat, ale jejich
zptistupnéni bude omezeno pouze na ty jeho
zaméstnance, dodavatele nebo zastupce, ktefi
potiebuji znat tyto divérné informace k provadéni
Studie a ktefi jsou véazani pisemnou smlouvou
s podminkami davérnosti alespon stejné piisnymi
jako jsou podminky sjednané v této Smlouvée.
Poskytovatel a ZkouSejici pouziji veskerd primétena
ochrannad opatfeni, aby zabrédnili neopravnénému
pouziti nebo zvetejnéni Diivérnych informaci témito
osobami. Pokud to vyzaduji Platné pravni piedpisy,
mohou Poskytovatel a Zkousejici zvetejnit Divérné
informace, aniz by porusili své povinnosti
mlcéenlivosti podle tohoto ¢lanku, za ptredpokladu, ze
ptfed takovym zvefejnénim Poskytovatel a ZkousSejici
pisemné informuji CRO a Zadavatele v co nejvétSim
pfedstihu ptfed zvefejnénim, aby CRO a Zadavatel
mohli podniknout pravni kroky k ochrané
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that Confidential Information required to comply
with the legal requirement.

(b) Confidentiality obligations for Confidential
Information other than Study data and Study records
that is subject to Section 6 shall survive for five (5)
years after the expiration or termination of this
Agreement. Confidentiality obligations for Study
data and Study records that is subject to Section 6
shall survive for as long as Institution retains this
information.

(c) If requested by CRO or Sponsor in writing,
Institution and Investigator shall return all
Confidential Information except that required to be
retained at the Institution by Applicable Law.

(d) Sponsor and CRO hereby acknowledge that
the Institution is obliged to publish this Agreement
pursuant to Act no. 340/2015 Sb., on Register of
Contracts. Information which constitutes trade secret
of either party is exempt from the publication. Trade
secrets for the purposes of this Agreement include,
but are not limited to, Exhibit A — Budget, the
minimum enrollment goal, expected number of study
subjects enrolled and the expected duration of the
study. Personal data of individuals are also exempt
from publication, unless they have been previously
published in another public register. The Institution
is obliged to publish this Agreement in accordance
with this article. Should the Institution fail to publish
this Agreement within 15 days from the Effective
Date, it may be published by the Sponsor or CRO.
The Institution will inform CRO that the Agreement
has been published in the Register of Contracts by
sending a confirmation of publication to the

following email address: || |  GTccNNGTGNEEE
]

Template reference:

Duvérnych informaci. Poskytovatel a Zkousejici
souhlasi s tim, Ze zvefejni pouze ty Duvérné
informace, které jsou nezbytné pro splnéni pravni
povinnosti.

(b) Povinnost zachovéavat ml¢enlivost o divérnych
informacich jinych, nez jsou studijni data a zdznamy,
na které se vztahuje Clanek 6 Smlouvy, trva pét (5)
let po uplynuti doby platnosti nebo ukonceni této
Smlouvy. Povinnost zachovavat mlcenlivost
o studijnich Udajich a z4znamech, na které se
vztahuje Clanek 6, trva po dobu, po kterou
Poskytovatel tyto informace uchovava.

(c) Pokud o to CRO nebo Zadavatel pisemné
pozéadaji, Poskytovatel a ZkousSejici vrati vSechny
Duvérné informace s vyjimkou téch, které musi byt
u Poskytovatele uchovavany podle Platnych
préavnich ptedpist.

(d) Zadavatel a CRO timto berou na védomi, ze
Poskytovatel je povinen uvefejnit tuto smlouvu
podle zékona €. 340/2015 Sb., o registru smluv.
Informace, které piedstavuji obchodni tajemstvi
jedné ze stran, jsou z uvetejnéni vynaty. Obchodnim
tajemstvim se pro ucely této Smlouvy rozumi mimo
jiné Ptiloha A - Rozpocet, minimalni cil pro zatazeni
do Studie, ocekavany pocet zatfazenych Subjekth
studie a o¢ekavana doba trvani Studie. Osobni daje
fyzickych osob jsou rovnéz vynaty ze zvetejnéni,
pokud nebyly dfive zvefejnény v jiném vetejném
rejstiiku. Poskytovatel je povinen zvefejnit tuto
Smlouvu v souladu s timto clankem. Pokud
Poskytovatel tuto Smlouvu nezvetejni do 15 dnt od
data uCinnosti, mize ji zvetejnit Zadavatel nebo
CRO. Poskytovatel bude informovat CRO o tom, ze
Smlouva byla zvefejnéna v registru smluv, a to
zaslanim potvrzeni o zvefejnéni na nasledujici e-
mailovou  adresu:
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10. PUBLICATION

(a) All data or results arising out of the
performance of this Study shall be considered
Confidential Information of Sponsor as defined in
Section 9 and shall not be used for the commercial
benefit of the Institution, Investigator, or Research
Staff.

(b) The Institution and the Investigator shall be
entitled to publish or make presentations of the
results of the Study, as indicated in this Section. If
this Study is part of a multi-center clinical trial,
Institution and Investigator agree not to
independently publish the results of the Study until
first occurrence of one of the following events: (i) the
multi-center primary publication is published; (ii) no
multi-center primary publication is submitted within
two years after conclusion, abandonment, or
termination of the Study at all sites; or (iii) Sponsor
confirms in writing there will be no multi-center
primary publication. All such publications or
presentations shall (i) be consistent with academic
standards and International Committee of Medical
Journal Editors (ICMIJE) guidelines; (ii) comply with
all Applicable Laws, (iii) not be made for any
commercial purpose; and (iv) subject to Sponsor’s
right to review as described in Section 10 (¢) below.

(c) The Institution and/or the Investigator shall
provide the Sponsor with copies of any materials
relating to the Study that either intends to publish (or
submit for publication) or present at least forty-five
(45) days in advance of such publication, submission
or presentation. At the request of the Sponsor or
CRO, the Institution and/or the Investigator:

Template reference:

10. PUBLIKACE

(a) Veskeré udaje nebo vysledky vyplyvajici
z provadéni této Studie se povazuji za Duvérné
informace Zadavatele, jak jsou definovany v Clanku
9, a nesmi byt pouzity pro komercni prospéch
Poskytovatele, Zkousejictho nebo  Studijniho
personalu.

(b) Poskytovatel a ZkouSejici jsou opravnéni
zvetejnovat nebo prezentovat vysledky Studie dle
podminek uvedenych v tomto ¢lanku. Pokud je tato
Studie  soucasti multicentrického  klinického
hodnoceni, Poskytovatel a Zkousejici souhlasi s tim,
ze vysledky Studie nebudou nezéavisle zveiejiiovat,
dokud nenastane jedna z nasledujicich udalosti: (i)
bude zvefejnéna primarni multicentrickd publikace;
(i1)) do dvou let od dokonceni, pieruseni nebo
ukonceni Studie na vSech pracovistich nebude
piedlozena zadna primarni multicentricka publikace;
nebo (iii) Zadavatel pisemn¢ potvrdi, Zze primarni
multicentrickd  publikace nebude zvefejnéna.
Vsechny takové publikace nebo prezentace (i) musi
byt v souladu s akademickymi standardy a pokyny
Mezinarodniho vyboru editorti 1ékaiskych ¢asopisti
(ICMIJE), (i1) musi byt v souladu se vSemi Platnymi
pravnimi pfedpisy, (iii) nesmi byt vytvofeny pro
komer¢ni Gcely a (iv) podléhaji pravu Zadavatele na
pfezkoumani, jak je popsano v Clanku 10 pism. c)
nize.

(c) Poskytovatel a/nebo ZkouSejici poskytne
Zadavateli kopie vSech materidll tykajicich se
Studie, které¢ hodla publikovat (nebo ptedlozit
k publikaci) nebo prezentovat, a to nejmén¢ Ctyficet
pét (45) dni pied takovou publikaci, ptfedlozenim
nebo prezentaci. Na Zzadost Zadavatele nebo CRO
Poskytovatel a/nebo Zkousejici:
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(1) shall not include in or shall remove from any
proposed publication any Confidential
Information (other than the results of the
Study); and

(i1) shall withhold such publication, submission
for publication or presentation for a period of
ninety (90) days from the date on which the
Sponsor receives the material to allow the
Sponsor to take such measures as the
Sponsor considers necessary to preserve its
proprietary rights and/or protect its
Confidential Information.

(d) The Sponsor has a long-standing
commitment to transparency, and the Institution and
the Investigator acknowledge that the Sponsor shall
post the Study on clinical trial registries and publish
the results on clinical trial results databases in such
format as prescribed (including
www.CROclinicaltrials.com), and/or provide such
results to the Regulatory Authorities and in
accordance with Applicable Law.

11. INTELLECTUAL PROPERTY

(a) Any inventions or discoveries (whether
patentable or not), improvements, developments,
innovations, suggestions, ideas, work product,
results and reports made or developed by Institution,
Investigator and/or Research Staff (whether solely or
jointly with others) arising out of or in connection
with the performance of this Study (hereinafter
“Intellectual Property Rights”) shall be promptly
disclosed to Sponsor and shall become, be and
remain the exclusive property of Sponsor, regardless
of derivation or inventorship. Institution and
Investigator shall assign and hereby does assign and
transfer with full title guarantee and without any
additional consideration, and shall cause Research
Staff to assign and transfer with full title guarantee
and without any additional consideration, all such
Intellectual Property Rights to Sponsor or its

Template reference:

(1) nezahrne do zadné navrhované publikace
nebo z ni odstrani Divérné informace
(kromé¢ vysledki Studie); a

(i1) pozdrzi  zvefejnéni, piedlozeni ke

zvetejnéni nebo prezentaci po dobu
devadesati (90) dni ode dne, kdy
Zadavatel material obdrzi, aby Zadavatel
mohl piijmout opatieni, kterd povazuje
za nezbytnd k zachovani svych
vlastnickych prav a/mebo k ochrané
svych Davérnych informaci.

