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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement’) is executed as of
the last date of signature and comes into force as of the date
of publication of the Agreement in the Register of Contracts, a
public administration information system in which contracts
concluded between subjects specified in Act No. 340/2015
Coll., as amended, are made public (‘Effective Date”) by and
among:

Labcorp Drug Development Inc., located at 206 Carnegie
Center, Princeton, NJ 08540, USA (VAT ID No. 22-3265977)
and its affiliates Covance Clinical and Periapproval Services
Limited, foreign entity, V Parku 2343/24, 148 00 Prague 4,
Czech Republic, Company ID No.: 273 70 976, VAT ID No.:
CZ27370976 registered in the Commercial Register
administered by the Municipal Court of Prague, division
number A 52158 located at Karolinska 661, 186 00 Prague 6,

Czech Republic, legall represented by
I, L -bcoro” o

“CRO’) ; and

Brno University Hospital, Jihlavska 20, 625 00 Brno, Czech
Republic, Company ID No.: 65269705, VAT ID No.:
265269705, State Contributory Organization, established by
decision of the Ministry of Health without the obligation to file
registration in the Commercial Register, registered in the
Trade Licensing Register administered by the Trade Licensing

Office  of the City of Brno, represented by
* (hereinatter

referred to as “Institution”) and

-} Brno

University Hospital (hereinafter referred to as “Investigator”)

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

Whereas, Labcorp is acting in its capacity as a contract
research organization as defined in ICH-GCP 1.20 as an
independent contractor Acerta Pharma B.V. (A Member of the
AstraZeneca Group), Kloosterstraat 9, 5349 AB Oss, The
Netherlands (“Sponsor”), who intends to conduct the Study
(as defined below) and has retained Labcorp (under a
separate agreement) to act on behalf of the Sponsor and
provide certain Study-related services as delegated by the
Sponsor, including entering into clinical trial agreements with
sites participating in the clinical research study (“Study’)
detailed below:

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI

Tato smlouva o provedeni Kklinického hodnoceni (dale jen
"Smlouva") se uzavira ke dni pfipojeni posledniho podpisu a stava
se ucinnou ke dni uvefejnéni smlouvy v registru smluv, informa¢nim
systému vefejné spravy, vnémz jsou uvefejfiovany smlouvy
uzavirané subjekty specifikovanymi v zakoné ¢. 340/2015 Sb., ve
znéni pozdéjSich predpist (dale jen "Datum U€innosti") mezi t&mito
Smluvnimi stranami:

Labcorp Drug Development Inc., se sidlem na adrese 206 Carnegie
Center, Princeton, NJ 08540, USA, (DIC 22-3265977) ajeji
pfidruzené spole¢nosti Covance Clinical and Periapproval Services
Limited, organizaéni slozka, V Parku 2343/24, 148 00 Praha 4,
Ceska republika, ICO: 273 70976, DIC: CZ27370976 vedena v
obchodném registru Méstského soudu v Praze, €islo slozky A 52158
na adrese Praha 6, Karolinska 661, 186 00 Ceska republika, ktera je
reprezentovana (dale jen
,Labcorp” nebo ,CRO"); a

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno, Ceska
republika, IC: 65269705, DIC: CZ65269705, Statni prispévkové
organizace zfizena rozhodnutim Ministerstva zdravotnictvi, bez
povinnosti  zapisu do obchodniho rejstfiku, zapsand do
Zivnostenského rejstfiku vedeného Zivnostenskym Ufadem mésta
Brna, zastoupena: *

(dale jen "Poskytovatel").

, Fakultni
nemocnice Brno (dale jen "Zkousejici")

Jelikoz, jsou spoleCnost Labcorp, Zadavatel, Poskytovatel a
ZkousSejici zde dale oznacovani jednotlivé jako ,,Strana“ a spolecné
jako ,,Strany“;

Jelikoz, spole¢nost Labcorp jako smluvni vyzkumna organizace, jak
je definovana ve smémici ICH-GCP 1.20, jedna jako nezavisly
dodavatel spolenosti Acerta Pharma B.V. (Clen skupiny
AstraZeneca), se sidlem na adrese Kloosterstraat 9, 5349 AB Oss,
Nizozemsko (dale jen "Zadavatel"), ktera zamysli provést studii
(definovanou nize) a najala spolenost Labcorp (v samostatné
smlouvé), aby jednala jménem Zadavatele a poskytovala uréité
sluzby souvisejici se studii, které na ni delegoval Zadavatel, véetné
uzavieni smiuv o klinickém hodnoceni s pracovisti, ktera se uéastni
nize uvedené vyzkumné klinické studie (dale jen "Studie") popsané
nize:
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Hodnoceny | Acalabrutinib (ACP-196) (dale jen “ Hodnoceny

Study Acalabrutinib (ACP-196) (hereinafter referred | | LéCivy |éCivy pFipravek”)

Drug: to as “Study Drug”) pfipravek:

Protocol ‘A Phase 3, Randomized, Double-Blind, | | Nazev ,Randomizované, dvojité zaslepené, placebem

Title: Placebo-Controlled Study of Acalabrutinib | | protokolu: | kontrolované klinické hodnoceni faze 3
in Combination with Rituximab, acalabrutinibu v kombinaci s rituximabem,
Cyclophosphamide, Doxorubicin, cyklofosfamidem, doxorubicinem, vinkristinem a
Vincristine, and Prednisone (R-CHOP) in prednisonem (R-CHOP) u dospélych pacientt
Subjects <65 Years with Previously mladSich 65 let s dfive nelééenym difuznim
Untreated Non-Germinal Center Diffuse velkobunéénym B-lymfomem nepodobnym B
Large B-Cell Lymphoma” as amended from bunkam germinalniho centra®, jak vyplyva z
time to time and incorporated herein by pozdéjSich zmén, dopinéni a Uprav, a uvadéném
reference (hereinafter referred to as the zde odkazem (dale jen “Protokol”)
“Protocol’) Cislo ACE-LY-312 (D8227C00001)

Protocol ACE-LY-312 (D8227C00001) protokolu:

Number:

Whereas, Investigator an employee of Institution, has the
knowledge and experience to undertake the Study and
Labcorp wishes to engage Institution and 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/or Investigator shall 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, cardiology and nursing staff
(hereinafter ,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 in compliance with
monitoring and escalation process. Institution 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 Labcorp, Institution
and Investigator each represent and warrant that it/he/she is
not in violation of any terms and conditions of any agreement
for services or employment with any other individual or entity.

Jelikoz, ZkouSejici, zaméstnanec Poskytovatelema znalosti a
zkuSenosti k provedeni Studie a spoleCnost Labcorp si pfeje zadat
Poskytovateli a ZkouSejicimu provedeni Studie.

Jelikoz, Poskytovatel a ZkouSejici se chtéji podilet na provadéni
Studie;

se proto nyni Smluvni strany dohodly takto:

1. PROVEDENI STUDIE

(a) Poskytovatel a/nebo ZkouSejici zajisti, aby vSechny osoby
ucastnici se Studie, které jsou zaméstnanci, nezavislymi dodavateli
nebo zastupci Poskytovatele a/nebo Zkou$ejiciho, zejména
pracovnici lékarny, laboratofe, radiologie, patologie ¢i kardiologie a
zdravotnicky personal (dale jen " Spolupracujici osoby "), mély
adekvatni vzdélani, znalosti a zkuSenosti k provedeni Studie a
provedly Studii pfesné, rychle a ¢inné a profesionalnim a
kompetentnim zplsobem v souladu s postupy pro monitorovani a
eskalaci. Poskytovatel zajisti a zaruCi dodrZovani ustanoveni a
pozadavk( této smlouvy Spolupracujicimi osobami. Pokud je v této
Smlouvé uveden odkaz na zavazky, z nichz Poskytovateli a/nebo
ZkousSejicimu plynou povinnosti vzhledem ke sluzbam, které mohou
poskytovat Spolupracujici osoby, takovy odkaz je i odkazem na
Spolupracuijici osoby.

(b) Udélenim svého souhlasu s podminkami této Smlouvy a
provedenim sluzby pro spole¢nost Labcorp Poskytovatel i Zkou3ejici
samostatné prohladuji a zaruCuji, Ze neporuSuji podminky jakékoli
smlouvy na sluzby nebo pracovni smlouvy s zadnou jinou fyzickou ¢i
pravnickou osobou €i jinym subjektem.

(c) V pfipadé rozporu mezi podminkami této Smlouvy a Protokolu
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(c) 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 scientific, medical, patient consent,
and any other issues directly relating to the conduct of the Study
and keeping of records (e.g. case report forms) associated
therewith, and the provisions of the main body of this Agreement
shall control with respect to all other issues.

(d) Institution agrees to perform formal patient screening
and randomisation for the Study only after Labcorp has
confirmed in writing (which could be via email) to Institution that
all essential documents, as defined by ICH/GCP or equivalent
standard, are in place and proper or appropriate Ethics
Committee, Regulatory Authority and/or other competent
authority approval has been received.

2. APPLICABLE LAW

Institution and Investigator shall conduct the Study in
accordance with the Protocol, this Agreement, written
instructions from Sponsor or Labcorp (“Instructions”),

relevant professional standards of medical practice, all
applicable international regulations, current applicable Czech
laws, guidelines, rules and regulations, applicable privacy laws
including Data Protection Laws, rules and regulations and ICH-
GCP Guidelines (CPMP/ICH/135/95) (“‘Applicable Law”).

3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption

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 Labcorp 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 to such person or entity. Investigator and Institution
will not take any action which could render Labcorp or Sponsor
liable under any other applicable laws for the prevention of
fraud, corruption, racketeering, money laundering and/or
terrorism..

Notwithstanding any other provision herein, the obligation of
Labcorp to enter into any order under this Agreement shall be,
at all times, subject to its ability to do so in a manner
consistent with all applicable anti-boycott laws and regulations.
Labcorp shall not be required to take, or to refrain from taking,
any action where to do so would be inconsistent with or

se védecké a lékafské otazky, jakoZ i otazky tykajici se souhlasu
subjektu, a veSkeré dalSi otazky, které pfimo souviseji s provadénim
Studie a vedenim souvisejicich zaznam( (napf. formulafe zprav),
budou Fidit podminkami Protokolu, pfi¢emz ustanovenimi hlavniho textu
této Smlouvy se budou fidit vSechny dalsi otazky.

(d) Poskytovatel se zavazuje provést formalni skrining subjektu a
randomizaci pro Studii az poté, co spole¢nost Labcorp pisemné (coz
mlze byt i prostiednictvim e-mailu) Poskytovateli potvrdi, Zze byly
vypracovany vSechny dileZité dokumenty, jak je definuje smémice
ICH/GCP nebo jeji ekvivalent, nebo Ze bylo zisk&dno povoleni od
pfislusné Etické komise, regulacniho a/nebo jiného pfislusného organu.

2, PLATNE ZAKONY

Poskytovatel a ZkouSejici provedou Studii v souladu s Protokolem,
touto Smlouvou, pisemnymi pokyny Zadavatele nebo spoleénosti
Labcorp (dale jen "Pokyny"), pfisluSnymi profesnimi normami
|ékarské praxe, vSemi pfisluSnymi mezinarodnimi pfedpisy, platnymi
zékony Ceské republiky, smérnicemi, pravidly a predpisy, platnymi
pravnimi pfedpisy na ochranu soukromi, véetné zakonu na ochranu
osobnich Udaju, pravidly a pfredpisy a smémicemi |ICH-GCP
(CPMP/ICH/135/95), (dale ,Platny zakon”).