(d) Zadavatel dlouhodobé¢ prosazuje transparentnost
a Poskytovatel a ZkouSejici berou na védomi, ze
Zadavatel zvetejni vysledky Studie v registrech
klinickych hodnoceni a vysledky v databazich
vysledkti klinickych hodnoceni v pfedepsaném
formatu  (v€etné  www.CROclinicaltrials.com)
a/nebo poskytne tyto vysledky regulacnim organtim
v souladu s Platnymi pravnimi ptedpisy.

11. PRAVA DUSEVNIHO VLASTNICTVI

(a) Veskeré vynalezy nebo objevy (at uz
patentovatelné ¢i nikoli), zlepSeni, inovace, navrhy,
napady, vysledky a zpravy vytvorené nebo vyvinuté
Poskytovatelem, ZkouSejicim a/nebo Studijnim
persondlem (at uz samostatné nebo spolecné
s jinymi), které vznikly pfi provadéni této Studie
nebo v souvislosti s ni (déale jen ,,Prava dusevniho
vlastnictvi“), budou neprodlen¢ oznédmeny
Zadavateli a stanou se a zlstanou vyhradnim
vlastnictvim Zadavatele, bez ohledu na jejich
odvozeni nebo vyndlezcovstvi. Poskytovatel a
Zkousejici postoupi a timto postupuji a prevadéji v
plném rozsahu a bez jakychkoli zastavnich prav,
prav tfetich osob a zatiZzeni veSkerd takovd Prava
duSevniho vlastnictvi Zadavateli nebo jim povétené
osobé bez naroku na jakékoli protiplnéni a zajisti,
aby tak ucinil 1 Studijni personal. Postoupeni prav
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designee free and clear of all liens, claims, and
encumbrances. The assignment of Intellectual
Property Rights including all copyrightable work is
worldwide, irrevocable, for the whole duration of
protection under the intellectual property right
concerned and for all means or form of exploitation.
Upon Sponsor's request, and at Sponsor’s sole cost
and expense, Institution and Investigator shall take,
and will cause Research Staff to take such actions as
Sponsor deems necessary or appropriate to perfect
Sponsor’s exclusive ownership of such property and
obtain patent or other proprietary protection in
Sponsor's name with respect to any of the foregoing.

(b) Institution and Investigator agree that CRO
and Sponsor do not transfer to Institution or
Investigator (or Research Staff) by operation of this
Agreement or by any other means any patent right,
copyright or other proprietary or property right of
Sponsor.

(c) Study Drug is and shall remain the sole
property of Sponsor. The transfer of physical
possession of the Study Drug hereunder, and/or the
possession or use of the Study Drug by the Institution
and the Investigator, shall neither constitute nor be
construed as a sale, lease, or offer to sell or lease the
Study Drug or other transfer of title in or to the Study
Drug.

Dusevniho vlastnictvi v€etné vSech dé€l podléhajicich
autorskym praviim je celosvétové, neodvolatelné a
plati po celou dobu trvani ochrany podle ptislusného
prava dusSevniho vlastnictvi a pro vSechny
prostiedky nebo formy vyuziti. Na zadost Zadavatele
a na jeho naklady Poskytovatel a ZkouSejici
podniknou takové kroky, a zajisti, aby tak ucinil 1
Studijni persondl, které Zadavatel povazuje za
nezbytné nebo vhodné, aby se vylu¢né vlastnictvi
Zadavatele kvySe uvedenému majetku stalo
bezvadnym a aby Zadavatel ziskal patentovou nebo
jinou vlastnickou ochranu s ohledem na kterékoli z
prav uvedenych vyse.

(b) Poskytovatel a Zkousejici souhlasi s tim, Ze CRO
a Zadavatel nepfevadéji na Poskytovatele nebo
ZkouSejiciho (nebo Studijni persondl) na zakladé
této Smlouvy nebo jakymkoli jinym zplGsobem
7adné patentové pravo, autorské prdvo nebo jiné
vlastnické nebo majetkové pravo ndlezici
Zadavateli.

(¢) Studijni IéCivo je a =zhstava vyhradnim
vlastnictvim Zadavatele. Fyzické pfedani Studijniho
lé¢iva podle této Smlouvy a/nebo drZeni ¢i uZivani
Studijniho léciva Poskytovatelem a ZkouSejicim
nepfedstavuje ani nemuze byt vyklddano jako
prodej, prondjem nebo nabidka prodeje ¢i pronajmu
Studijniho 1é¢iva nebo jiny ptevod vlastnického
prava ke Studijnimu 1é¢ivu.

12. INDEMNITY, LIABILITY AND 12. ODSKODNENI, ODPOVEDNOST A
INSURANCE POJISTENI
(a) CRO and Sponsor shall not be responsible (a) CRO a Zadavatel nenesou odpovédnost za

for, and the Institution and Investigator shall
indemnify, defend and hold CRO and Sponsor
harmless from any loss or third party claim resulting
from (i) the Institution’s, Investigator’s or Research
Staff’s negligence, willful misconduct, or their

Template reference:

zadnou ztratu nebo narok tfeti osoby vyplyvajici z (1)
nedbalosti, imyslného pochybeni nebo poruseni této
Smlouvy ze strany Poskytovatele, Zkousejiciho nebo
Studijniho personalu (ii) jednani Poskytovatele,
Zkousejiciho nebo Studijniho personalu, které neni
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breach of this Agreement (ii) Institution’s,
Investigator’s or Research Staff’s activities that are
not performed in accordance with the Protocol, this
Agreement, Instructions or Applicable Law; (iii)
unauthorized warranties made by the Institution,
Investigator or Research Staff concerning the Study
Drug; or (iv) any case in which written informed
consent was not obtained from the Study patient
involved in accordance with the Protocol.

(b) The Institution and Investigator undertake to:
(1) notify CRO and Sponsor promptly of any
action or omission which can result in claims
against the CRO, Sponsor, the Institution,
Investigator or Research Staff in relation to
the Study, or of the filing of such claim; and
fully cooperate with CRO and/or Sponsor to
determine the actions in the cases referred to
above and take no action that could harm the
interests of CRO or Sponsor.

(i)

(©) CRO confirms that Sponsor has obtained or
will obtain prior to the commencement of the Study,
and shall maintain throughout the duration of the
Study, appropriate liability insurance as required by
Applicable Law. Proof of such insurance is available
upon request.

(d) Institution and Investigator confirm that
Institution, Investigator and all Research Staff have
such current licenses and permits as may be required
to perform clinical studies.

Template reference:

v souladu s Protokolem, touto Smlouvou, Pokyny
nebo Platnymi pravnimi piedpisy; (iii) neopravnéné
zaruky poskytnuté Poskytovatelem, ZkouSejicim
nebo Studijnim persondlem tykajici se Studijniho
1é¢iva; nebo (iv) jakéhokoli piipadu, kdy nebyl
ziskan pisemny informovany souhlas od pacienta
ucastniciho se Studie v souladu s Protokolem:;
Poskytovatel a Zkousejici jsou ve vySe uvedenych
piipadech ztraty nebo néroku tfeti osoby povinni
CRO a Zadavatele zbavit odpovédnosti a odskodnit.

(b) Poskytovatel a ZkousSejici se zavazuji:

(1) neprodlen¢ informovat CRO
a Zadavatele o jakémkoli jednani nebo
opomenuti, které mtize vést k naroku vici
CRO, Zadavateli, Poskytovateli,
Zkousejicimu nebo Studijnimu personalu
v souvislosti se Studii, nebo o uplatnéni
takového naroku; a

(i1) pln€ spolupracovat s CRO a/nebo
Zadavatelem za  Ucelem  zvoleni
odpovidajiciho  postupu ve  vySe

uvedenych ptipadech a nepodnikat zddné
kroky, které by mohly poSkodit zajmy
CRO nebo Zadavatele.

(c) CRO potvrzuje, ze Zadavatel pred zahdjenim
Studie uzaviel nebo uzavie a po celou dobu trvani
Studie bude mit uzaviené pfislusné pojisténi
odpovédnosti za Skodu v souladu s Platnymi
pravnimi piedpisy. Doklad o takovém pojisténi je
k dispozici na vyzadani.

(d) Poskytovatel a ZkouSejici potvrzuji, Ze
Poskytovatel, ZkouSejici a vSichni ¢lenové
Studijniho tymu maji platnd opravnéni a povoleni,
kter¢ mohou byt vyzadovana pro provadéni
klinickych studii.
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(e) Institution confirms that it has taken out
liability insurance for damage caused in connection
with the provision of health services pursuant to
Section 45(2)(n) of the Health Services Act, which
must last for the entire period of the provision of
health services by the Institution. Investigator and
Research Staff are covered under this insurance.
Proof of such insurance shall be provided to CRO
upon request.

13. DEREGISTRATION

Institution and Investigator each represent and
warrant that neither it/he/she, nor any other person
retained by it/he/she to perform the Study pursuant
to this Agreement (including its subcontractors) (i)
has been previously “struck-off”, debarred,
deregistered, suspended or allowed its/his/her
approbation to expire or otherwise had its/his/her
right to conduct clinical studies or government health
care programs or to practice in a healthcare
profession as a result of any professional
misconduct, revoked by the relevant professional
body or any national, foreign or international
authority/organization, (ii) is aware of the initiation
of any proceedings involving its/his/her
disqualification, deregistration or debarment, or (iii)
has been charged with crimes resulting in the
debarment, exclusion, disqualification or restriction
in its/his/her ability to practice medicine, participate
in a clinical trial, or perform services in connection
with the evaluation of a pharmaceutical product
under any Applicable Law. Institution and
Investigator shall inform CRO or Sponsor without
delay should it, he/she or any Research Staff
becomes the subject of any revocation,
deregistration, debarment or debarment investigation
or proceeding during the Study.

14. ANTI-BRIBERY
CORRUPTION

AND ANTI-

Template reference:

(e) Poskytovatel potvrzuje, Ze ma uzavieno pojisténi
odpovédnosti za Skodu zplsobenou v souvislosti
s poskytovanim zdravotnich sluzeb, podle paragrafu
45 odst. 2 pism. n) zdkona o zdravotnich sluzbach,
kter¢ musi trvat po celou dobu poskytovani
zdravotnich sluzeb Poskytovatelem. Zkousejici a
vyzkumny personal jsou kryti timto pojiSténim.
Doklad o tomto pojisténi musi byt na pozadani
piedlozen CRO.

13. ZAKAZ CINNOSTI

Poskytovatel a Zkousejici prohlaSuji a zarucuji, ze
ani oni, ani Zadna jind osoba, kterou povéfili
provadénim Studie podle této Smlouvy (vcetné
jeho/jejich subdodavatelil) (i) nebyl/a v minulosti
,vyskrtnut/a“, vyloucen/a, zbaven/a registrace, trvale
¢1 docasné ji zakdzana Cinnost nebo jinak nepozbyl/a
prava provadét klinickd hodnoceni nebo se ucastnit
vladnich programii zdravotni péce nebo vykondvat
zdravotnické povolani v dusledku jakéhokoli
profesniho  pochybeni, pfisluSnym profesnim
organem nebo jakymkoli vnitrostatnim, zahrani¢nim
nebo mezinarodnim orgénem/organizaci, (i) si
nejsou védomi zahajeni jakéhokoli fizeni tykajiciho
se zékazu Cinnosti, zruSeni nebo pozastaveni
opravnéni, ani (iii) nebyli obvinéni z trestnych ¢int,
kter¢ by vedly k zdkazu cinnosti, pozastaveni,
omezeni nebo zruSeni opravnéni vykonavat
I€katskou praxi, ucastnit se klinického hodnoceni
nebo poskytovat sluzby v souvislosti s hodnocenim
farmaceutického vyrobku podle jakéhokoli Platného
pravniho predpisu. Poskytovatel a ZkousSejici
neprodlen¢ informuji CRO nebo Zadavatele
v ptipad€, Ze se oni nebo kterykoli ¢len Studijniho
persondlu stane v prubéhu Studie subjektem
jakéhokoli Setfeni nebo fizeni o odvolani, zruseni ¢i
pozastaveni opravnéni ¢i zdkazu Cinnosti.

14. BOJ PROTI UPLATKARSTVI A
KORUPCI
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Institution and Investigator shall comply with all
applicable anti-corruption laws, rules, regulations
and decrees and fully cooperate with all diligent
efforts of CRO and Sponsor inquiring into
Institution’s and Investigator’s operations in order to
satisfy CRO’s or Sponsor’s obligations under
Applicable Law. Institution represents and warrants
that neither the Investigator, nor Research Staff or
any of its subcontractors, respective directors,
officers, employees or agents”) have taken any
action that would result in a violation by such
persons of local or international anti-bribery laws,
rules or regulations applicable to either or both
Institution or Sponsor. Investigator and Institution
shall not and shall cause its Research Staff to not
directly or indirectly pay or promise to pay, or
authorize the payment of any money, or give,
promise to give or authorize the giving of anything
of value to any person or entity, whether
governmental, quasi-governmental or private, to
obtain or retain business or secure improper
advantage for CRO or for Sponsor. Investigator and
Institution shall not and shall cause its Research Staff
to not directly or indirectly receive or solicit any
money or anything of value from any person or
entity, whether governmental, quasi-governmental
or private, in order to secure an improper advantage
for CRO or Sponsor or to assist CRO or Sponsor in
obtaining or retaining business. Investigator and
Institution will not take any action which could
render CRO or Sponsor liable under any other
applicable laws for the prevention of fraud,
corruption, racketeering, money laundering and/or
terrorism.

15. FINANCIAL DISCLOSURE

Institution and Investigator will ensure that prior to
their participation in the Study, Investigator and any
sub-investigators complete and return to CRO the

Template reference:

Poskytovatel a ZkousSejici budou dodrzovat vSechny
platné protikorupéni zakony, pravidla, ptfedpisy
a nafizeni a budou pln¢ napomahat vSem snaham
CRO a Zadavatele provéfit ¢innost Poskytovatele
a Zkousejiciho za ucelem splnéni povinnosti CRO
nebo Zadavatele podle Platnych pravnich piredpisii.
Poskytovatel prohlasuje a zarucuje, ze ani
Zkousejici, ani Studijni personal, ani zadny z jeho
subdodavatelii, feditelii, vedoucich pracovnik,
zaméstnancl nebo zastupct nepodnikl zadné kroky,
kter¢ by vedly k poruSeni vnitrostatnich nebo
mezinarodnich zékont, predpisti nebo nafizeni proti
uplatkafstvi platnych pro Poskytovatele nebo
Zadavatele. Zkousejici a Poskytovatel nesmi, a musi
zajistit, aby tak necinil ani Studijni persondl, pfimo
ani nepiimo platit, slibovat platbu nebo umoznit
platbu, ani davat, slibovat nebo umoznit piedani
¢ehokoli hodnotného zadné osobé nebo subjektu, at’
uz vladnimu, kvazivladnimu nebo soukromému, za
ucelem ziskani nebo udrzeni obchodu nebo zajisténi
nepatficné vyhody pro CRO nebo pro Zadavatele.
ZkouSejici a Poskytovatel nesmi pfimo ani nepfimo
pfijimat ani pozadovat zadné penize ani jiné
hodnotné plnéni od zadné osoby nebo subjektu, at’' uz
vladniho, kvazivladniho nebo soukromého, za
ucelem ziskani nepatiicné vyhody pro CRO nebo
Zadavatele nebo za ucelem pomoci CRO nebo
Zadavateli pii ziskani nebo udrZzeni obchodni
ptilezitosti. ZkousSejici a Poskytovatel nepodniknou
zadné kroky, které¢ by mohly zpiisobit odpovédnost
CRO nebo Zadavatele podle dalSich pravnich
predpist tykajicich se prevence podvodu, korupce,
vydirani, prani Spinavych penéz a/nebo terorismu.

15. FINANCNI PROHLASENI

Poskytovatel a ZkouSejici zajisti, aby ZkouSejici
a pripadni spoluzkousejici pted svou ucasti ve Studii
vyplnili a odeslali CRO formulat finan¢niho
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financial disclosure certification form provided by
CRO. Institution and Investigator shall promptly
notify CRO of any required revision to the financial
disclosure certification during the term of this
Agreement and for one year following completion of
the Study. Upon CRO’s written request following the
completion of the Study, Institution and Investigator
will ensure that Investigator and sub-investigators
provide updated financial disclosure certification
forms to the CRO.

16. PAYMENTS

(a) All payments will be made payable to the
following payee (‘“Payee”):

prohlaseni, ktery jim CRO poskytne. Poskytovatel
a Zkousejici neprodlen¢ nahlasi CRO jakoukoli
pozadovanou zménu  finanéniho  prohlaSeni
v pribéhu doby platnosti této Smlouvy a po dobu
jednoho roku po dokonceni Studie. Po dokonceni
Studie zajisti Poskytovatel a Zkousejici, na zéklad¢
pisemné  zadosti CRO, aby  ZkouSejici
a spoluzkousejici ptedlozili CRO aktualizované
formulare finan¢niho prohlaseni.

16. PLATBY

(a) Veskeré platby budou hrazeny nasledujicimu
piijemci plateb (dale jen ,,PFijemce plateb*).

Payee Name/Jméno Prijemce plateb

Fakultni nemocnice Brno

Payee Address/Adresa Prijemce plateb

Jihlavska 20, 625 00 Brno, Ceska republika

Payee Tax ID/DIC P¥ijemce plateb

CZ65269705

Payee Contact Email/Kontaktni e-email

Piijemce plateb

Payee Contact Number / Kontaktni ¢islo
Prijemce plateb

o
Q

(b) The approved payments for the Study and
related services to be conducted by Institution and
Investigator are provided for in the budget attached
hereto as Exhibit A and incorporated by reference
herein (“Exhibit A”). The payments noted in Exhibit
A include all applicable overheads due to any Party
or entity as result of or in connection with the Study.

(c) Payments are dependent wupon the
performance of procedures in full compliance with
the Protocol and this Agreement, as well as the
timely and satisfactory submission of complete and
correct data on the CRFs. Payee(s) will not be
compensated for any Study patients who were

Template reference:

(b) Schvélené platby za Studii a souvisejici sluzby,
které maji byt provedeny Poskytovatelem
a Zkousejicim, jsou uvedeny v rozpoctu, ktery je
pfipojen jako Pfiloha A a je do tohoto dokumentu
zaclenén prostfednictvim odkazu (dale jen ,,Pfiloha
A®). Platby uvedené v Ptiloze A zahrnuji veskeré
pfisluSné reZijni naklady kterékoli strany nebo osoby
v disledku provadéni Studie nebo v souvislosti s ni.

(c) Platby zavisi na provadéni ukonli v plném
souladu s Protokolem a touto Smlouvou, jakoZ i na
véasném a uspokojivém predkladani uplnych
a spravnych udaji v ramci CRF. Piijemci plateb
nebude poskytnuta odména za pacienty zafazené do
Studie bez fadné€ vyplnéného ICF, za pacienty, ktefi
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enrolled without a properly executed ICF, who do
not meet the inclusion/exclusion criteria, or that are
deemed violations of or deviations from the Protocol
or this Agreement. Payments are dependent upon the
reports and other information required by this
Agreement and the Protocol being submitted to CRO
in a timely and satisfactory manner. In the event of
withdrawal or exclusion of the patient from the
study, only completed visits will be reimbursed
according to Exhibit A.

(d) Payee shall be responsible for compensating
all persons or entities involved in the conduct of the
Study.

(e) Except as expressly provided for in this
Agreement and its exhibits and attachments, no
payments will be made to Institution, Investigator or
any other person or entity in connection with the
Study. Payment for any costs outside of this
Agreement and its exhibits and attachments must be
approved in advance in writing by CRO.

() If a dispute arises between the Parties in
respect of any part of an invoice, CRO shall notify
Payee promptly of the particulars of the dispute, and
CRO may withhold payment of the disputed part of
the invoice provided that CRO and Payee endeavor
promptly, at the time of invoice due, and in good
faith to resolve the dispute.