3. POVINNOSTI

(a) Proti uplaceni & proti korupci

ZkouSejici a Poskytovatel nesmi pfimo ani nepfimo zaplatit, slibit
nebo autorizovat zaplaceni penéz, ani poskytnout, slibit &i autorizovat
poskytnuti ¢ehokoli hodnotného jakékoliv osobé nebo subjektu, at' uz
se jednd o osobu ¢i subjekt viadni, kvazi-viadni nebo soukromou, s
cilem ziskat nebo zachovat obchodni vztah ¢&i zajistit jinou
neopravnénou vyhodu pro spoleénost Labcorp nebo pro Zadavatele a
zajisti, Zze tak neucini ani Spolupracujici osoby. ZkouSejici a
Poskytovatel nebudou pfimo ¢i nepfimo pfijimat ani vyZadovat penize
ani jakoukoli cennou véc od jakékoli osoby ¢&i subjektu, at' uz se jedna
0 osobu ¢i subjekt vladni, kvazi-vladni nebo soukromy, s cilem ziskat
od této osoby Ci subjektu neopravnénou vyhodu a zajisti, ze tak
neucini ani Spolupracujici osoby. Zkousejici a Poskytovatel
nepodniknou Zadné kroky, které by mohly spoleénost Labcorp nebo
Zadavatele ¢init odpovédnym podle jinych platnych pravnich predpisu
0 boji proti podvoddm, korupci, vydirani, prani Spinavych penéz
a/nebo terorismu.

Aniz by tim bylo dot¢eno jakékoliv jiné ustanoveni této smlouvy,
povinnost Labcorp splnit objednavku podle této Smlouvy je po celou
dobu podfizena jeji schopnosti tak ucinit zplisobem, ktery je ve shodé
se viemi platnymi zakony a predpisy proti bojkotu. Labcorp neni
povinna provést jakoukoliv ¢innost, ¢i se jakékoliv Einnosti zdrZet,
pokud by to bylo v rozporu s platnymi zékony proti bojkotu ¢i by to
bylo jimi postihovano.

(b) Povinnosti Zkousejiciho
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penalized under applicable anti-boycott laws.

(b) Investigator Obligations

Investigator will devote 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:

(i)exercise of independent medical judgment as to the
compatibility of each Study patient with the
Protocol requirements;

(ii)notification of Labcorp and Sponsor, if required of
any deviations from or failure to comply with the
Protocol;

(iii)promptly replying to any questions from Labcorp or
Sponsor regarding any matter related to the
Study;

(iv)promptly notifying Labcorp of any significant
changes that occur at any time during the Study
which may affect Investigator or Institution’s
ability to conduct the Study, including but not
limited to, changes in personnel involved in the
Study

(v)record and document all Adverse Events and
laboratory  abnormalities identified in the
Protocol as critical to the safety evaluation;

(vi)report all Serious Adverse Events to Labcorp
and/or the Sponsor without undue delay but not
later than within twenty-four (24) hours of
obtaining knowledge of the events, unless, for
certain Serious Adverse Events, the Protocol
provides that no immediate reporting is required.

(c) Institution Obligations

()  Institution agrees that its Research Staff will
devote their best efforts to accurately and
efficiently perform the work required under this
Agreement, which efforts shall include but are not
limited to items (i) through (iv) listed in section 3(b)
above.
Institution guarantees that the appropriate facilities
(including any equipment, but excluding those to
be provided by Labcorp on behalf of Sponsor to
Institution) necessary and adequate for
conducting the Study are available at Institution.

(d) Joint obligations of the Institution and Investigator

() Institution and Investigator each represent and
warrants that there is nothing that they are aware
of that would or could for the duration of the
Study: (i) negatively impact on the proper and
safe performance of the Study; or (ii) create a
conflict of interest for the Institution or the

Zkousejici vynalozi maximalni Usili k pfesnému a efektivnimu
provadéni praci pozadovanych podle této Smlouvy, pfiCemz se
zejména zavazuje:

(i)provést nezavislé |ékafské posouzeni, zda jednotlivé

Subjekty hodnoceni splfiuji pozadavky Protokolu;

(i)informovat spoleénost Labcorp a Zadavatele o jakychkoliv

pfipadnych odchylkdch od Protokolu nebo jeho
nedodrzovani;

(iineprodlené odpovidat na vSechny dotazy spoleCnosti

Labcorp nebo Zadavatele na jakékoli zalezitosti tykajici
se Studie;

(iv)neprodlené spoleénost Labcorp informovat o jakychkoli

(v)

vyznamnych zménéach, které se vyskytnou kdykoli v
pribéhu Studie a které mohou mit vliv na schopnost
Zkousejiciho nebo Poskytovatele provést Studi,
zejména 0 zménach Spolupracujicich osob;
zaznamenat a dokumentovat vSechny nezadouci
pfihody a laboratorni odchylky oznaCované v Protokolu
jako kritické pro hodnoceni bezpeénosti;

(vi)ohlasit vSechny zévazné nezadouci pfihody spole¢nosti

Labcorp a/nebo Zadavateli bez zbyte¢ného odkladu,
av8ak nejpozdéji béhem dvaceti Ctyf (24) hodin po
obdrzeni informace o pfihodach, pokud u urcitych
zavaznych nezadoucich pfihod Protokol nestanovuije,
Ze okamzité hlaSeni neni vyzadovano.

(c )Povinnosti Poskytovatele

Poskytovatel se zavazuje, Ze jeho Spolupracujici osoby
vynalozi maximalni usili s cilem pfesné a efektivné
provadét prace pozadované podle této Smlouvy, pficemz
se zejména jedna o polozky (i) az (iv) uvedené v bodé 3
pism. b) vySe.

Poskytovatel zaruCuje, Ze u sebe zajisti pfisludné
prostory (véetné pfipadného zafizeni, kromé toho, které
ma jménem Zadavatele Poskytovateli poskytnout
spoleCnost Labcorp), které jsou nezbytné a pfiméfené
pro provedeni této Studie.

(d) Spoleéné povinnosti Poskytovatele a Zkousejiciho

(h)

(il

Poskytovatel a ZkouSejici prohladuji a zaru€uiji, ze si
nejsou védomi nieho, co by mohlo v pribéhu Studie
(i) negativné ovlivnit fadné a bezpetné provadéni
Studie, nebo (ii) vytvorit stfet zajm0 pro Poskytovatele
nebo Zkou$ejiciho pfi provadéni Studie (napfiklad
ucast v jiném klinickém hodnoceni).

ZkouSejici  a/nebo  Poskytovatel budou ihned
informovat spoleCnost Labcorp a Zadavatele o

LABCORP_AZ_Acerta_|| N ~ce-Lv-312_czech_cTa_pi_ | 0ratt version 17Aug2021

Draft Version 1, 270ct2020 - revize FN Brno_Translated into English 09-Feb-2021

AZ Acerta 8417679 Czech CTA Template

Page 4 of 25



Protocol Ref: ACE-LY-312

Labcorp Master Template: Version 1, 17Aug2018

Sponsor/Study Approved Template: Version 1, 15Nov2019

Investigator for the performance of the Study
(such as participation in another clinical trial).

(i) Investigator and/or Institution shall immediately

inform Labcorp and the Sponsor of any actual or

perceived conflict of interest. or any alleged
misconduct or breach, the Institution and the

Investigator shall provide all reasonable

assistance to any investigation by or on behalf of

the Sponsor and/or Labcorp.

Institution and/or Investigator will obtain all

relevant consents and approvals needed for the

Study conduct.

(iv) ensure that the 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.

(i)

(e) Parties agree that Sponsor/CRO and Investigator or other
Study team members, if applicable, execute separate Clinical
Trial Agreement, that contains rights and obligations that
Investigator and other Study team members have and are
beyond responsibility of Institution. Such agreement can also
contain separate budget for Investigator or other Study team
members, if applicable. Sponsor/CRO acknowledges that
remuneration under terms of these separate agreements has
to be for whole term of Study in compliances with internal rules
of Institution and Investigator will be responsible for this
compliance. The Sponsor/CRO declares that it will not execute
any other agreement related to this Study with any employee
of the Institution.

(f) IT Security: If Sponsor is unable to comply with the
Institution’s operating conditions for using hardware and
software at Institution, Institution reserves the right not to
accept those requirements of Sponsor that have not been
notified before the execution of this Agreement if the additional
and not submitted configurations and settings do not comply
with the security policy of the Institution, that is acting as the
operator of the essential service information systems under
Section 2(i) of Act No. 181/2014 Coll. on Cyber Security in
healthcare.

4, SCHEDULE AND NUMBER OF STUDY PATIENTS

Institution and Investigator shall use its/his/her best efforts to
recruit and enroll at least 5 patients, [unless otherwise agreed
to by Labcorp in written form], for the Study according to the
inclusion and exclusion criteria and time schedule specified by

jakémkoliv skuteéném nebo predpokladaném stfetu
zajml nebo Udajném pochybeni nebo poruseni,
Poskytovatel a ZkouSejici poskytnou pfiméfenou
souinnost  pfi  jakémkoliv  Setfeni provadéném
Zadavatelem a/nebo spoleCnosti Labcorp nebo jejich

jménem.
(i)  Poskytovatel a/nebo ZkouSejici ziskaji vSechny
relevantni souhlasy a schvéleni potfebné pro

provadéni Studie.

zajisti, ze ZkouSejici bude informovat o svém zapojeni
do Studie, pokud je soudasti jakékoliv komise, ktera
sestavuje Iékopisy nebo vytvafi klinické pokyny nebo je
zapojend do  rozhodovani  souvisejiciho  se
Zadavatelem nebo pokud mu to ukladaji pozadavky
jakékoliv instituce, komise nebo védecké organizace, k
nimz je pficlenén.

(e) Smluvni strany souhlasi s tim, ze Zadavatel/CRO uzavie se
ZkouSejicim a pfipadné se Cleny studijniho tymu smlouvu na &innosti
ve véci Studie nad ramec Cinnosti, za které odpovida Poskytovatel
podle této smlouvy. Smlouva mj. stanovi odménu Zkousejiciho popf.
¢lenl studijniho tymu za provedeni téchto Cinnosti. Zadavatel/CRO
bere na védomi, Ze vySe odmény musi byt po celou dobu trvani
Studie v souladu s vnitfnimi pfedpisy Poskytovatele, za coz odpovida
zkousSejici. Zadavatel/CRO prohladuje, ze s vyjimkou smlouvy dle
pfedchoziho textu neuzavie Zadnou dal$i smlouvu souvisejici s touto
Studii s Zadnym zaméstnancem Zdravotnického zafizeni.

(f) IT Bezpe€nost: V pfipadé, ze nelze Zadavatelem spinit podminky
provozu Poskytovatele pro pouziti HW a SW ve FN Bro, si
Poskytovatel vyhrazuje pravo nepfijmout spinéni  poZadavk
Zadavatele neuvedenych pfed podpisem smlouvy, pokud dodatecné
a nepfedlozené konfigurace a nastaveni budou vrozporu
s bezpeCnostni  politkou ~ Poskytovatele jako ~ provozovatele
informacénich systému zakladni sluzby dle § 2 pism. i) zakona .
181/2014 Sb., o kybernetické bezpe€nosti v odvétvi zdravotnictvi.

4, HARMONOGRAM A POCET SUBJEKTU HODNOCENi
Poskytovatel a ZkouS$ejici musi vyvinout maximalni Usili s cilem
zajistit nabor 5 subjektd Hodnoceni [neni-li se spole¢nosti Labcorp
pisemné dohodnuto jinak] v souladu s kritérii pro zafazeni a vyfazeni
a CGasovym harmonogramem stanovenym timto Protokolem.
Poskytovatel a ZkouSejici musi nédbor zastavit v souladu s
pfedchozimi pisemnymi pokyny.