(2) Institution and/or Investigator shall not bill
any third party for any Study Drug or other items or
services furnished by the Sponsor through CRO in
connection with the Study, or any services provided
to patients in connection with the Study for which
payment is made as part of the Study, except as may
be specifically authorized by the Exhibit A.

(h) Parties confirm that all payments and

transfers of value are reasonable and consistent with
fair market value in the relevant jurisdiction.

Template reference:

nespliuji kritéria pro zafazeni/vyfazeni nebo za
poruSeni nebo odchylky od Protokolu nebo této
Smlouvy. Platby jsou zavislé na tom, zda jsou zpravy
a dalsi informace pozadované touto Smlouvou
a Protokolem ptedlozeny CRO vcas a uspokojivym
zpusobem. V ptipadé¢ odstoupeni ¢i vyfazeni
pacienta ze studie budou uhrazeny pouze dokoncené
navstévy podle Prilohy A.

(d) Ptijemce plateb je odpovédny za hrazeni odmény
vSem osobam nebo subjektlim, které se podileji na
provadéni Studie.

(e) S vyjimkou ptipadi vyslovné uvedenych v této
Smlouvé a jejich ptilohdch nebudou Poskytovateli,
Zkousejicimu ani zadné jiné osobé ¢i subjektu
v souvislosti se Studii uhrazeny zadné platby. Platby
za jakékoli naklady nad ramec této Smlouvy véetné
jejich pfiloh musi byt pfedem pisemné schvaleny
CRO.

(f) Pokud mezi stranami vznikne spor ohledné
jakékoli c¢asti faktury, CRO neprodlené¢ oznami
Ptijemci plateb podrobnosti sporu a mize zadrzet
platbu sporné c¢asti faktury za predpokladu, Ze se
CRO a Piijemce plateb budou snazit spor
neprodlené, v dobé& splatnosti faktury, a v dobré viie
vyfesit.

(g) Poskytovatel a/nebo Zkousejici nesmi fakturovat
zadné tfeti stran¢ Zadné Studijni 1éc¢ivo ani jiné
polozky ¢i  sluzby poskytnuté Zadavatelem
prostfednictvim CRO v souvislosti se Studii, ani
7adné sluzby poskytnuté pacientim v souvislosti se
Studii, které jsou v ramci Studie hrazené, s vyjimkou
ptipadl vyslovné povolenych v Piiloze A.

(h) Strany potvrzuji, Ze vSechny platby a plnéni jsou
pfiméfené a odpovidaji jejich spravedlivé trzni
hodnoté v daném staté.
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The estimated maximum value of the financial
performance under this Agreement is approximately

1667744 CZK without VAT.
17. TERM AND TERMINATION
(a) The term of this Agreement shall begin on the

Effective Date and shall continue until services have
been properly completed and all queries resolved,
unless sooner terminated in accordance with this
Agreement.

(b) CRO may terminate this Agreement:

(1)  with or without cause, upon thirty (30) days
prior written notice to Institution and
Investigator; or

(i) immediately for any of the following

reasons:

e authorization and approval to
conduct the Study is withdrawn by
the relevant regulatory authority;

e the Study data support termination of
the Study for any reason, including
the safety and welfare of patients;

e Investigator becomes unavailable to
conduct the Study and a mutually
acceptable replacement principal
investigator cannot be identified;

e Institution or Investigator materially
breaches the terms of this Agreement
and Institution and Investigator have
failed to cure the material breach, at
their own expense, within thirty (30)
days of receipt of written notice
specifying such breach;

e Institution and/or  Investigator
breach(es) the anti-bribery and anti-
corruption provisions in Section 14;

e Institution, Investigator or any
Research Staff becomes debarred or
disqualified; or

Template reference:

Predpokladand maximalni hodnota finan¢niho
plnéni dle této smlouvy ¢ini pfiblizné...1 667 744 K&
bez DPH.

17. DOBA PLATNOSTI A UKONCENI

(a) Platnost této Smlouvy pocina k Datu ucinnosti
a trva az do fadného dokonceni sluzeb a vyteSeni
vSech dotazii, pokud nebude ukoncena dfive
v souladu s touto Smlouvou.

(b) CRO muze tuto Smlouvu ukoncit:
(1) s uvedenim diivodu nebo bez uvedeni ditvodu

pisemnou vypovéedi Poskytovateli
a Zkousejicimu s vypovédni dobou tiicet (30)
dni; nebo

(i) s okamzitou ucinnosti z nékterého

z nésledujicich davodu:

e piislusny regulatni orgdn odejme
povoleni a schvéleni provadéni Studie;

e udaje ze Studie odlivodnuji ukonceni
Studie z jakéhokoli dtvodu, vcetné
bezpecnosti a prospéchu pacienti;

e ZkouSejici neni schopen provadét
Studii a nelze wurCit ndhradniho
hlavniho zkousejiciho pftijatelného pro
vSechny strany;

e Poskytovatel nebo Zkousejici
podstatné  porusi podminky této
Smlouvy a Poskytovatel a ZkousSejici
toto podstatné poruSeni na vlastni
naklady nenapravi do tficeti (30) dnil
od obdrzeni pisemného oznameni
s detaily pfedmétného porusent;

e Poskytovatel a/nebo ZkouSejici porusi
ustanoveni o boji proti Uplatkaistvi
a korupci uvedena v Clanku 14;

e Poskytovateli, ZkouSejicimu nebo
jakémukoli ¢lenu Studijniho personéalu
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e Investigator has failed to recruit or
enroll a sufficient number of subjects
for participation in the Study to make

it likely that the statistical
requirements applicable to the Study
will be met.

(c) Immediately upon receipt of a notice of
termination of this Agreement, Investigator shall
cease entering patients into the Study, cease
conducting procedures to the extent medically
permissible on Study patients already entered into
the Study, and shall refrain from incurring additional
costs and expenses to the extent reasonably possible.

(d) The Parties agree that upon completion or
termination of the services, in so far as they relate to
Personal Data which is the subject of Sponsor’s
obligations as data controller and except for such
Personal Data where there is a legal or regulatory
obligation for Institution to retain them, Institution
and all its Subprocessors, shall cease handling such
Personal Data and shall, at the choice of Sponsor,
return such Personal Data and the copies thereof to
Sponsor, or securely destroy the Personal Data and
certify to CRO or Sponsor that it or they have done
so. The Parties agree that consistent with Section 8
(g) of this Agreement, no Personal Data that directly
identifies the Study patients will be returned to CRO
or Sponsor. Institution warrants that it will guarantee
the confidentiality of Personal Data which is the
subject of Sponsor’s obligations as data controller
and Institution’s legal or regulatory retention
obligations upon completion or termination of the
services. Institution will not actively process such
Personal Data further, and will handle it pursuant to
Section 6 — Record Retention.

(e) In the event of termination of this Agreement,
the sum payable under this Agreement shall be

Template reference:

je odebrano potifebné opravnéni nebo
zakazana ¢innost; nebo

e ZkouSejicimu se nepodafilo ziskat
nebo nabrat dostate¢ny pocet subjekta
pro ucast ve Studii a je pravdépodobné,
ze nebudou splnény statistické
pozadavky tykajici se Studie.

(c) Okamzite poté, co obdrzi vypoveéd’ této Smlouvy,
pfestane ZkouSejici zarazovat pacienty do Studie,
v lékafsky piipustném rozsahu provadét ukony
v souvislosti s pacienty, kteti jiz byli zatfazeni do
Studie, a v pfiméfeném rozsahu se zdrzi vynakladani
dalSich naklada a vydaji.

(d) Strany se dohodly, Zze po dokonceni nebo
ukonceni poskytovani sluzeb, pokud se tykaji
Osobnich udaji, které jsou predmétem povinnosti
Zadavatele jako Spravce udajli, a s vyjimkou
takovych Osobnich udaji, u nichz existuje zdkonem
nebo rozhodnutim spravniho organu dana povinnost
Poskytovatele je uchovavat, Poskytovatel a vSichni
jeho dalsi zpracovatelé pfestanou tyto Osobni daje
zpracovavat a podle volby Zadavatele bud’ vrati tyto
Osobni udaje a jejich kopie Zadavateli nebo je
bezpecné znici a potvrdi tak CRO nebo Zadavateli.
Strany se dohodly, Ze v souladu s Clankem 8 pism.
g) této Smlouvy nebudou CRO nebo Zadavateli
vraceny zadné Osobni udaje, které piimo identifikuji
pacienty ucastnici se Studie. Poskytovatel
prohlasuje, Ze zajisti diivérnost Osobnich udajd,
které jsou predmétem povinnosti Zadavatele jako
spravce Udajui a povinnosti Poskytovatele tykajicich
se uchovavani tdaji z davodu pravni povinnosti po
dokonceni nebo ukonceni poskytovani sluzeb.
Poskytovatel nebude tyto Osobni udaje dale aktivné
zpracovavat a bude s nimi nakladat v souladu
s Clankem 6 ,,Uchovavani zaznama*.

(e) V pfipad¢ predCasného ukonceni Smlouvy se
Castka splatnd podle Smlouvy omezi na pomérnou
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limited to prorated fees based on actual work
properly and timely performed through the date of
termination pursuant to the Protocol as determined in
accordance with Exhibit A. Any funds not due
Payee(s), as defined herein but already paid in
advance to Payee(s) shall be returned to CRO within
thirty (30) days of the site close-out visit by CRO
(unless such funds are non-refundable as agreed in
this Agreement).

6y} Institution and Investigator shall inform, treat
and further observe the Study patients in the event
that the Study is prematurely concluded or
interrupted to the extent medically necessary using
his/her reasonable medical judgment.

18. ASSIGNMENT AND THIRD-PARTY
BENEFICIARY

This Agreement may not be assigned or transferred
by Institution or Investigator without the prior
written consent of CRO. CRO may assign or transfer
this Agreement upon written notice to Institution and
Investigator. The Parties agree that Sponsor is an
intended third-party beneficiary of this Agreement
and, in this capacity, can enforce any terms as if it
were a party to this Agreement.

19. INDEPENDENT CONTRACTOR

Each of the Parties to this Agreement shall act as an
independent contractor and not be interpreted, on any
basis, as an appointee, employee, agent, servant or
representative of the other Party. Accordingly, the
employee(s) of one Party shall not be regarded as
employee(s) of the other Party and none of the
Parties shall conclude a contract or agreement with a
third party the meaning of which obligates or binds
the other contractual Party. By this present
Agreement neither a joint venture, nor a partnership
or any commercial organization is created. For the

Template reference:

c¢ast odmény splatné na zéklad¢ skutecné fadné
a v€as a v souladu s Protokolem provedené prace do
data ukonceni Smlouvy v souladu s Ptilohou A.
Veskeré¢ financni prostfedky, které nemaji byt dle
podminek zde uvedenych Ptijemci plateb uhrazeny,
ale které mu jiz byly vyplaceny piedem, budou
vraceny CRO do tficeti (30) dnli od close-out
navstévy (ledaze jsou tyto prostiedky v této Smlouvée
sjednany jako nevratné).

(f) Pokud je Studie predCasné¢ ukoncena nebo
preruSena, budou Poskytovatel a ZkouSejici dale
informovat, 1éCit a sledovat pacienty, ktefi se
ucastnili Studie, a to v rozsahu, ktery je dle jejich
odborného usudku z 1ékatského hlediska nezbytny.

18. POSTOUPENiI A OPRAVNENA TRETI
OSOBA

Poskytovatel ani ZkouSejici nesmi tuto Smlouvu
postoupit ani prevést bez predchoziho pisemného
souhlasu CRO. CRO mtiZe tuto Smlouvu postoupit
nebo prevést po pisemném ozndmeni Poskytovateli
a ZkouSejicimu. Strany souhlasi s tim, ze Zadavatel
je opravnénou treti osobou, kterd ma z této Smlouvy
prospéch, a v tomto postaveni miiZze vymahat
ustanoveni této Smlouvy, jako by byl jeji stranou.

19. NEZAVISLY DODAVATEL

Kazda ze stran této Smlouvy jednd jako nezdvisly
dodavatel a nesmi byt na Za&dném zakladé
povazovana za zastupce, zameéstnance,
zplnomocnénce nebo povétence druhé strany.
Zamgéstnanec (zaméstnanci) jedné strany se proto
nepovazuje (nepovazuji) za zaméstnance druhé
strany a 74dnd ze stran neuzavie smlouvu nebo
dohodu s tfeti osobou, kterd by zavazovala ostatni
strany. Touto Smlouvou nevzniké spole¢ny podnik,
partnerstvi ani zddna obchodni organizace. Pro
vylouceni pochybnosti plati, Ze CRO neodpovida

Clinical Trial Agreement, CRO — Institution — Investigator, Czech Republic, v.1.0, 17 Sep 2024

File Name: BJT-778-302_CZE [l CTA_CRO-Inst-Inv_v1.0_290ct2025

Page/Strana: 33 /52



Clinical Trial Agreement/ Smlouva o provedeni klinického hodnoceni:
CRO - Institution — Investigator/ CRO — Poskytovatel — Zkousejici

Protocol ID/Cislo protokolu: BJT-778-302
Sponsor/Zadavatel: Bluejay Therapeutics, Inc.
Country/Zemé: Czech Republic/Ceska republika
Site No/Cislo centra: || |l

Principal Investigator/Hlavni zkousejici: || G

avoidance of doubt CRO shall not be liable to
Payee(s) for any employer related taxes and Payee(s)
shall not be entitled to enroll in any employee
benefits of CRO.

20. PUBLICITY

Each Party shall obtain prior written consent from
the other Party before using the other Party’s name,
symbols or marks in any form of publicity. In
addition, Institution and Investigator agree to obtain
Sponsor’s prior written consent before using
Sponsor’s name, symbols or marks in any form of
publicity. Institution and Investigator agree not to
release any press statements or answer any enquiries
regarding the Study or the Study Drug from financial
analysts without the prior written approval of CRO
and Sponsor.

21. SURVIVAL

Provisions  herein regarding Confidentiality,
Personal Data, Deregistration, Audit, Monitoring
and Inspection, Payments, Publication, Intellectual
Property, Indemnity, Liability and Insurance, Record
Retention, Governing Law and any compliance
provisions relating to: transparency, Anti-Bribery
and Anti-Corruption and conflicts of interest, as does
any other provision in this Agreement that by its
nature and intent remains valid after the term of this
Agreement shall survive the expiration or
termination of this Agreement.

22, MISCELLANEOUS

(a) This Agreement, and any and all its exhibits
and appendices constitute the entire agreement
among the Parties regarding the Study and
supersedes all prior and contemporaneous
agreements and understandings, whether written or

Template reference:

v souvislosti s Piijjemcem plateb za zddné dané
splatné zaméstnavatelem a Pfijemce plateb neni
opravnén piihléasit se k zaddnym zameéstnaneckym
vyhoddm poskytovanym CRO.

20. PUBLICITA

Kazdd ze stran musi ziskat pfedchozi pisemny
souhlas druh¢ strany pied pouzitim nazvu, symboli
nebo znaCek druhé strany v jakékoli formé
propagace. Poskytovatel a ZkouSejici se navic
zavazuji ziskat pied pouzitim jména, symbold nebo
znacek Zadavatele v jakékoli formé predchozi
pisemny  souhlas  Zadavatele.  Poskytovatel
a ZkouSejici se zavazuji, ze bez predchoziho
pisemného souhlasu CRO a Zadavatele nebudou
vydavat zadna tiskova prohldseni ani odpovidat na
dotazy finan¢nich analytika tykajici se Studie nebo
Studijniho 1é¢iva.

21. PRETRVANI PLATNOSTI

Ustanoveni této Smlouvy tykajici se divérnosti,
osobnich  udaji, =zdkazu Cinnosti, auditu,
monitorovani a kontroly, plateb, publikaci,
dusevniho vlastnictvi, odskodnéni, odpovédnosti
a pojisténi, uchovavani zaznami, rozhodného prava
a veSkerd ustanoveni o dodrZovani pfedpist
tykajicich se transparentnosti, boje proti Uplatkaistvi
a korupci a stietu z4ymi, jakoz i1 veSkera dalsi
ustanoveni této Smlouvy, ktera vzhledem ke své
povaze a zaméru maji zastat v platnosti i po ukonceni
platnosti této Smlouvy, zlstanou v platnosti 1 po
ukonceni této Smlouvy.

22. RUZNE

(a) Tato Smlouva a vSechny jeji ptilohy predstavuji
uplnou dohodu mezi stranami tykajici se Studie
a nahrazuji vSechny minulé a soucasné¢ dohody
a ujednani, at uz pisemné nebo ustni. CRO
prohlasuje, ze ve véci tohoto klinického hodnoceni
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oral. CRO declares that it will not enter into any
further contract with any employee of the Institution
in relation to this Study.

(b) Except for the change of notice address and
contact person as provided in Section 22 (g), this
Agreement, and any and all its exhibits and
appendices may be modified only by written
agreement signed by the Parties hereto.

(©) If any provision of this Agreement conflicts
with the law under which this Agreement is to be
construed or if any such provision is held invalid by
a court, such provision shall be deemed to be restated
to reflect as nearly as possible the original intentions
of the Parties in accordance with Applicable Law and
the remainder of this Agreement shall remain in full
force and effect.

(d) Either Party’s failure to require the other
Party to comply with any provision of this
Agreement shall not be deemed a waiver of such
provision or any other provision of this Agreement.

(e) If any dispute, controversy or claim arises out
of this Agreement, the Parties agree that they will
attempt in good faith to resolve the matter through
negotiations. If negotiations fail to resolve the
dispute, controversy or claim, the matter will be
submitted to third party mediation on terms
substantially acceptable to the Parties. If mediation
fails to resolve a dispute, controversy or claim, any
Party may submit the matter to an appropriate court
for resolution. The proceedings shall be conducted in
English where possible.

€3} This Agreement shall be binding upon the
Parties, successors, and permitted assigns.

(2) Any notice required or permitted to be given
hereunder by any Party hereto shall be in writing and

Template reference:

neuzavie Zadnou dal§i smlouvu

zaméstnancem Poskytovatele.

s zadnym

(b) S vyjimkou zmény adresy pro oznameni
a kontaktni osoby uvedené v Clanku 22 pism. g) lze
tuto Smlouvu a vSechny jeji piilohy ménit pouze
pisemnou dohodou podepsanou v§emi stranami.

(c) Pokud je né&které ustanoveni této Smlouvy
v rozporu s pravem, podle kterého ma byt tato
Smlouva vykladana, nebo pokud je nékteré takové
ustanoveni soudem prohlaSeno za neplatné, povazuje
se takové ustanoveni za zmeénéné tak, aby co nejlépe
odrazelo ptivodni umysl stran v souladu s Platnymi
pravnimi predpisy, a zbyvajici ¢ast této Smlouvy
zustava v plné platnosti a uc¢innosti.

(d) Pokud se kterdkoli ze stran nedomaha plnéni
jakéhokoli ustanoveni této Smlouvy, nepovazuje se
to za vzdani se prava vyplyvajiciho z predmétného
ustanoveni nebo jakéhokoli jiného ustanoveni této
Smlouvy.

(e) Pokud z této Smlouvy vznikne jakykoli spor,
neshoda nebo narok, strany sjednéavaji, Ze se jej
pokusi vyfeSit jednanim v dobré vife. Pokud se
jednanim nepodatii spor, neshodu nebo narok vyfesit,
bude zélezitost predloZena k mediaci tfeti osobou za
podminek pfijatelnych pro obé strany. Pokud
mediace spor, neshodu nebo narok nevyiesi, miize
kterakoli ze stran pfedlozit véc k feSeni ptislusnému
soudu. Rizeni se vede, je-li to mozné, v anglickém
jazyce.

(f) Tato Smlouva je zdvazna pro strany, nastupce a
opravnéné postupniky.