LABCORP_AZ_Acerta_|| N ~ce-Lv-312_czech_cTa_pi_ | 0ratt version 17Aug2021

Draft Version 1, 270ct2020 - revize FN Brno_Translated into English 09-Feb-2021

AZ Acerta 8417679 Czech CTA Template

Page 5 of 25




Protocol Ref: ACE-LY-312

Labcorp Master Template: Version 1, 17Aug2018

Sponsor/Study Approved Template: Version 1, 15Nov2019

the Protocol. Institution and Investigator shall stop enrollment
in accordance with prior written Instructions.

Study duration is from March 2021 to June 2028.

5. PERSONAL DATA AND HUMAN BIOLOGICAL
SAMPLES

“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, loss, alteration,
unauthorized disclosure of, or access to, personal data
transmitted, stored or otherwise processed.”

(a) The Parties agree that the Sponsor and the Institution are
each considered data controllers with respect to their separate
processing activities of Personal Information.

(b) The Parties shall, at all times throughout the term of this
Agreement, comply with all applicable data protection/privacy
and human biological sample 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 Information and human biological
samples under this Agreement and Regulatory Requirements.

(c) Both the Sponsor and the Parties shall maintain appropriate
technical and organizational security measures to protect the
Study Subjects and Study Staff's Personal Data they process
in relation to this Agreement.

(d) The Institution shall appoint a person that shall act as a
primary point of contact and shall respond to all Data Subject’s
rights exercised by the Study Subjects and/or the Study Staff
in respect to processing of their Personal Data in relation to
this Agreement (‘Data Subject’s Request’). The Institution shall
inform the Sponsor and/or CRO and request its assistance in
responding to a Data Subject’'s Request only to the extent the

Doba trvani Studie je biezen 2021 az Cerven 2028.

5. 0SOBNi UDAJE A LIDSKE BIOLOGICKE VZORKY

,opravce* znamena fyzickou nebo pravnickou osobu, organ vefejné
moci, Ufad nebo jiny organ, ktery samostatné nebo spolecné s jinymi
rozhoduje o ucelu a prostfedcich zpracovani osobnich udaju.

,Osobni Udaje“ znamenaji veskeré informace o identifikované nebo
identifikovatelné fyzické osobé (dale jen ,subjekt Udaju®);
identifikovatelnou fyzickou osobou je fyzicka osoba, kterou Ize pfimo
¢i nepfimo identifikovat, zejména odkazem na urcity identifikator,
napfiklad jméno, identifikacni Cislo, lokacni udaje, sitovy identifikator
nebo jeden ¢i vice zvlastnich prvku fyzické, fyziologické, geneticke,
psychické, ekonomické, kulturni nebo spoleéenské entity této fyzické
osoby.

,PoruSeni  zabezpeCeni osobnich Udaji* znamena poruseni
zabezpedeni, které vede k ndhodnému nebo protipravnimu zniceni,
ztraté, zméné nebo neopravnénému poskytnuti nebo zpfistupnéni
pfenasenych, ulozenych nebo jinak zpracovévanych osobnich tdajd.

(a) Strany souhlasi, ze Zadavatel a Poskytovatel se povazuji za
samostatné spravce udaju s ohledem na jejich samostatné &innosti
zpracovani osobnich udajd.

(b) Strany budou v pribéhu celé doby trvani této Smlouvy vzdy
dodrZovat vSechny platné zakony, pravidla a pfedpisy o ochrané
osobnich Udaju/ soukromi a o nakladani s lidskymi biologickymi
vzorky, vplatném znéni, sohledem na ziskani, pouZivani,
zpracovani, uchovavani, pfenos, modifikaci, vymaz a/nebo predavani
osobnich Udaju a lidskych biologickych vzork( podle této smlouvy
a regulacnich pozadavku.

(c) Zadavatel iStrany budou udrzovat vhodna technicka
a organizacni bezpeénostni opatfeni na ochranu osobnich (dajl
studijnich  subjektl apersonadlu studie, které zpracovavaji
v souvislosti s touto Smlouvou.

(d) Poskytovatel jmenuje osobu, ktera bude jednat jako primarni
kontaktni osoba abude odpovidat na vSechny poZzadavky na
uplatnéni prav subjektt udaji ze strany studijnich subjekti a/nebo
personalu studie sohledem na zpracovani jejich osobnich udaju
v souvislosti s touto Smlouvou (dale jen ,Zadost subjektu Udaju”).
Poskytovatel bude informovat Zadavatele a/nebo CRO a pozada
o asistenci pfi odpovidani na Zadost subjektu Udajl pouze v takovém
rozsahu, v jakém Poskytovatel neni schopen zvladnout a odpovédét
na zadost subjektu udajl bez informaci, které mize poskytnout pouze
Zadavatel a/nebo CRO. V rozsahu, v jakém Zadavatel a/nebo CRO
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Institution is unable to manage and respond to the Data
Subject's Request without information which could only be
provided by the Sponsor and/or CRO. To the extent, the
Sponsor and/or CRO needs to provide information to the
Institution, the Institution shall inform the Sponsor and/or CRO
within 3 days upon receiving the Data Subject's request. Under
such circumstances, the Sponsor and/or CRO shall 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. The Institution shall, upon the
reasonable request by Sponsor and/or CRO, provide Sponsor
and/or CRO with any information, undertake any actions or
provide assistance to the Sponsor and /or COR as may be
required by the Sponsor and/or CRO to respond to a Data
Subject’s request.

(e) If a Personal Data Breach occurs in relation to any Study
Subjects or Study 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 (a “Reportable Breach”),
the Institution must notify the relevant supervisory authority
without undue delay and at the latest within 72 hours after
having become aware of such breach. If such Reportable
Breach poses a high risk to the affected individuals, then the
Institution shall also inform them, unless the Institution has put
in place effective technical and organizational protection
measures that ensure that the risk is no longer likely to
materialise. The Institution shall notify the Sponsor and/or
CRO of any Reportable Breach no later than 24 hours after
having become aware of such Reportable Breach.

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

(9) Except for any information that is provided to the Sponsor
or the Labcorp monitor, which shall include any source data
including the Personal Information of the Study Subjects, any
other information provided to Labcorp or the Sponsor shall
always be de-identified or key coded. Further, no information
other than the information provided to complete the Study shall
be provided to Labcorp or the Sponsor under this Agreement.

(h) The Institution and the Investigator each agree that:
(i) Labcorp or the Sponsor may collect and use

Personal Information about the Investigator,
Institution and Study Staff, such as contact

musi poskytnout informace Poskytovateli, bude Poskytovatel
informovat Zadavatele a/nebo CRO béhem 3 dnli po obdrZeni Zadosti
subjektu udaju. Za takovych okolnosti budou Zadavatel a/nebo CRO
spolupracovat s  Poskytovatelem a poskytnou  Poskytovateli
pozadované informace, s pfihlédnutim  k plathym  zakon(m,
a podniknou pfiméfené kroky ktomu, aby umoznili Poskytovateli
odpovédét na Zadost subjektu udaji. Poskytovatel na pfiméfenou
Zadost Zadavatele a/nebo CRO poskytne Zadavateli a/nebo CRO
informace, podnikne kroky nebo poskytne soucinnost Zadavateli
a/nebo CRO, dle pfipadnych pozadavk( Zadavatele a/nebo CRO, za
ucelem odpovédi na Zadost subjektu udajd.

(e) Pokud dojde k poruSeni zabezpeeni osobnich Gdaju studijnich
subjektl nebo spolupracujicich osob zpracovavanych v souvislosti
stouto Smlouvou aje pravdépodobné, Zze takové poruseni
pfedstavuje ohrozeni prav a svobod jednotlivce (dale jen ,hlasitelné
poruseni®), Poskytovatel musi informovat pfisludny dozorovy ufad bez
prodleni a nejpozdéji do 72 hodin poté, co takové porudeni zjisti.
Pokud takové hlasitelné porueni predstavuje vysoké riziko pro
dotCené osoby, Poskytovatel je rovnéz bude informovat v pfipadé, Ze
Poskytovatel nema zavedena u€innd technickd a organizacni
ochranna opatfeni k zajisténi, Ze se takové riziko jiz dale
pravdépodobné neprojevi. Poskytovatel bude informovat Zadavatele
a/nebo CRO o jakémkoliv hldsitelném poruSeni nejpozdéji 24 hodin
poté, co se o hlasitelném poruseni dozvi.

(f) Poskytovatel a ZkouSejici bezodkladné oznami spole¢nosti
Labcorp aZadavateli veSkeré nahodné, protipravni nebo
neopravnéné pouziti nebo predani osobnich udaji nebo lidskych
biologickych vzork, o kterych se dozvi.

(9) Vyjma informaci, které jsou pfedavany monitorovi Zadavatele
nebo spole¢nosti Labcorp, coz bude zahrnovat zdrojové udaje véetné
osobnich Udaju studijnich subjektd, budou vSechny ostatni informace
poskytnuty  spoleénosti  Labcorp nebo  Zadavateli  vzdy
v anonymizované nebo kddované podobé. Kromé toho nebudou
spoleCnosti Labcorp ani Zadavateli podle této smlouvy poskytnuty
zadné jiné informace, kromé téch, které jsou tfeba k dokonceni
studie.

(h) Poskytovatel a ZkouSejici souhlasi, ze:

(i) spolecnost Labcorp nebo Zadavatel mohou
shromazdovat a pouzivat osobni udaje o Zkousejicim,
Poskytovateli a personalu studie, napfiklad kontaktni
Udaje audaje oodborné kvalifikaci atp., pro Ucely
provadéni Studie, dodrZovani zékonnych a etickych
pozadavk(, pro ucely stanoveni dovednosti, zafizeni
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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 Sponsor and/or Labcorp and
as required by applicable law. The Institution
and/or the Investigator shall inform and Study
Staff of their right to check the accuracy and
modify/rectify/update (as the case may be) any
Personal Information by notification to the
Sponsor or Labcorp.

(ii) the Personal Information of the Investigator and
Study Staff will 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 Information may
be transferred, Labcorp 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 Information.

(i) The Investigator agrees and shall procure that the Study
Staff agree that the Sponsor or Labcorp 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 Information in connection
with this Study to a Regulatory Authority and IEC, which may
be located outside of Czech Republic and which may not offer
an equivalent level of data protection.

(i) Insofar the Institution and/or Investigator discloses its Study
Staff, employees or any other individual's Personal Information
to Labcorp 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 Information, including in connection with Labcorp
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
Labcorp and/or the Sponsor the possibility to process the
received Personal Information 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
Labcorp and/or the Sponsor, in respect of the information that

a dalSich informaci relevantnich pro klinicka hodnoceni
provadéna Zadavatelem a/nebo spoleCnosti Labcorp
a dle pozadavku platnych zakon(. Poskytovatel a/nebo
ZkouSejici budou informovat personél studie o jejich
pravu kontrolovat pfesnost
a upravovat/opravovat/aktualizovat ~ (dle  potfeby)
jakékoliv osobni (daje prostfednictvim oznameni
Zadavateli nebo spoleénosti Labcorp;

(i) osobni udaje Zkousejiciho a personalu studie budou
pfedany a zpracovavany mimo Uzemi Ceské republiky,
véetné zemi, které nemusely byt vyhodnoceny jako
zemé s adekvatnimi zakony na ochranu osobnich
Udaju. Bez ohledu na to, do které zemé mohou byt
osobni  Udaje  odeslany, spoleénost Labcorp
a Zadavatel podniknou kroky k zajisténi, ze oni sami
ajejich pfidruzené spoleCnosti, zastupci, dcefiné
spoleCnosti  a dodavatelé dodrzi platné pfedpisy
azékony apfijmou pfiméfena opatfeni k zajisténi
bezpecnosti takovych osobnich udaji.