(g) Jakékoli oznameni, které podle této Smlouvy
musi nebo miize kterakoli ze stran ucCinit, musi mit
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shall be deemed given on the date received if
delivered personally, by recognized overnight
courier, or five (5) days after the date postmarked if
sent by registered or certified, mail, return receipt
requested postage prepaid, to the following address:

If to CRO/CRO:

pisemnou formu a povazuje se za ucinéné dnem
doruceni, je-li doru¢eno osobné nebo kuryrni
sluzbou, nebo pét (5) dntli od datu poStovniho razitka,
je-li zaslano doporucenou postou s dodejkou, a to na
nasledujici adresu:

Novotech Clinical Research (Cyprus) Limited, 11 Zinonos Sozou, Office 303, 1075 Nicosia, Cyprus/Kypr

with copy to/v kopii

Novotech Clinical Research (Czech Republic) s.r.o., U Dubu 260/10, 147 00 Praha 4 — Branik, Czech

Republic/Czech Republic.

If to Institution/Poskytovateli:

Fakultni nemocnice Brno, Jihlavska 20, Brno, 625 00, Czech Republic,

If to Investigator/Zkousejicimu:

I - kultni nemocnice Brno, [N )ihlavska 20, Brno, 625

00, Czech Republic

If to Sponsor/Zadavateli:

Bluejay Therapeutics, Inc., 255 Shoreline Drive Suite 450 Redwood City, CA 94065, USA

Any Party may change its notice address or contact
person by giving notice of same in the manner herein
provided. For the avoidance of doubt, no amendment
to this Agreement will be required in order to provide
notice of a change of address or contact person.

(h) This Agreement shall not be considered
accepted, approved, or otherwise effective until
signed below by the appropriate Parties. Each of the
Parties hereto represents and warrants that the person
signing below on such Party’s behalf has the
authority to enter into this Agreement, and that this
Agreement does not conflict with any existing
agreement or obligations of such Party. This
Agreement , if signed by handwritten signatures, is
made in three counterparts, each party receiving one,
each of which shall be an original and all such
counterparts together shall constitute the entire
Agreement and a single legal document. The

Template reference:

Kterdkoli strana miiZze zménit svou adresu pro
doruovani nebo kontaktni osobu oznamenim
ucinénym zptisobem zde uvedenym. Pro vylouceni
pochybnosti plati, Ze se k oznameni zmény adresy
nebo kontaktni osoby se nevyZzaduje uzavieni
dodatku k této Smlouvé.

(h) Tato Smlouva se nepovazuje za piijatou,
schvalenou nebo jinak uc¢innou, dokud neni
podepsana ptisluSnymi stranami. Kazda ze stran této
Smlouvy prohlasuje a zaruCuje, Ze osoba
podepisujici nize jménem pfisluSné strany je
opravnéna tuto Smlouvu uzaviit a Ze tato Smlouva
neni v rozporu s zadnou stavajici dohodou nebo
zavazky této strany. Tato Smlouva je v ptipadé, Ze je
podepisovana vlastnoru¢nimi podpisy, vyhotovena
ve tfech stejnopisech, z nichz kazdd smluvni strana
obdrzi po jenom, kazdy ma platnost origindlu a
vSechny tyto stejnopisy dohromady tvoii celou
dohodu a jeden préavni dokument. Smlouvu lze
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Agreement may also be signed by qualified
electronic signatures, which have the same full force
and effect of an original signature.

23. GOVERNING LAW

This Agreement shall be construed in accordance
with the laws of Czech Republic without regard to its
conflict of law’s provisions. Any disputes will be
submitted to the competent court in the Czech
Republic for resolution. The Czech language version
of the contract is decisive for its interpretation.

THE REMAINDER OF THIS PAGE IS

INTENTIONALLY LEFT BLANK
SIGNATURES TO FOLLOW ON NEXT PAGE.

Template reference:

podepsat rovnéz kvalifikovanymi elektronickymi
podpisy, které maji stejnou platnost a ucinnost jako
vlastnoru¢ni podpisy.

23. ROZHODNE PRAVO

Tato Smlouva se vyklada v souladu s pravem Ceské
republiky bez ohledu na jeho kolizni ustanoveni.
Ptipadné spory budou pfedlozeny k rozhodnuti
ptislusnému soudu v Ceské republice. Pro vyklad
smlouvy je rozhodujici jeji znéni v Ceském jazyce.

ZBYTEK TETO STRANY JE ZAMERNE
PONECHAN PRAZDNY
PODPISY NASLEDUJI NA DALSIi STRANE.
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Accepted and Agreed/Pfijima a souhlasi:
Novotech Clinical Research (Cyprus) Limited
Signature/Podpis:

Printed Name/Jméno hilkove: ||| GG

Title/Funkce: Executive Director Clinical Operations

Date/Datum:

Fakultni nemocnice Brno

Signature/Podpis:

Printed Name/Jméno halkové: ||| GGG

Title/Funkce: Director/feditel

Date/Datum:

Signature/Podpis:

Title/Funkce: Investigator/zkousSejici

Date/Datum:
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Exhibit A: Budget

Priloha A: Rozpocet

DEFINITIONS (unless otherwise defined in the
Protocol):

DEFINICE (ledaZe je v Protokolu definovano
jinak)

“Evaluable Patient” — A Study patient who was
screened and enrolled in accordance with the
Protocol, received at least one dose of study
medication and adhered with the procedures
requested by the Protocol. This includes Study
patients who are withdrawn by reason of adverse
event or any other reason that is not the
responsibility of Institution and/or Investigator or
Study patients who withdraw due to death, during
the Study.

"Hodnoceny pacient* pacient Ucastnici se
Studie, ktery prosel screeningem a byl zarazen do
Studie v souladu s Protokolem, obdrzel alespoinl
jednu davku studijni medikace a dodrzel postupy
pozadované Protokolem. Zahrnuje pacienty, kteti
byli ze Studie vyfazeni z dGvodu nezadouci
ptithody nebo z jiného divodu, za ktery nenese
odpovédnost Poskytovatel a/nebo Zkousejici,
a pacienty, ktefi byli ze Studie vyfazeni z divodu
umrti v prub¢hu Studie.

“Screen failures” - Screen Failures are defined as
screened Study patients who, following the
Protocol screening requirements, did not fulfil
inclusion and exclusion criteria and were deemed
ineligible to participate in the Study based on the
results from Protocol required procedures and/or
assessments prior to receiving their first dose of
Study drug.

"Screen failure® — screen failure je pacient, ktery
byl screenovan do Studie, ale dle screeningovych
pozadavkl Protokolu nesplnil kritéria pro zatazeni
a vylouéeni a byl proto povazovan za
nezpusobilého k ucasti ve Studii na zakladé
vysledkli ikonli a/nebo hodnoceni vyzadovanych
Protokolem pted podanim prvni davky Studijniho
1éc¢iva.

1. Payment Per Visit

1. Platba za navs§tévu

Institution and Investigator understand and agree
that the terms and amounts mentioned in this
Exhibit A and Appendix 1 cover any and all fees to
Institution and Investigator, including any costs
which are to be allocated by Institution or
Investigator to any other involved department or
Research Staff for costs and expenses incurred in
performance of the Study.

Poskytovatel a ZkouSejici berou na veédomi
a souhlasi s tim, Ze podminky a Castky uvedené
v této Priloze A a Pfiloze 1 zahrnuji vesSkerou
odménu Poskytovatele a ZkouSejiciho pokryvajici
veSkeré ndklady a vydaje vzniklé pfi provadeéni
Studie vcetné¢ veskerych prostfedkl, které
Poskytovatel nebo ZkouSejici poskytne jakémukoli
jinému zicastnénému oddeleni nebo Studijnimu
personalu.
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Major, disqualifying Protocol violations will not be | Zavaznad  diskvalifikujici poruSeni Protokolu
payable under this Agreement or through any terms | nebudou na zéklad¢ této Smlouvy nebo jakychkoli

set forth within Exhibit A and Appendix 1. podminek stanovenych v Pfiloze A a Ptiloze 1
hrazena.
2. Conditional/Invoiceable items 2. Podminéné/Fakturovatelné ikony

CRO shall pay the Payee indicated below in | CRO vyplati odménu nize uvedenému Piijemci
accordance to the terms specified in Section 4 | plateb v souladu s podminkami uvedenymi
below. v Clanku 4 nize.

Table 1: Conditional and/or Invoiceable | Tabulka 1: Podminéné a/nebo Fakturovatelné

Procedures ukony
Cost Per Procedure, Payment
inclusive of Overhead Terms/Platebni
Conditional Procedures/Podminéné ikony CZK/Naklady na ukon podminky
v€etné rezijnich naklada v
K¢

Initiator of invoicing /
Iniciator ~ fakturace:
CRO

Initiator of invoicing /
Iniciator  fakturace:
CRO

* All amounts above are in CZK * VSechny vyse uvedené ¢astky jsou v K¢
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These procedures above may be payable only in
accordance to the Protocol when:

Vyse uvedené ukony lze hradit pouze v souladu
s Protokolem, pokud se jedna o:

(a) Planned assessments that have not been
included in the per Study patient fee

(a) Planovana hodnoceni, ktera nebyla zahrnuta do
castky za pacienta

(b) Re-testing is required that falls outside of the
Study Patient Visit schedule

(b) Je pozadovéano opakované testovani, které
spada mimo plan navstév pacienta ve Studii

(c) Assessments have to be performed as part of
Unscheduled Visits and are not paid in the amounts
set below.

(c) Posouzeni musi byt provedeno v ramci
neplanovanych navstév a neni hrazeno v nize
uvedenych c¢astkach

Study patient Travel

Nahrada cestovnich nakladi pacienta

All Study patient Travel Reimbursements will be
reimbursed as per Informed Consent Form:

Vsechny cestovni ndhrady studijnich pacientt
budou proplaceny dle informovaného souhlasu:

Directly by CRO, who will reimburse the Payee for
reasonably incurred costs for Study patient travel,
up to a maximum of per round trip per
Study visit as required in the Protocol.