(i) ZkouSejici souhlasi a zajisti souhlas persondlu studie stim, Ze
Zadavatel nebo spole¢nost Labcorp nebo povéfena tfeti strana budou
mit pravo v rozsahu potfebném pro dané Ucely a v souladu s platnymi
zakony zpracovat a uchovavat jejich osobni Udaje v souvislosti s touto
studii a predat je regulacnimu ufadu a NEK, které se mohou nachazet
mimo Ceskou republiku a které nemusi zajistovat ekvivalentni Grovers
ochrany osobnich udajd.

(j) Pokud Poskytovatel a/nebo ZkouSejici predaji osobni Udaje
personalu studie, zaméstnanct nebo jinych osob spolecnosti Labcorp
nebo Zadavateli pro ucely této smlouvy nebo ve spojeni s ni,
Poskytovatel a/nebo ZkouSejici budou vSechny takové osoby
informovat s ohledem na zpracovani jejich osobnich udajl, ato
i v souvislosti s pravy spolecnosti Labcorp a/nebo Zadavatele na audit
stanovenymi v této Smlouvé. Poskytovatel a/nebo ZkouSejici zajisti,
Ze se takové predani uskuteni v souladu s platnymi pravnimi
pfedpisy, v€etné informovani a pozadavku na udéleni souhlasu, ktery
povoli spoleCnosti Labcorp a/nebo Zadavateli moznost zpracovat
obdrzené osobni Udaje pro ucely stanovené vtéto Smlouvé bez
nutnosti spinit dali formality. Poskytovatel a/nebo ZkouSejici také
zvaZi jakékoliv pokyny, které mohou byt pfilezitostné zasilany
elektronicky nebo pisemné spole¢nosti Labcorp a/nebo Zadavatelem
s ohledem na informace, které maji byt pfedany osobam ke spinéni
tohoto bodu.

(k) Smluvni strany a Zadavatel odSkodni, budou hajit a vzajemné se
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should be provided to individuals for the fulfilment of this
Section.

(k) The Contracting Parties and Sponsor shall indemnify,
defend, and hold each other harmless from and against any
and all liabilities, claims, losses, suits, judgments, and
reasonable legal fees arising from any breach, negligent act,
error or omission of relevant data protection obligations under
this Agreement by the other Party, its staff or Subcontractors.

6. CONFIDENTIALITY

(a) 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 any (i) the terms of this Agreement; and (i) any
business, employee, patient or customer information or data in
any form which is disclosed or otherwise comes into
possession of a Party, directly or indirectly, as a result of this
Agreement and which is of a confidential or proprietary nature
(including, without limitation, the Study Documentation, any
information relating to business affairs, operations, products,

processes, methodologies, formulae, plans, intentions,
projections, know-how, Intellectual Property, trade secrets,
market opportunities, suppliers, customers, marketing

activities, sales, software, computer and telecommunications
systems, costs and prices, wage rates, records, finances and
personnel). (hereinafter,  collectively ~ "Confidential
Information") without the prior written consent of Sponsor.
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 nondisclosure
shall not apply to the following Confidential Information:

(i)Confidential Information that is or becomes publicly
available through no fault of Institution, Investigator or
Research Staff;

(i)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;

(iii)Confidential Information that is already known to
Institution, Investigator, and/or Research Staff as
shown by its prior written records;

(iv)Confidential Information required to be disclosed to a
government authority or by order of a court of
competent jurisdiction, provided that to the extent
permissible by law (i) such disclosure is patient to all
applicable governmental or judicial protection
available for like material and Institution and

zajisti proti vSem zévazkim, narok(m, ztratam, Zalobam, rozsudkim
a pfiméfenym pravnim poplatk(im plynoucim z poruseni, nedbalosti,
pochybeni nebo opomenuti relevantnich povinnosti tykajicich se
ochrany osobnich tdajl podle této Smlouvy druhou stranou, jejimi
zaméstnanci nebo subdodavateli.

6. ZACHOVANI DUVERNOSTI

(a) Poskytovatel a ZkouSejici nejsou bez pfedchoziho
pisemného souhlasu Zadavatele opravnéni Zadné tfeti strané
sdélovat a ani pro jiné ucely nez provadéni Studie pouzivat jakékoli
(i) podminky této smlouvy a (i) jakékoliv informace o podnikani,
zameéstnancich, pacientech nebo zékaznicich nebo (daje v jakékoliv
formé, které jsou pfedany nebo se jinak dostanou do rukou Strany,
pfimo, &i nepfimo, v disledku této Smlouvy a které jsou divérné
nebo chranéné povahy (mimo jiné vCetné studijni dokumentace,
informaci tykajicich se obchodnich zalezitosti, fungovani, produkt,
procesu, metodologii, sloZeni, pland, zamérd, pfedpovédi, know-how,
duSevniho vlastnictvi, obchodniho tajemstvi, trznich pfileZitosti,
dodavatell, zakaznikd, marketingovych aktivit, prodeje, softwaru,
poCitatovych a telekomunikagnich systémd, nakladli a cen, vysi
mezd, zaznam(, financi a personalu) (spole¢né dale jen ,duvérné
informace”), pfiCemz Poskytovatel zajisti, aby tak necinily ani
Spolupracujici osoby. Takové divémné informace musi zlstat
davérnym a chranénym majetkem Zadavatele a budou sdéleny pouze
Spolupracujicim osobam, které jsou vazany povinnosti mi¢enlivosti v
souladu s touto Smlouvou a ktery ma opravnénou potfebu téchto
informaci pro UCely provadéni Studie. Povinnost zachovavat
micenlivost se nevztahuje na tyto dGvérné informace:

() dhvérné informace, které jsou nebo se stanou vefejné
dostupnymi bez zavinéni Poskytovatele, ZkouSejiciho
nebo Spolupracujicich osob;

(i) davérné informace, které Poskytovateli, ZkouSejicimu
a/nebo  Spolupracujicim osobam sdéli tfeti strany
opravnéné sdélit takové informace zplsobem, ktery
zachovani miéenlivosti porusi;

(i) divérné informace, které jsou jiz Poskytovateli,
ZkousSejicimu a/nebo Spolupracujicim osobam znamy,
jak dokazuji pfedchozi pisemné zaznamy;

(iv) dhvérné informace, které musi byt sdéleny organu statni
spravy nebo na zakladé pfikazu pfisludného soudu za
pfedpokladu, ze v zakonem povoleném rozsahu (i) se na
takové zvefejnéni vztahuje veskera vefejna nebo soudni
ochrana dostupna pro podobny material a Poskytovatel a
ZkouSejici spolupracuji se Zadavatelem v jeho Usili
dosahnout takové ochrany, jakou mlZe rozumné
pozadovat; (i) je Zadavatel s pfiméfenym pfedstihem
upozornén; a (iii) Poskytovatel, ZkouSejici a/nebo
Spolupracujici osoby ucini pfiméfené kroky k omezeni
rozsahu takového sdéleni.
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Investigator cooperates with Sponsor in seeking such
protection as reasonably requested thereby; (i)
reasonable advance notice is given to Sponsor; and
(iii) Institution, Investigator, and/or Research Staff
shall take reasonable steps to limit the scope of such
disclosure.

(b) Confidentiality obligations shall survive for ten years
after the expiration or termination of this Agreement.

1. 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. Available information on
the Study Drug, which Sponsor considers necessary or useful
for conducting the Study, will also be provided.

(b)Institution agrees 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

(c) Investigator will maintain a record of receipt and dispensing
of the Study Drug.

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

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

(f) The Institution and Investigator hereby undertakes:

(i)  that they will use the Institution’s Hospital Pharmacy
(hereinafter the “Pharmacy”), the contact person will
be included in the list of verified workers (“Delegation
log”), (hereinafter “Pharmacist’) for receipt storage
and distribution of the Study Drug

(i) that the Study Drug shall be handled in accordance to

(b) Zavazky zachovani miCenlivosti pfetrvaji po dobu deseti let
po vyprseni nebo dfivéjSim ukondéeni platnosti této Smiouvy.

7. HODNOCENY LECIVY PRIPRAVEK A VYBAVENI
(a)Poskytovateli a ZkouSejicimu bude bezplatné poskytnuto
dostateéné mnozstvi Hodnoceného lécivého pfipravku, a to vyhradné
pro UCely provadéni Studie. RovnéZz budou poskytnuty dostupné
informace o Hodnoceném |éCivém pfipravku, které Zadavatel
povazuje za nutné nebo uZite¢né pro provadéni Studie.

(b)Poskytovatel se zavazuje, ze omezi pfistup k Hodnocenému
lécivému pfipravku pouze na Spolupracujici osoby, které budou pod
pfimou kontrolou Zkou$ejiciho pouzivat Hodnoceny lécivy pfipravek
zplisobem dle Protokolu

(c) ZkouSejici povede zaznamy o pfijmu a vydeji Hodnoceného
|éCivého pfipravku.

(d) Po dokonéeni Studie nebo jejim pfedéasném ukonceni se veskery
nepouzity Hodnoceny |éCivy pfipravek, preparaty, zafizeni, vybaveni
poskytnuté spole€nosti Labcorp nebo Zadavatelem a souvisejici
materidly pro hodnoceni poskytnuté Poskytovateli a ZkouSejicimu
Zadavatelem nebo spole¢nosti Labcorp ¢i jejich jménem musi vratit
nebo zni¢it v souladu s Protokolem a podle pokyn( spole¢nosti
Labcorp, pfiemz naklady na vraceni & znieni neponese ani
Poskytovatel ani ZkouSejici.

(e) Poskytovatel a ZkouSejici berou na védomi, Ze Hodnoceny IéCivy
pfipravek je experimentalni povahy, a proto musi pfi pouZivani,
manipulaci, bezpetném skladovani, pfepravé, nakladani a
uchovavani Hodnoceného lécivého pfipravku, véetné vSech jeho
derivat, jednat obezietné a s pfiméfenou pééi a v souladu s
pfipadnymi pokyny.

(f) Poskytovatel a ZkouSejici se timto zavazuii:

(i) Ze budou vyuzivat Nemocnini lékarnu Poskytovatele
(dale jen "Lékarna"), kontaktni osoba osoba bude
uvedena v zdznamu povérenych  pracovnik{
(,Delegation log”) (dale jen "Lékarnik") pro skladovani
na pfijmu a distribuci Hodnoceného lécivého pfipravku

(ii) Zze sHodnocenym studijnym pfipravkem bude
nakladano v souladu se spravnou |ékarenskou,
skladovaci a distribuéni praxi podle zakona C¢.
378/2007 Sb., o léCivech, ve znéni vyhlasky ¢.
226/2008 Sb., o spravné Klinické praxi a blizSich
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good pharmacy, storage and distribution practice
according to Act No. 378/2007 Sb., Collection of
Laws, on therapeutic agents amended by Regulation
No. 226/2008 Sb., Collection of Laws, on good clinical
practice and the detailed conditions of the clinical
assessment of therapeutic agents and in accordance
to Regulation No. 229/2008 Sb., Collection of Laws,
on the manufacture and distribution of therapeutic
agents including current exceptions.

(9 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 Labcorp/Sponsor following:

*Scales for weight/height measurements

*12-Lead ECG

*Freezer (-20, -70 Celsius degrees)

*Refrigerator

*Centrifuge

*Min/max thermometers

*Thermometer

*Blood pressure device

*Infusion pumps for SoC R-CHOP treatment (additionally)

8. REPORTING STUDY DRUG SAFETY
Study Drug safety reporting shall be conducted strictly as per
Protocol and ICH-GCP

9. DEREGISTRATION

Institution, on behalf of itself and its Research Staff, and
Investigator each represent and warrant that neither they, nor
any other person retained by them to perform the Study
pursuant to this Agreement (i) has previously been “struck-off’,
debarred, deregistered, suspended or otherwise had it/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 any national,
foreign or international authority/organization, (ii) is aware of
the initiation of any proceedings involving his/her
disqualification, deregistration or debarment, or (iii) has been
charged with crimes resulting in the revoking of such right.
Institution, on behalf of itself and its Research Staff, and
Investigator shall inform Labcorp without delay should any
revocation, deregistration or debarment be announced during
the Study.

10. AUDIT, MONITORING AND INSPECTION

(a) Institution and Investigator shall cooperate with Labcorp,
Sponsor, and any governmental or regulatory authorities in
their efforts to monitor, audit, or inspect the progress of the

podminkach klinického hodnoceni Ié€ivych pfipravka,
a v souladu s vyhlaSkou €. 229/2008 Sb., o vyrobé a
distribuci léCiv, vCetné stavajicich vyjimek.

(9) Poskytovatel uznava a souhlasi s tim, ze se od néj ofekava, ze
pro UCely provadéni studie poskytne bez zapojeni spole¢nosti
Labcorp / Zadavatele nasledujici vybaveni:

* méfici nastroje pro méfeni télesné hmotnosti/vysky,

* 12svodovy EKG,

* mraznicka (-20, -70 stupiu Celsia),

« chladnicka,

« odstredivka,

« teploméry Min-Max,

* teplomér,

* mé&fi€ krevniho tlaku,

« infuzni pumpy pro standardni Ié¢bu R-CHOP (dodate¢né).

8. HLASENi BEZPECNOSTI

pfipravku
HidSeni bezpecnosti__Hodnoceného 1éCivého pripravku musi byt
provedeno vyhradné podle Protokolu a smérnice ICH-GCP.

Hodnoceného lécivého

9. ZRUSENI REGISTRACE

Poskytovatel svym jménem a jménem svych Spolupracujicich osob a
ZkouSejici samostatné prohlaSuji a zaruéuji, ze oni samiani zadna
jina osoba, které zadali provadéni Studie podle této Smlouvy, (i)
nebyla v minulosti "vySkrtnuta", vylouCena, odregistrovana,
suspendovana ani ji jakykoli narodni, zahraniéni nebo mezinarodni
organ ¢&i organizace neodriala pravo provadét klinické studie_nebo se
ucastnit statniho programu zdravotni péce nebo provadét praxi
zdravotnické profese nasledkem profesniho pochybeni, (ii) si neni
védoma zahéjeni jakéhokoli fizeni souvisejiciho s jejim vylouCenim,
zruSenim registrace nebo vylougenim, nebo (iii) nebyla obvinéna z
trestnych ¢&ind s dlsledkem odejmuti takového_prava. Poskytovatel
svym jménem a jménem svych Spolupracujicich osob a Zkousejici
jsou povinni spoleCnost Labcorp bez odkladu informovat, pokud
béhem provadéni Studie dojde k odejmuti, zruSeni registrace nebo
vylouceni.

10.  AUDIT, MONITOROVANI A INSPEKCE
(a) Poskytovatel a ZkouSejici musi spolupracovat se spoleénosti
Labcorp, Zadavatelem a pfisluSnymi vladnimi a regulaénimi organy v
jejich Usili o sledovani, audit nebo kontrolu pribéhu Studie u
Poskytovatele. Povéfeni zastupci spoleCnosti Labcorp a Zadavatele
maji na zakladé upozornéni u¢inéného s pfiméfenym predstihem a v
bézné pracovni dobé tato prava:
()zkoumat a kontrolovat prostory Poskytovatele a
ZkouSejiciho vyuzivané pro provadéni Studie;
(ikontrolovat a kopirovat veSkera data a vysledky prace
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Study at Institution. Authorized representatives of Labcorp and
Sponsor shall have the right, upon reasonable advance notice,
and during regular business hours, to:

(i)examine and inspect Institution and Investigator's
facilities used for the performance of the Study;
(iijinspect and copy all data and work products related
to the Study; and
(iii)examine source documents and other medical
records of Study patients reasonably necessary to
monitor the Study.
(b) In the event Institution or Investigator receives notice that
Institution or Investigator shall be the subject of an
investigation or audit by any governmental or regulatory
authority, the Party receiving such notice shall notify Labcorp
immediately. In the event the Party does not receive prior
notice of said investigation or audit, the Party shall notify
Labcorp as soon as practicable after receiving knowledge of
said investigation or audit. Institution or Investigator will
provide Labcorp and Sponsor 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, including
providing Labcorp and Sponsor a reasonable opportunity to
comment in advance on any correspondence generated by
Institution or Investigator to the appropriate authority.

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

1. PUBLICATION
(a) All data or results arising out of the performance of this
Study shall be considered Confidential Information as defined
above and shall not be used for the commercial benefit of
Institution or Investigator.

(b) The Institution and the Investigator shall be entitled to
publish the results of, or make presentations related to, 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: (i) 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 (jii) Sponsor confirms
in writing there will be no multi-center primary Publication. All
such publications or presentations shall (i) be consistent with

spojené se Studii; a

(iii)zkoumat zdrojové dokumenty a jiné Iékai'ské zaznamy o
Subjektech hodnoceni, které jsou pfiméfené nezbytné ke
sledovéni Studie.

(b) V pripadé, ze Poskytovatel nebo ZkouSejici obdrzi oznameni, ze
maiji byt pfedmétem vySetfovani nebo auditu ze strany jakéhokoliv
statniho nebo regulaéniho organu, musi subjekt, kterému je toto
oznameni doruceno, neprodlené informovat spoleénost Labcorp. V
pfipadé, Ze subjekt neobdrzi pfedchozi oznameni o zminéném
vySetfovani nebo auditu, je o tom povinen co nejdfive poté, co se
dozvi o vySetfovani nebo auditu, informovat spolecnost Labcorp.
Poskytovatel nebo ZkouSejici poskytnou spole¢nosti Labcorp a
Zadavateli kopie vSech specifickych materiald o Studii, externi
korespondenci, pfikazy, formulafe a zaznamy, které Poskytovatel
nebo ZkouSejici ziska Ci vytvofi na z&kladé takového vySetfovéani, a
poskytne také spole€nosti Labcorp a Zadavateli pfiméfenou moznost
se pfedem vyjadiit k veSkeré korespondenci, kterou Poskytovatel
nebo ZkouSejici pro dany organ vytvoi.

(c) Poskytovatel a/nebo Zkousejici bezodkladné opravi vSechny
chyby zjisténé Zadavatelem, spolecnosti Labcorp nebo jejich zastupci
v pribéhu jakéhokoli auditu, jakoz i veSkeré polozky oznadené za
neodpovidajici Protokolu, smémici ICH-GCP nebo povinnostem
ZkouSejiciho podle této Smiouvy.

11.  ZVEREJNENI

(a) V8echny Udaje a vysledky vyplyvajici z pinéni této Studie se
povazuji za duavérné informace dle vySe uvedené definice, a nesmi
byt pouzity pro komer¢ni prospéch Poskytovatele nebo Zkousejiciho.

(b) Poskytovatel a ZkouSejici budou opravnéni publikovat
vysledky nebo uskute¢nit prezentace souvisejici se Studii, jak je
uvedeno v této asti. Pokud je tato Studie soucasti multicentrického
klinického hodnoceni, Poskytovatel a ZkousSejici souhlasi s tim, ze
nezavisle nezvefejni vysledky Studie, dokud nenastane jedna
z nasledujicich moznosti: (i) je zvefejnéna multicentricka primarni
publikace; (i) neni pfedlozena zadna multicentricka primarni
publikace do dvou let po uzavieni, opusténi nebo ukonceni Studie na
v8ech pracovistich; nebo (iii) Zadavatel potvrdi pisemné, Ze nebude
Zadnd multicentrickd primami publikace. V3echny takové publikace
nebo prezentace (i) budou v souladu s akademickymi standardy
apokyny Mezindrodni komise pro vydavatele lékafskych
¢asopistl (ICMJE), (i) nebudou nepravdivé nebo zavadgjici,
(iii) budou v souladu s veSkerymi platnymi zakony a (iv) nebudou
vytvoreny pro komercni ucel.

(c) Poskytovatel a/nebo ZkouSejici poskytnou Zadavateli kopie
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academic standards and International Committee of Medical
Journal Editors (ICMJE) guidelines, (i) not be false or
misleading, (i) comply with all Applicable Laws, (iv) not be
made for any commercial purpose.

(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 make
any presentations relating to, at least thirty (30) days in
advance of publication, submission or presentation.

(d) At the request of the Sponsor and/or Labcorp, the
Institution and/or the Investigator:

(i)shall not include in or shall remove from any proposed
publication any Confidential Information, errors or
inaccuracies; and

(ii)shall withhold 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.

(e) The Institution and the Investigator shall include the
following acknowledgement in all publications and
presentations relating to the Study, as well as in any financial
disclosure information relating to the Study: “AstraZeneca
company name sponsored this study.” A copy of any
publications and presentations relating to the Study, shall be
provided to the Sponsor on publication or presentation, and
the Sponsor shall be entitied to make copies of and distribute
the publication or presentation as it considers necessary.

() 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 (including
www.astrazenecaclinicaltrials.com), and/or provide such
results to the Regulatory Authorities and in accordance with
Applicable Law.

(9) If Sponsor invites the Investigator to be an author of a
Sponsor-managed publication, the Investigator shall agree to
comply with ICMJE authorship criteria. The Investigator shall
direct, draft and/or review the proposed publication, approve
the final version of the publication to be published and retain
full responsibility for its content. Sponsor financial support for
this research, any other financial relationship with Sponsor, as

veSkerych materialt vztahujicich se ke Studii, které kterykoliv z nich
zamysli zvefejnit (nebo predlozit k publikovani) nebo prezentovat,
nejméné tficet (30) dnl pred publikaci, odevzdanim nebo prezentaci.

(d) Na Zadost Zadavatele a/nebo spolenosti
Poskytovatel a/nebo Zkousejici:

() nezahrne do navrhované publikace nebo odstrani
z navrhované publikace jakékoliv diivérné informace, chyby
nebo nepiesnosti;

(i) pozdrzi publikaci, odevzdani k publikaci nebo prezentaci po
dobu devadesati (90) dni od data, ke kterému Zadavatel
obdrZi materialy, aby Zadavateli umoznili podniknout takové
kroky, které Zadavatel povazuje za potfebné pro zachovani
svych vlastnickych prav a/nebo na ochranu divérnych
informaci.

Labcorp

(e) Poskytovatel a ZkouSejici zahrnou nasledujici potvrzeni do
vSech publikaci a prezentaci souvisejicich se Studii a také do vSech
finanénich prohlaSeni vztahujicich se ke Studii: ,Tuto studii
sponzorovala spoleCnost AstraZeneca.” Kopie veSkerych publikaci
a prezentaci souvisejicich se Studii budou poskytnuty Zadavateli pfi
publikaci nebo prezentaci a Zadavatel bude opravnén kopirovat
a distribuovat publikaci nebo prezentaci dle svého uvazeni.

(f) Dlouhodobym z&vazkem Zadavatele je transparentnost
a Poskytovatel a Zkou$ejici berou na védomi, Ze Zadavatel zvefejni
Studii v registrech klinickych hodnoceni a bude v takovém formatu
publikovat vysledky v databazich klinickych hodnoceni (vCetné
www.astrazenecaclinicaltrials.com) a/nebo poskytne takové vysledky
regulaénim Gfadtm a v souladu s platnymi zakony.