Sponsor undertakes to pay the Institution (via
CRO) the advance payment of 0 cover
the costs of the Study patients. The advance
payment amount for the payment of costs
(hereinafter referred to as the "advance payment")
will be paid by CRO on the basis of the invoice
issued by the Institution after the execution of this
contract. In accordance with § 36 paragraph 13 of
Act No. 235/2004 Coll., on value added tax, as
amended, the flat rate is not included in the value
added tax base. After three-quarters of the flat rate
has been used up, the Institution is entitled to issue
another invoice, in the same amount as the previous
one. In the event of the termination of the Study,
CRO will request the Institution to return any
unpaid advance payments to the CRO's account
within 7 days in writing to the following e-mail

Piimo ze strany CRO, ktera Piijemci plateb uhradi
pfiméfené vynaloZzené ndaklady na cestovné
pacienta v ramci Studie, a to az do vyscj Il za
zpatecni cestu na jednu navstévu
v ramci Studie pozadovanou Protokolem.

V ramci této Studie se Zadavatel (prostfednictvim
CRO) zavazuje vyplatit Poskytovateli pausalni
¢astku ve vysi na uhradu nakladt
studijnich pacientli. PauSalni Castka na uhradu
nakladd (dale jen ,,pausal) bude prostfednictvim
CRO vyplacena na zakladé faktury vystavené
Poskytovatelem po uzavieni této smlouvy. Pausal
se vsouladu s § 36 odst. 13 zdkona €. 235/2004 Sb.,
o dani z pfidané hodnoty, ve znéni pozdéjSich
predpist, nezahrnuje do zakladu dan¢ z ptidané
hodnoty. Po vyCerpani tii cCtvrtin pauSalu je
Poskytovatel opravnén vystavit dalsi fakturu, a to
ve stejné vysi jako predchozi. V piipad¢ ukonceni
Studie vyzve CRO do 7 dni poskytovatele k
vraceni nevyplaceného pausalu na ucet CRO a to
pisemné na e-mailovou adresu:
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address: || G - d copicd to

I - v kopii na

Study patient names and any personal information
must be removed or redacted from any expense
supporting documentation (receipts and/or tickets)
submitted to CRO. Invoices submitted should
include the Institution number, protocol number,
visit number, and the Study patient number.

Jména pacientll Ucastnicich se Studie a veskeré
osobni 1udaje musi byt odstranény nebo
anonymizovany ve vSech podkladech k vydajim
(Gctenky a/nebo jizdenky) piedlozenych CRO.
Predkladan¢ faktury by mély obsahovat Ccislo
Poskytovatele, cislo Protokolu, c¢islo navstévy
a Cislo pacienta ucastniciho se Studie.

Enrollment

Nabor

Institution acknowledges that the Study is part of a
multi-center clinical study, and agrees that when
the enrollment goal for the Study as a whole is
reached enrollment will be closed at all sites,
including Institution, regardless of whether
Institution or any other site has reached its
individual enrollment goal.

Poskytovatel bere na védomi, Ze Studie je soucasti
multicentrického klinického hodnoceni, a souhlasi
s tim, Ze po dosazeni naborového cile pro celou
Studii bude nabor ve vSech centrech, véetné
Poskytovatele, ukoncen bez ohledu na to, zda
Poskytovatel nebo jiné centrum dosdhlo svého
individudlniho nédborového cile.

Unscheduled Visits

Neplanované navstévy

Unscheduled Visits will be covered by flat rate and
any invoiceable items as detailed in Appendix 1.

Neplanované navstévy budou hrazeny pauSalem a
pfipadnymi fakturovatelnymi poloZzkami
uvedenymi v Ptiloze 1.

Screen Failures

Screen failure

CRO will reimburse Payee for Subjects who screen
fail a fixed amount, in accordance with Table 1
above.

CRO zaplati Ptijemci plateb za subjekty, ktefi
neprosli screeningem pevnou castku v souladu s
Ptilohou 1.

Institution Fees

Poplatky Poskytovatele
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Institution Fees include costs incurred by the
Institution to conduct activities necessary for
initiation, maintenance and closure of the site.

Poplatky Poskytovatele zahrnuji naklady, které
Poskytovateli vznikly v souvislosti s ¢innostmi
nezbytnymi pro otevieni, provoz a uzavieni centra.

Payment for Institution Fees shall be made upon
completion of such activities and in accordance
with terms set forth below.

Uhrada poplatkii Poskytovatele se provadi po
dokonceni pfisluSnych Cinnosti a v souladu s nize
uvedenymi podminkami.

Tabulka 2. Poplatky
a Lékarenské poplatky

Table 2. Institution Fees & Pharmacy Fees Poskytovatele

Initiator of Payment in
. I invoicing/ | CZK, without
Hospital fees / Poplatky nemocnici Iniciator VAT / Platba v
fakturace K¢, bez DPH
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Equipment Vybaveni

Please refer to the related section of the | Viz pfislusny ¢lanek smlouvy, pokud se uplatni.
Agreement as applicable.

Supplies Dodavky
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Bulvertide will be reimbursed to the site on a pass-
through basis.

Bulevirtid bude pracovisti proplacen na pribézné
bazi.

Nucleot(s)ide analog (NUC) treatment will be
reimbursed to the site on a pass-through basis.

Lécba nukleot(s)ide analogy (NUC) bude
pracovisti proplacena na prubézné bazi.

The actual invoiced price for the supply of the
drug (nucleot(s)ide analogues tenofovir disoproxil
fumarate (TDF) / tenofovir alafenamide fumarate
(TAF) / entecavir (ETV), Hepcludex
(bulevirtide)) will be based on the actual purchase
price of the drug. The pharmacy's margin will be
added to the price of the drug according to the
state-determined range of the degressive margin.
The cost of the purchase will be covered
continuously,. The sponsor/CRO acknowledges
that in the event of outages in the production of
medicines and the impossibility of supplying
medicines to the Czech Republic, the drugs must
be provided by the sponsor or appropriate
measures must be introduced in the conduct of the
Study reflecting the current situation.

Skute¢na fakturovana cena za dodavky léku
(nucleot(s)ide analoga tenofovir disoproxil
fumarat (TDF) / tenofovir alafenamide fumarat
(TAF) / entecavir (ETV), Hepcludex
(bulevirtide)) se bude odvijet od skute¢né
nakupni ceny 1éku. K cené 1éku bude piipocitana
marze lékarny dle statem stanoveném rozmezi
degresivni marze. Naklady na ndkup budou
hrazeny pribézné. Zadavatel/CRO bere na
védomi, ze v ptipad€ vypadkl vyroby l¢kl a
nemoznosti dodavat léky do CR, musi léky
zabezpecit zadavatel, nebo v provadéni Studie
zavést prislusna opatteni reflektujici aktualni
situaci.

3. Overheads, VAT and other taxes, costs &
fixed amounts

ReZijni naklady, DPH a dalsi dané, naklady a
pausalni polozky

All agreed upon amounts are NET and Value
Added Tax (VAT) is excluded. VAT or other sales
taxes, if applicable, shall be shown separately on
valid invoice. The payment will not be subject to
withholding tax. In the limit of applicable
regulation, it is the responsibility of the Payee to
declare this income and CRO is not liable for any
taxes due.

Veskeré sjednané ¢astky jsou uvedeny netto a bez
dan¢ z ptidané hodnoty (DPH). Pfipadnd DPH
nebo jiné dan¢ budou na platné faktuie uvedeny
zvlast. Platba nebude podléhat sraZkové dani. V
mezich platnych pravnich ptfedpisl je povinnosti
Piijjemce  plateb pfiznat tento  pfijem
a CRO neodpovida za platbu ptipadnych dani.

All other taxes, costs and fixed amounts are
included in the payments detailed within Exhibit
A. Institution, Investigator, and/or Payee are

Vsechny ostatni dané, naklady a pauSalni ¢astky
jsou zahrnuty v platbach podrobné popsanych
v Priloze A. Poskytovatel, Zkousejici a/nebo
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responsible for the payment of all taxes and levies
to the relevant local authorities. If Institution,
Investigator, and/or Payee fails to comply with the
these taxes and charges required per local, federal
or national law, CRO will not be responsible for
that failure.

Ptijemce plateb jsou odpovédni za thradu vSech
dani a poplatkl pfislusSnym mistnim organtim.
Pokud Poskytovatel, Zkousejici a/nebo Ptijemce
plateb porusi tyto povinnosti tykajici se dani
a poplatki, CRO za toto poruseni neponese
zadnou odpovédnost.

All fees in this Exhibit A are inclusive of any
overheads incurred by Institution where
applicable.

Vsechny odmény uvedené v této Prtiloze A
zahrnuji pfipadné rezijni ndklady Poskytovatele.

4. Payment Terms

4. Platebni podminky

(a) In consideration of the performance of
Institution and Investigator under this Agreement,
CRO agrees to pay the remuneration indicated in
Section 1 quarterly for services rendered in the
previous three (3) months in accordance with the
financial structures as set forth within this
Agreement based on data entered in the eCRF and
all queries arising from Sponsor or CRO’s
monitoring were clarified.

Payments will be made 4 times a year, after the
end of the calendar quarter based on the invoice.
The invoice will be issued by the Institution based
on the calculation created by CRO, within 15 days
of delivery to the Institution (with the date of
delivery also being the date of the taxable
transaction). Calculation will be provided for all
items listed in the budget. The calculation for all
items listed in the budget will be provided by
CRO, the person responsible for submitting the
calculation is CRA (study monitor). The invoice
is payable within 45 days from the delivery.
Individual payments must always be clearly
marked with the Institution’s invoice number

(a) Za plnéni Poskytovatele a Zkousejiciho podle
této Smlouvy se CRO zavazuje vyplacet ¢tvrtletné
odménu uvedenou v Clanku 1 za sluzby
poskytnuté v ptedchozich tfech (3) mésicich
v souladu s finanénim harmonogramem
uvedenym v této Smlouvé na zaklad¢é tudaji
zadanych do eCRF a vyjasnéni vSech dotazl
vyplyvajicich z monitorovani Studie Zadavatelem
nebo CRO.