(9) Pokud Zadavatel vyzve Zkou$ejiciho, aby byl autorem
publikace spravované Zadavatelem, ZkouSejici souhlasi, ze dodrzi
kritéria ICMJE na autorstvi. ZkouSejici bude Fidit, koncipuje a/nebo
pfezkouma navrhovanou publikaci, schvali kone€nou verzi publikace,
ktera mé byt zvefejnéna, a bude mit pinou odpovédnost za jeji obsah.
Finanéni podpora Zadavatele pro tento vyzkum, jakykoliv dal$i
finanéni vztah se Zadavatelem a dalSi relevantni finan¢ni vztahy dle
pozadavk( Casopisu nebo kongresu budou uvedeny v publikaci.
Autorstvi, psani lékafského textu, ediéni nebo logisticka podpora
poskytnutd Zkousejicimu nebo Poskytovateli Zadavatelem s ohledem
na publikaci bude podléhat zasadam Zadavatele pro publikace, které
jsou podrobné popsany a dostupné na adrese www.astrazeneca.com.
Za autorstvi nebude poskytnuta z&dné odména.
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well as any other relevant financial relationships as required by
the journal or congress shall be disclosed in the publication.
Any authorship, medical writing, editorial or logistical support
provided to the Investigator or the Institution by the Sponsor in
respect of publication shall be subject to the Sponsor's
publications policy, details of which are available at
www.astrazeneca.com. No compensation shall be provided in
respect of any such authorship.

12. DATA AND REPORTS

Institution and/or Investigator shall submit all data, reports,
queries, and other requested information in a timely manner.
Institution and/or Investigator shall maintain Study reports as
required by the Protocol and Instructions. Institution and
Investigator agree to provide Labcorp with the data called for
in the Protocol via the appropriate electronic data capture
system in accordance with the schedule communicated by
Labcorp and in compliance with the Electronic Access Terms
and Conditions attached hereto as Exhibit A and incorporated
by reference into this Agreement.

13. 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) during the course of this Study shall be
promptly disclosed to Sponsor and shall become, be and
remain the exclusive property of Sponsor. Institution and
Investigator hereby assign and shall ensure all Research Staff
assign all right, title, and interest in and to such inventions or
discoveries (whether patentable or not), innovations,
suggestions, ideas, work product and reports, and all
intellectual property rights with respect thereto, to Sponsor or
its Designee (any person designated by the Sponsor in writing
who undertakes activities on behalf of the Sponsor in relation
to the Study, which may include an Affiliate or the Contract
research organization), free and clear of all liens, claims, and
encumbrances. All such property is intended to be the result of
“‘work for hire” for the benefit of Sponsor. 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) Neither Labcorp nor Sponsor shall transfer to Institution or

12.  UDAJE A ZPRAVY

Poskytovatel a/nebo ZkouSejici predlozi veSkeré Udaje, zpravy,
dotazy a dalSi poZadované informace v€as. Poskytovatel a/nebo
ZkousSejici jsou povinni vést hodnotici zpravy, jak vyzaduje Protokol a
Pokyny. Poskytovatel a ZkouSejici se zavazuiji poskytnout spole¢nosti
Labcorp data pozadovanad v Protokolu prostiednictvim pfislusného
elektronického systému shéru dat v souladu s harmonogramem
sdélenym spoleénosti Labcorp a v souladu s Podminkami pro
elektronicky pfistup, které tvori Pfilohu A k této Smlouvé, které jsou
zahrnuty odkazem do této Smlouvy.

13.  DUSEVNI VLASTNICTVi

Veskeré vynalezy a objevy (bez ohledu na to, zda jsou zpusobilé k
patentovani, i nikoli), zlepSeni, vyvoj, inovace, navrhy, napady,
vysledky prace, vysledky a zpravy, které Poskytovatel, ZkouSejici
a/nebo Spolupracujici osoby (at' jiz samostatné, nebo ve spolupraci s
dalSimi osobami) vytvofi nebo vyvinou v pribéhu této Studie musi byt
neprodlené sdéleny Zadavateli a stanou se a nadale zlstanou jeho
vyhradnim majetkem. Poskytovatel a ZkouSejici timto postoupi a
zajisti, ze veSkeré Spolupracujici osoby postoupi Zadavateli nebo
urené osobé (osoba povéfena pisemné Zadavatelem, ktera provadi
¢innosti jménem Zadavatele ve vztahu ke Studii, coz mize zahrnovat
pfidruZzenou spole¢nost nebo smluvni vyzkumnou organizaci) veskera
prava, vlastnicka prava a podily k témto vynalezim nebo objevim
(bez ohledu na to, zda jsou zpUsobilé k patentovani, ¢i nikoli),
inovacim, navrhim, napadim, vysledkim prace, vysledkim a
zpravam, a veSkerym pravim duSevniho vlastnictvi k nim, a zajisti,
aby totéz Zadavateli

(a)zarucily i veSkeré Spolupracuijici osoby, pficemz tyto musi byt
prosty vSech zastavnich prav, naroki a vécnych bfemen. Vyse
uvedené statky budou vytvofeny jako tzv. ,work for hire* (dilo na
objednavku) ve prospéch Zadavatele. Na zadost Zadavatele a na
jeho vyhradni néklady a vydaje pfijmou Poskytovatel a Zkou$ejici
takova opatfeni, ktera Zadavatel povazuje za nezbytna nebo vhodna
k upevnéni vyluéného vlastnictvi tohoto majetku a ziskani patentu
nebo jiné proprietdrni ochrany jménem Zadavatele s ohledem na
kterykoli z vySe uvedenych statk(, pfiemz zajisti pfijeti téchto
opatfeni i ze strany Spolupracujicich osob.

(b) Ani spoleénost Labcorp ani Zadavatel na Poskytovatele ani
Zkousejiciho (nebo Spolupracujici osoby) na zakladé této Smilouvy
ani jinak nepfevedou zadna patentova, autorska ani jina vlastnicka
prava Zadavatele.

(c) Hodnoceny léCivy pfipravek je a zlstava ve vyhradnim viastnictvi
Zadavatele. Pfevod fyzické drzby Hodnoceného Ié8ivého pfipravku
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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 Institution and 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.

14. INDEMNITY, LIABILITY AND INSURANCE

(a) Labcorp shall not be responsible for, and Institution and
Investigator shall indemnify, defend and hold Labcorp
harmless from any loss or third party claim resulting from
Institution’s, Investigator's, or Research Staff's negligence,
willful misconduct, or their breach of this Agreement. The
indemnification of Institution and Investigator on the part of the
Sponsor is the subject of a separate agreement.

(b) Institution and Investigator undertake to:

(i) notify Labcorp and Sponsor promptly of any action or
negligence which can result in claims against
Sponsor, Labcorp, Institution, Investigator or
Research Staff, in relation to the Study, or of filing of
such claim; and

(ii) fully cooperate with Sponsor and/or Labcorp to
determine the actions in the cases referred to above
and take no action that could harm the interests of
Sponsor in Labcorp.

(c) Sponsor maintains liability insurance as required by
section 52(3)(f) of the Act on Pharmaceuticals. Proof of such
insurance is available upon request.

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

(e) Institution shall maintain in full force and effect
throughout the performance of the Study its liability for any
damage which may be caused in connection with the provision
of healthcare services. Proof of such insurance shall be

podle této Smlouvy, a/nebo jeho drzba &i pouziti ze strany
Poskytovatele a ZkouSejiciho nesméji predstavovat ani se povazovat
za prodej, prongjem nebo nabidky k prodeji ¢ pronajmu
Hodnoceného Ié€ivého pfipravku, ani za pfevod vlastnického prava k
nému.

14. NAHRADA SKODY, ODPOVEDNOST A POJISTENi

(a) Spoleénost Labcorp nebude nést odpovédnost a
Poskytovatel odSkodni, obhaji a ochrani spolecnost Labcorp pied
jakoukoli Skodou nebo narokem ucinénym tfeti stranou vyplyvajicim z
nedbalosti, umysiného nespravného jednani nebo porudeni této
Smlouvy ze strany  Poskytovatele, Zkou$ejiciho, nebo
Spolupracujicich osob, pficemZz jsou Poskytovatel a ZkouSejici
povinni za tyto ztraty a naroky spoleénost Labcorp a ZkouSejiciho
odSkodnit, branit je pfed nimi a zbavit je za né odpovédnosti.
OdSkodnéni Poskytovatele a ZkouSejicicho ze strany Zadavatele je
pfedmétem samostatné dohody.

(a)

Poskytovatel a ZkouSejici se zavazuii:

(i) informovat spolenost Labcorp a ZkouSejiciho bez
zbyte€ného odkladu o veSkerém jednani nebo
nedbalosti, které mohou vést ke vzniku narokd vaci
Zadavateli,  spoleCnosti  Labcorp,  Poskytovatel,
ZkousSejicimu nebo Spolupracujicim osobam ve vztahu
ke Studii, nebo o vzneseni takového naroku; a

(i) piné spolupracovat se Zadavatelem a/nebo spoleénosti
Labcorp s cilem stanovit ve vySe uvedenych pfipadech
pfislusné kroky a nepfijmout Zadné kroky, které by mohly
poskodit zajmy Zadavatele na spoleCnosti Labcorp.

(c) Zadavatel musi mit uzaviené zakonné pojisténi
odpovédnosti za Skodu podle § 52 odst. 3 pism. f) zakona o
léCivech. Dlkaz o uzavfeni takového pojisténi je k dispozici na
vyzadani.

(d)  Poskytovatel, ZkouSejici a veSkery Spolupracujici osoby jsou
drziteli platnych licenci a povoleni, které jsou vyzadovény k
provadeéni klinickych studii.

(e)Poskytovatel musi mit po celou dobu provadéni Studie v plné
platnosti a U€innosti  pojisténi své odpovédnosti za Skodu
zplsobenou v souvislosti s poskytovanim zdravotnich sluzeb. Dikaz
0 uzavieni takového pojisténi bude poskytnut spoleCnosti Labcorp
nebo Zadavateli na vyZadani.

15. PLATBY

(a) V$echny platby budou vyplaceny témto pfijemcum (dale jen
"Pfilemce platby" & "Pfijemci platby") v souladu s rozdélenim
poplatkd definovanym v Pfiloze B:
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provided to Labcorp or Sponsor upon request.

15. PAYMENTS

(a)All payments will be made payable to the following payees
(“Payee(s)’) in accordance with the fee split delineated in
Exhibit B:

Payee Payee | Payee | Payee Payee
Name | Address | TaxID | Contact Contact
Email Number
Brno Jihlavska | CZ652
Universi | 20, 625 69705
ty 00 Brno,
Hospital | Czech
Republic

(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 B and incorporated by
reference herein (“Exhibit B”). The payments noted in Exhibit B
include all applicable overheads due to any Party or entity as
result of or in connection with the Study. Labcorp will use its
best efforts to collect funds from Sponsor in a timely manner to
ensure prompt payment to Payee.

(c) Payments are dependent upon 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. The Payee(s) will
not be compensated for any Study patients who were 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 study reports required by this Agreement and
the Protocol being submitted to Labcorp (such as CRF
records, reports of SAEs, study drug safety reports, reports on
breach of study data, etc.) in a timely and satisfactory manner.
Payment for partially completed cases, i.e., early withdrawals,
shall be made on a pro-rata basis for Services performed
according to Exhibit B. Notwithstanding the foregoing, if this
Agreement is terminated by Labcorp or Sponsor due to
Institution or Investigator’s failure to enroll a Study patient, all
advance payments (unless non-refundable as agreed in this
Agreement) shall be promptly returned to Labcorp.