Platby budou provadény 4x rocné, a to po konci
kalendainiho ¢tvrtleti na zakladé¢ faktury. Faktura
bude vystavena Poskytovatelem na zéklade
kalkulace vytvotené CRO, a to do 15 dnl od
doruceni kalkulace Poskytovateli (pfi¢emZ datum
dorueni je zaroven datem uskute¢néni
zdanitelného plnéni). Kalkulace bude poskytnuta
na veSkeré polozky uvedené v rozpoctu. Kalkulaci
na veSkeré polozky uvedené v rozpoctu poskytne
CRO, osoba zodpoveédna za piedloZeni kalkulace
je CRA (monitor studie). Splatnost faktury ¢ini 45
dni od doruceni. Jednotlivé platby musi byt vzdy
jednoznacéné oznaceny Cislem faktury
Poskytovatele uvedenym v poli variabilni symbol
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listed in the variable symbol (VS). In case of an
incoming payment without a VS marked, it is not
possible to assign the payment to a specific
invoice and this payment will not be accepted. In
case of late payment, the Institution is entitled to
charge interest on late payment at the statutory
rate, in accordance with the applicable law and
only to the extent the Institution would be entitled
to charge such interest under the applicable law.
In the event that CRO does not deliver the
calculation to the Institution on time in accordance
with the timetable set out in the preceding text,
and in the case of late payment, the Institution is
entitled to suspend data entry into the database
until the relevant payment has been made. The
contact person for sending documents for
invoicing is [ GKGTczINEINNzN email:

and in a copy to |||l

(VS). V ptipad¢ dosl¢ platby bez oznaceni VS
neni mozné platbu pfifadit ke konkrétni faktute a
tato platba nebude Poskytovatelem akceptovana.
Pii pozdni uhradé je Poskytovatel opravnén
uctovat urok z prodleni v zdkonné vysi v souladu
s platnymi pravnimi ptfedpisy a pouze v rozsahu,
v jakém by byla instituce opravnéna uctovat
takovy urok podle platnych pravnich predpist. V
pripadé, ze CRO nedoruci Poskytovateli kalkulaci
v€as v souladu s harmonogramem uvedenym v
predchozim textu, a dale v ptipad¢ pozdni uhrady
je Poskytovatel opravnén pozastavit zadavani dat
do databaze, a to az do provedeni pfislusné
uhrady. Kontaktni osoba pro zasilani podkladia k

fakturaci _je [N cooil:
I - v kopii na

(b) Remuneration for items in Section 1 will
be paid at ninety percent (90%) of the total
amount due. The remaining ten percent (10%) of
the amount due will be retained by CRO until all
queries resolved after the site close out
visit. Remuneration shall be adjusted to account
for Study patients who withdraw from the Study
for reasons including, but not limited to, adverse
event(s) or non-completion of the Study for
reasons including, but not limited to, insufficient
clinic  attendance, voluntary  withdrawal,
withdrawal of consent or other Protocol
violations.

(b) Odména za polozky uvedené v Clanku 1 bude
vyplacena ve vysSi devadesat procent (90 %)
celkové splatné ¢astky. Zbyvajicich deset procent
(10 %) splatné c¢astky si CRO ponechd az do
vyfeSeni vSech dotazli po close-out navstéve.
Odmeéna bude upravena tak, aby zohlediovala
pacienty, ktefi ze Studie odstoupi mimo jiné
z divodu nezadouci piihody (nezddoucich ptihod)
nebo nedokon¢i Studii z diivodu nedostatecné
ucasti na studijnich navstévach, dobrovolného
odstoupeni ze Studie, odvolani souhlasu nebo
poruseni Protokolu.

(©) CRO shall pay the remuneration specified
above to Payee by bank transfer to the bank
account listed below within forty-five (45) days of
its receipt of a correct, undisputed invoice.

(c) CRO uhradi vyse uvedenou odménu Piijemci
plateb bankovnim pfevodem na niZze uvedeny
bankovni ucet do ctyficeti péti (45) dni od
obdrzeni bezvadné nerozporované faktury.
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5. Final Payment

5. Zavérecna platba

Final payment will be made by CRO to the Payee
upon acceptance and agreement by CRO and/or
Sponsor for the satisfaction of applicable
conditions as set forth within the Agreement.

Zavérecnou platbu provede CRO ve prospéch
Ptijemce plateb po pfijeti a odsouhlaseni splnéni
pfislusnych podminek stanovenych ve Smlouvé
ze strany CRO a/nebo Zadavatele.

The final payment will be made when Institution | Zavérecnd platba bude provedena, jakmile
and/or Investigator has: Poskytovatel a/nebo Zkousejici:
(1) completed the Study; (1) dokonc¢i Studii;
(i) satisfactorily accounted for all (i)  uspokojivym  zpilisobem  vyuctuje
unused Study Drug, Study materials, veskeré nepouzité Studijni 1éCivo,
Study supplies, and Equipment; studijni materidly, studijni potieby
a vybaveni;
(iii)) completed CRF, eCRF and/or data (ii1))  vyplni CRF, eCRF a/nebo DRF (data
resolution forms (“DRF”) for each resolution forms) pro kazdého
Study patient in the Study; pacienta ucastniciho se Studie;
(iv) satisfactorily answered all of (iv)  uspokojivé odpovi na vSechny dotazy

CRO’s inquiries regarding the Study.

CRO tykajici se Studie.

All invoices shall be submitted to CRO promptly
and in no event later than sixty (60) days after the
close-out visit. Payee will have thirty (30) days
from the date of issue of final payment to dispute
any payment discrepancies. CRO reserves the
right not to pay an invoice which is submitted after
this period and/or in case required supporting
documentation is not provided.

Vsechny faktury musi byt pfedlozeny CRO
neprodlené, nejpozdéji vSak do Sedesati (60) dnil
po close-out navstéve. Piijemce plateb bude mit
tficet (30) dnil od data zaslani zavérecné platby na
rozporovani ptipadnych platebnich nesrovnalosti.
CRO si vyhrazuje pravo nezaplatit fakturu, ktera
byla ptedlozena po uplynuti této lhiity a/nebo
v pripadé, Ze nebyla piedloZzena pozadovana
podplirnd dokumentace.

If the Study is terminated prematurely for
whatever reason and Payee has received payments
totalling more than the actual remuneration to be

Pokud je Studie z jakéhokoli divodu ptedCasné
ukoncena a Pfijemce plateb obdrzel platby
v celkové vysi presahujici skuteCnou odmeénu
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calculated in accordance with this Exhibit A up to
the point of termination of the Study, Institution
shall, upon sending the notice, promptly
reimburse such overpayment to CRO within thirty
(30) days of effective date of termination of this
Agreement.

vypoctenou v souladu s touto Prilohou A,
Poskytovatel po zaslani vyzvy neprodlené vrati
tento preplatek CRO do tficeti (30) dnti od data
ucinnosti ukonceni této Smlouvy.

Institution and Investigator certify that the
designated payee is the proper payee for this
Agreement. The Parties agree that payments under
this Agreement shall be made by bank transfer in
accordance with Payee bank transfer information
detailed below. In case of changes in the Payee’s
bank details, Payee must inform CRO in
writing. The Parties agree that no amendment to
the Agreement will be required for changes in
bank details which do not involve a change of
Payee/Bank Account Name or change of country
location of bank account.

Poskytovatel a ZkouSejici potvrzuji, ze urceny
Ptijemce plateb je fadnym piijemcem plateb pro
tuto Smlouvu. Strany se dohodly, Ze platby podle
této Smlouvy budou provadény bankovnim
pfevodem v souladu s bankovnimi udaji Pfijemce
plateb uvedenymi nize. V pfipadé zmény
bankovnich tdaji musi Pfijemce plateb pisemné
informovat CRO. Strany se dohodly, ze v ptipadé¢
zmén bankovnich udaja, které se netykaji zmény
Piijjemce plateb/nazvu bankovniho u¢tu nebo
zemé€ umisténi bankovniho UCtu, nebude nutné
uzavirat dodatek k této Smlouvé.

Banking details for Payee:

Bankovni udaje Prijemce plateb:

Name of account holder/Jméno majitele
bankovniho uctu:

Fakultni nemocnice Brno

Bank name / Nazev banky:

Ceska narodni banka

Sort code / Bank and Branch ID number / Cislo

Rooseveltova 18

banky a pobocky: 601 10 Brno
Account code/IBAN Code / Cislo uétu a ]
IBAN: |
SWIFT/ABA CNBACZPP

Routing/CLABE/BSB/IFSC (as
applicable)/ SWIFT/ABA
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Routing/CLABE/BSB/IFSC (dle
potieby):

Variable symbol / Variabilni symbol:

Invoice number / Cislo faktury

Invoices will be made out to:

Novotech Clinical Research (Cyprus) Limited, 11
Zinonos Sozou, Office 303, 1075 Nicosia, Cyprus,
Court Registration Number: HE 253002, Tax ID:
CY10253002U

Faktury budou vystaveny na adresu:

Novotech Clinical Research (Cyprus) Limited, 11
Zinonos Sozou, Office 303, 1075 Nicosia, Kypr,
reg. &.: HE 253002, DIC: CY10253002U

All invoices, questions on invoices or payments
will be sent for processing to:

Veskeré faktury a dotazy k fakturdm nebo
platbam budou zasilany ke zpracovani na adresu:

_.'I_

Study monitor/CRA in copy / Monitor studie/CRA v kopii

Other countries/Ostatni zemé: local CRA/Study monitor / lokalni CRA/monitor studie

Referencing code/referencni symbol: CRO, invoice #, PI name / CRO, ¢islo faktury, jméno hlavniho

zkousejiciho

Please note that the Accounts Payable Department
at CRO processes all payments electronically
instead of paper cheques/checks. Such electronic
payments will be sent directly to the Payee’s bank
account information provided above.

Vezméte prosim na védomi, Ze odd€leni zavazki
CRO zpracovava vsSechny platby elektronicky,
a nikoliv prostfednictvim papirovych Sekt. Tyto
elektronické platby budou zasilany piimo na
bankovni ucet Piijemce plateb uvedeny vyse.
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Appendix 1 Priloha 1
Study Budget Studijni rozpocet
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