(d) Except as expressly provided for in this Agreement and its

Jméno Adresa DIC Kontakt | Kontaktni
Pfijemce Pfijemce | Pfijem | ni e-mail Cislo
platby platby ce piijemce | pfijemce
plathy latb latb
Fakultni Jihlavska | CZ652
nemocnice 20, 625 00 | 69705
Brno Brno,
Ceska
republika
(b) Schvalené platby za Studii a souvisejici sluzby, které maji

Poskytovatel a ZkouSejici provadét, jsou uvedeny v rozpoCtu
pfilozeném k této Smlouvé jako Pfiloha B a zaclenény zde odkazem
(dale jen "Pfiloha B"). Platby uvedené v Pfiloze B zahrnuji vSechny
pfislusné reZijni néklady splatné kterékoli Smluvni strané nebo
subjektu v disledku Studie nebo v souvislosti s ni. Spole€nost
Labcorp vyvine maximélni Usili, aby ziskala finanéni prostfedky od
Zadavatele v€as s cilem zajistit rychlé zaplaceni Pfijemci platby.

(c) Platoy jsou podminény postupem v plném souladu s
Protokolem a touto Smlouvou, jakoZ i vCasnym a uspokojivym
pfedloZzenim Uplnych a spravnych Udaj0 z formulafl subjektu
hodnoceni (Case Report Form). Pfijemce Ci pfijemci plateb neziskaji
nahradu za subjekty hodnoceni, které byly do Studie zafazeny bez
fadné provedeného informovaného souhlasu, které nesplfiuji kritéria
pro zafazenil/vyloueni nebo jejichZz zafazeni lIze povazovat za
porudeni nebo odchylku od Protokolu nebo této Smlouvy. Platby jsou
podminény pfedloZenim studijnich zprav a podkladd pozadovanych
podle této Smlouvy a Protokolu spole¢nosti Labcorp (napfiklad CRF
zaznamu, zprav o zavaznych nezadoucich udalostech / SAE, zprav
tykajicich se bezpeCnosti IéCiva, hlaSeni o chybach ve studijnich
datech apod.), a to v€as a uspokojivym zplsobem. Platba za
CasteCné provedené pfipady, tj. pfipady pfedCasného odstoupeni,
musi byt provedena na pomérném zakladé za sluzby provedené
podle Pfilohy B. Pokud je tato Smlouva bez ohledu na vySe uvedené
ukoncena ze strany spolecnosti Labcorp nebo Zadavatele v dusledku
toho, Ze Poskytovatel nebo ZkouSejici nezafadili subjekt hodnoceni,
vSechny zélohy (pokud nejsou dle této Smlouvy nevratné) musi byt
neprodlené vraceny spolecnosti Labcorp.

(d) Poskytovatel, ZkouSejicimu nebo jakékoli dalSi osobé nebo
entité zapojené do studie nebudou ucinény Zadné jiné platby.
Nahrady za veskeré naklady vynaloZzené mimo ramec této Smlouvy a
jejich pfiloh a dopliiki musi byt pfedem pisemné schvaleny
spolecnosti Labcorp.

(e) V pfipadé sporu mezi Smiluvnimi stranami tykajicimu se
jakékoli Casti faktury je spoleCnost Labcorp povinna bezodkladné
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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 Labcorp.

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

(AInstitution and/or Investigator shall not bill any third party for
any Study Drug or other items or services furnished by
Sponsor through Labcorp 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 B.

(g) Parties confirm that all payments and transfers of value are
reasonable and consistent with fair market value in the
relevant jurisdiction

(h) The estimated maximum amount due for performance of
the Study is CZK 1,100,000 CZK.

16.TERM AND TERMINATION

(a)This Agreement is made as of the date on which it is signed
by all contracting parties (Validity Date) and becomes effective
as of the date of publication in the Register of Contracts. It
shall continue in effect until all services have been properly
completed and all queries resolved, unless sooner terminated
in accordance with this Agreement.

(b)Labcorp, with written authorization from Sponsor, reserves
the right to terminate this Agreement;
(i)upon thirty (30) days written notice to Institution; or
(iijupon immediate effect if Sponsor terminates its
clinical research agreement with Labcorp for the
conduct of the Study; or
(iii)if Investigator has failed to recruit or enroll a
sufficient number of Study patients for
participation in the Study to make it likely that the
statistical requirements applicable to the Study will
be met, as determined by Sponsor.

(c)immediately upon receipt of a notice of termination of this

oznamit Pfijemci platby podrobnosti sporu, a spole¢nost Labcorp
mlze zadrzet platbu sporné &asti faktury za predpokladu, Ze se
spole¢nost Labcorp a Pfijemce platby snaZi rychle a v dobré vife spor
vyresit.

(f) Poskytovatel a/nebo Zkousejici nesmi vyUctovat Zadné tfeti
strané jakykoli Hodnoceny |éCivy pfipravek_ani jiné polozky nebo
sluzby poskytnuté Zadavatelem prostfednictvim spoleénosti Labcorp
v souvislosti se Studii, ani jakékoli sluzby poskytnuté subjektim
hodnoceni v souvislosti se Studii, za néZ je v ramci Studie stanovena
platba, kromé pfipadl vyslovné povolenych v Pfiloze B.

(9) Strany potvrzuji, ze vSechny platby a pfevody hodnot jsou
pfiméfené a odpovidaji reélné trzni hodnoté v pfislusné jurisdikci.

(i )Pfedpokladana maximalni hodnota pinéni je 1 100 000 K¢.

16.  DOBA PLATNOSTI A UKONCENI

(@) Smlouva vstoupi v platnost dnem podpisu vSemi smluvnimi
stranami (Den platnosti) a v u€innost dnem zvefejnéni v Registru
smluv. Jeji ucinnost potrva do fadného dokonceni vSech sluzeb a
vyfeSeni vSech dotazl, pokud neni ukon¢ena dfive v souladu s touto
Smlouvou.

(b) SpoleCnost Labcorp si na zakladé pisemného povoleni od
Zadavatele vyhrazuje pravo vypovédét tuto Smlouvu;
(i)na zakladé vypovédi s tficetidenni (30) vypovédni dobou
doru¢ené Poskytovateli; nebo
(ii)s okamzitou ucinnosti, jestlize Zadavatel ukonci smlouvy o
provadéni klinického hodnoceni se spole¢nosti Labcorp
za Ucelem provadéni Studie; nebo
(iil)pokud se ZkouSejicimu nepodafi nabrat nebo do Studie
zafadit dostatecny pocet subjektti hodnoceni pro ucast
ve Studii tak, aby bylo pravdépodobné, ze budou
napinény statistické pozadavky vztahujici se ke Studii
urené Zadavatelem.

(c) lhned po obdrZeni oznameni o ukonéeni této Smlouvy je
ZkouSejici povinen v rozsahu pozadovaném smémici ICH-GCP
zastavit zapis subjektd hodnoceni do Studie, pfestat v lékafsky
mozném rozsahu provadét postupy na subjektech hodnoceni, které
jiz byly do Studie zapsany a je povinen zamezit vzniku dodate¢nych
nakladd a vydajl v nejvy$si mozné mire.

(d) Strany souhlasi s tim, ze po ukonCeni poskytovani sluzeb v
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Agreement, Investigator shall, to the extent required by ICH-
GCP, cease entering patients into the Study, shall 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
possible.

(d)The Parties agree that upon termination of the Services in
so far as they relate to Labcorp Personal Data, Institution and
all its Subprocessors shall, at the choice of Labcorp, return all
Labcorp Personal Data and the copies thereof to Labcorp, or
securely destroy all Labcorp Personal Data and certify to
Labcorp that it or they have done so, unless a European Union
or European Member State law to which Institution or a
Subprocessor are subject prevent Institution or a
Subprocessor from returning or destroying all or part of
Labcorp Personal Data. In such a case, Institution warrants
that it will guarantee the confidentiality of Labcorp Personal
Data and will not actively Process Labcorp Personal Data
further, and will guarantee the return and/or destruction of
Labcorp Personal Data as requested by Labcorp when the
legal obligation to not return or destroy the information is no
longer in effect

(e)in the event of termination of this Agreement, the sum
payable under this Agreement shall be 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 B. Any funds not due Payee(s) but
already paid to Payee shall be returned to Labcorp within thirty
(30) days of the site close-out visit by Labcorp.

17.REPLACEMENT

(a) In the event that Investigator becomes either unwilling or
unable to perform the duties required by this Agreement,
Institution and Investigator will cooperate, in good faith and
expeditiously, to find a replacement investigator with similar
qualifications acceptable to Sponsor and Labcorp; however
Investigator shall continue to be bound by the provisions
herein relating to Confidentiality, Debarment, Financial
Disclosure, Publication, Intellectual Property, Indemnity,
Liability and Insurance notwithstanding his or her replacement
hereunder.

(b) In the event a substitute acceptable to Sponsor and
Institution is not found within a reasonable time period, this
Agreement may be terminated in accordance with the Term
and Termination section herein. Institution’s and Investigator's
cooperation in finding an acceptable replacement does not
release them from their obligations to perform this Agreement

rozsahu, v némz se tykaji osobnich Udaju Labcorp, Poskytovatel a
vSichni jeho Dil¢i zpracovatelé vrati podle rozhodnuti Labcorp
vSechny osobni Udaje Labcorp a jejich kopie Labcorp, nebo bezpecéné
zni¢i vSechny osobni Gdaje Labcorp a potvrdi Labcorp, ze tak ucinily,
pokud zékon Evropské unie nebo jejiho Clenského statu, jimz se fidi
Poskytovatel nebo DilCi zpracovatel, nebrani Poskytovateli ¢i DilCimu
zpracovateli ve vraceni & z niceni vSech osobnich daji Labcorp
nebo jejich Casti. V takovém pfipadé Poskytovatel zaruCuje, ze zajisti
davérnost osobnich (daju Labcorp a nebude dale aktivné
zpracovavat osobni Udaje Labcorp a zaruéi vraceni a/nebo zniéeni
osobnich udaji Labcorp, jak to Labcorp pozaduje, kdyz jiz zakonna
povinnost nevratit a neznicit informace neni déle u€inna.

(e) V pfipadé ukonCeni této Smlouvy se Castka splatna podle této
Smlouvy omezi na pomémé poplatky na zakladé skutecné prace
fadné a v€as provedené do data ukonéeni podle Protokolu, jak je
stanoveno v souladu s Pfilohou B. VeSkeré prostfedky, které nejsou
Prijemci ¢i Pfijemcum plateb splatné, ale které jim jiz byly vyplaceny,
musi byt vraceny spole¢nosti Labcorp do tficeti (30) dnl ode dne
zavére¢né navstévy spolecnosti Labcorp na misté.

17..NAHRADNiCI

(a) Pokud Zkousejici bud’ nechce nebo nemdze plnit povinnosti
podle této Smlouvy, Poskytovatel a ZkouSejici budou v dobré vife a
bez pratah( spolupracovat na nalezeni nahradniho Zkousejiciho s
obdobnou kvalifikaci pfijatelného pro Zadavatele a spolecnost
Labcorp; ZkouSejici vSak bude i nadale vazan ustanovenimi této
Smlouvy tykajicimi se dlvérnosti, vylouceni, poskytovani finan¢nich
informaci,  zvefejiiovani, duSevniho vlastnictvi, odSkodnéni,
odpovédnosti a pojisténi bez ohledu na své nahrazeni podle této
Smlouvy.

(b) V' pfipadé, Ze nedojde k nalezeni nahradnika pfijatelného
pro Zadavatele a Poskytovatele v pfiméfené Ihité, mize byt tato
Smlouva vypovézena v souladu s ustanovenimi o dobé trvani a
ukonéeni podle této Smlouvy. Spoluprace Poskytovatele a
ZkouSejiciho pfi hledani pfijatelného nahradnika je nezbavuje
povinnosti plnit tuto Smlouvu az do (a vCetné) Ucinného data
ukonceni.

18. UCHOVAVANi ZAZNAMU
(a) VSechny DulezZité Dokumenty, které jsou definovany ve smérnicich
ICH-GCP, budou uchovavany v souladu se smérnicemi ICH-GCP a
Protokolem.

(b) Poskytovatel po ukon&eni obdobi archivace vrati, ¢i skartuje
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up to and including the effective date of termination.

18.RECORD RETENTION
(a)All Essential Documents as defined in ICH-GCP Guidelines
will be retained in accordance with ICH-GCP and the Protocol.

(b) At the end of the data retention period, Institution shall
return or destroy the Essential Documents according to the
Sponsor’s instructions. Labcorp

(c)Institution and Investigator shall retain the records, reports
and data relating to the Study for a period of not less than
fifteen (15) years from the completion of the Study unless
Sponsor provides written permission to dispose of them earlier
or notice requiring their longer retention.

19.ASSIGNMENT

This Agreement may not be assigned or transferred by
Institution or Investigator without the prior written consent of
Labcorp and Sponsor. Labcorp may assign or transfer this
Agreement upon written notice to Institution. In the event
Labcorp assigns or transfers this Agreement to a third party
who will assume all obligations hereunder, Institution and
Investigator shall release and forever discharge Labcorp and
its subsidiaries and affiliates from any and all liabilities and
obligations of Labcorp arising under the Agreement from and
after the effective date of such assignment.

20.NDEPENDENT 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, 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. For the avoidance of doubt Labcorp shall not
be liable to Payee for any employer related taxes and Payee
shall not be entitled to enroll in any employee benefits of
Labcorp.

21.PUBLICITY

The Contracting Parties have agreed that this agreement will
be published in the Register of Contracts and that Institution
shall arrange its publication. Institution shall immediately notify
Sponsor of the Agreement’s publication in the Contracts

Dulezité Dokumenty podle pokynu zadavatele. Labcorp

(c) Poskytovatel a ZkouSejici budou uchovavat zaznamy, zpravy a
udaje souvisejici se Studii po dobu nejméné patnacti (15) let od
dokonceni Studie, pokud Zadavatel neposkytne pisemné svoleni
s jejich dFivéjsi likvidaci nebo ozndmeni vyzadujici dlouhodobgjsi
uchovani.

19.  POSTOUPENi SMLOUVY

Poskytovatel nebo ZkouSejici nesmi tuto Smlouvu postoupit nebo
pfevést bez piedchoziho pisemného souhlasu spole¢nosti Labcorp a
Zadavatele. Spole¢nost Labcorp mize tuto Smlouvu postoupit nebo
pfevést na tfeti stranu po predloZeni pisemného oznameni
Poskytovateli. V pfipadé, Ze spoleénost Labcorp postoupi nebo
pfevede tuto Smlouvu na tfeti stranu, ta pfevezme vSechny povinnosti
podle této Smlouvy, Poskytovatel zprosti a navzdy zbavi spole¢nost
Labcorp a jeji pfidruzené spoleénosti veSkerych zavazk( a povinnosti
spoleCnosti Labcorp plynouci z této Smlouvy a po dni platnosti
takového postoupeni.

20.  NEZAVISLA SMLUVNi STRANA

V8echny smluvni strany budou vykonavat funkci nezavislé smluvni
strany a nebudou v Zadném pfipadé povazovany za povéfené osoby,
zaméstnance, pomocniky nebo zastupce dané strany. Zaméstnanci
jedné Strany nebudou proto povazovani za zaméstnance druhé
Strany a Zadna Strana neuzavie smlouvu nebo dohodu s tfeti
stranou, coz by smluvné zavazovalo druhou smluvni Stranu. Pro
vyloueni pochybnosti spolenost Labcorp nenese vaéi Pfijemci
platby odpovédnost za dané tykajici se zaméstnavatelt a Pfijemce
platby neni opravnén k ucasti na zaméstnaneckych vyhodach
spole¢nosti Labcorp.

21.  UVEREJNENi SMLOUVY

Smluvni strany se dohodly, Zze tato smlouva bude uvefejnéna
vregistru smluv a uvefejnéni smlouvy provede Poskytovatel.
Poskytovatel vyrozumi Zadavatele bezodkladné o uverejnéni smlouvy
v registru smiuv.

Smluvni strany se dohodly, Zze zadavatelem ozna¢ené obchodni
tajemstvi a/nebo divérné informace, budou pfed zadanim smlouvy do
registru smluv odstranény. Pfed podpisem smlouvy Labcorp zaSle
Poskytovateli finaini verzi smlouvy ve strojové Citelném formatu s
podbarvenym textem smlouvy, ktery povaZuje Zadavatel za obchodni
tajemstvi a/nebo divérné informace. Poskytovatel zajisti uvefejnéni
smlouvy béhem 10 dni od podpisu.

Register. Kontakind osoba Labcorp pre zvefejnéni  smlouvy je
The Contracting Parties have also agreed that business
secrets and/or confidential information designated by the
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Sponsor shall be omitted prior to the agreement’s registration
in the Register of Contracts. Prior to signing the agreement,
Labcorp shall send to Institution the final version of the
agreement in a machine readable format, highlighting the text
of the agreement that Sponsor classifies as business secrets
and/or confidential information. Institution undertakes to
publish the agreement within 10 days of signing.

Labcorp’s contact person for publication of the agreement is

22.GOVERNING LAW

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

23.SURVIVAL

Provisions herein regarding Confidentiality, Debarment, Audits,
Monitoring and Inspection, Publication, Intellectual Property,
Indemnity, Liability and Insurance, Record Retention,
Assignment, Third-party rights, Governing Law and any
compliance provisions relating to: Transparency, Anti-bribery,
Anti-corruption and Conflicts of Interest shall survive upon
expiration or termination of this Agreement.

24.THIRD-PARTY RIGHTS

The Institution and Investigator acknowledge that the Sponsor
is the sponsor of the Study and in order to satisfy pre-existing
contractual obligations owed by the Labcorp to Sponsor, the
Parties agree that the Sponsor and its affiliates are the
intended third-party beneficiaries of the rights under this
Agreement (in particular the IP rights), and accordingly has
concomitant enforceable rights in relation to this Agreement.
The Parties acknowledge that conferring third-party beneficiary
status upon the Sponsor and its affiliates is a direct and
material purpose of the Parties entering into the Agreement.
To the extent Applicable Law does not allow vesting of any
rights directly in Sponsor under this Agreement, such rights will
vest in the Labcorp, on the Sponsor’s behalf. Rights under this
Section cannot be modified without Sponsor’s consent.

Except for the third-party beneficiary rights granted to the
Sponsor and its affiliates in this Agreement, no person who is
not a party to this Agreement shall have any rights under it and
shall not be able to enforce any term of this Agreement.

25.MISCELLANEOUS

(a)This Agreement, and any and all exhibits, attachments, etc.,
constitutes the entire agreement among the Parties regarding
the Study and supersedes all prior and contemporaneous
agreements and understandings, whether written or oral.

(b)This Agreement, and any and all exhibits, attachments, etc.,

22. ROZHODNE PRAVO )
Tato Smlouva musi byt vykladana v souladu s pravem Ceské
republiky bez ohledu na kolizni ustanoveni.

23.  PRETRVANI PLATNOSTI USTANOVENI

Ustanoveni této Smlouvy tykajici se Davérnosti, VyluCovani, Auditd,
Monitorovani a Kontroly, zvefejiovani, DuSevniho vlastnictvi,
Nahrady $kod, Odpovédnost a pojisténi, Uchovavani zaznamu,
Postoupeni, Prav tfeti strany, Rozhodného prava a veskera
ustanoveni tykajici se transparentnosti, Uplatkd, korupce a stfetu
zajmu zustavaji v platnosti i po vyprSeni nebo ukonceni platnosti této
Smlouvy.

24.  PRAVA TRETi STRANY

Poskytovatel a ZkouSejici uznavaiji, Ze Zadavatel je zadavatelem této
Studie a aby bylo mozné uspokojit preexistujici smluvni povinnosti
spolecnosti Labcorp viuci Zadavateli, Strany souhlasi, ze Zadavatel
ajeho pfidruzené spole¢nosti jsou zamySlenou opravnénou treti
stranou s pravy podle této Smlouvy (zejména prava duSevniho
vlastnictvi), atudiz maji soubéznd vymahatelnd prava ve vztahu
k této Smlouvé. Strany potvrzuji, Ze pfisouzeni statusu opravnéné
tfeti strany Zadavateli a jeho pfidruzenym spolecnostem je pfimym
a zasadnim divodem, pro¢ Strany uzaviraji tuto Smlouvu. V rozsahu,
v jakém platné zakony nepovoluji pfisouzeni prav pfimo Zadavateli
podle této Smlouvy, budou takova prava nalezet spolenosti Labcorp
v zastoupeni Zadavatele. Prava podle této ¢asti nemohou byt
upravovana bez pisemného souhlasu Zadavatele.

Vyjma prav opravnéné ffeti strany udélenych Zadavateli a jeho
pfidruzenym spoleénostem podle této Smlouvy, Zadna osoba, ktera
neni smluvni stranou této Smlouvy, nebude mit podle této Smiouvy
Zadna prava a nebude moci vymahat podminky této Smlouvy.

24.  DALSi USTANOVENI

(a) Tato Smlouva a veskeré pfilohy, doplfiky atd., tvofi Uplnou
dohodu mezi Smluvnimi stranami ve vztahu ke Studii a nahrazuji
vSechny pfedchozi a doCasné smlouvy a ujednani, at uz pisemné
nebo Ustni.

(b) Tato Smlouva a veSkeré dopliiky, pfilohy atd. Ize ménit
pouze pisemnym dokumentem podepsanym Smluvnimi stranami.

(c) Je-li nékteré ustanoveni této Smlouvy v rozporu s pravnimi
pfedpisy, podle nichz se tato Smlouva vyklada, nebo pokud je jakékoli
takové ustanoveni prohldSeno soudem za neplatné, musi byt toto
ustanoveni povazovano za pfeformulované tak, aby co nejblize
vyjadfovalo pdvodni zamér Smiuvnich stran v souladu s platnymi
pravnimi predpisy, pfi¢emz zbyvajici ¢ast této Smlouvy zlstane v piné
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may be modified only by written document signed by the
Parties hereto.

(c)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)Waiver or forbearance by any Party with respect to a breach
of any provision of this Agreement or any applicable law shall
not be deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.

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 Party may
submit the matter to an appropriate court in the Czech
Republic for resolution. This Agreement is drafted in Czech
and English language versions, whereas in the event of
conflicts between individual provisions, the Czech language
version shall take precedence.

(e)This Agreement shall be binding upon the Parties, their
successors, and permitted assigns.

()Any notice required or permitted to be given hereunder by
any Party hereto shall be in writing and 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 Labcorp:
Labcorp Drug Development Inc., located at 206 Carnegie
Center, Princeton, NJ 08540, USA

If to Institution:
Brno University Hospital, Jihlavskd 20, 625 00 Brno, Czech
Republic

If to Investigator:

Brno University Hospital,
Jihlavska 20, 625 00 Brno, Czech Republic

If to Sponsor:
h AstraZeneca Canada Inc.

platnosti a uéinnosti.

(d) Pokud se nékterd ze Smluvnich stran vzda svého prava
vzhledem k poruSeni jakéhokoli ustanoveni této Smilouvy nebo
pfisludného zakona, nebo jej promine, nesmi to byt povazovano za
zfeknuti se prava vzhledem k jakémukoli naslednému poru$eni
kteréhokoli ustanoveni této Smiouvy.

(flPokud z této smlouvy vznikne jakykoli spor nebo narok, Smluvni
strany se zavazuji, Ze se pokusi véc vyresit jednanim v dobré vife.
Pokud se jednanim nepodafi spory nebo naroky vyfesit, mlze
Smluvni strana predlozit véc k rozhodnuti pfisluSnému soudu
v Ceské republice. Tato smlouva je vyhotovena v &eském jazykovém
znéni a v anglickém jazykovém znéni, pfiCemz v pfipadé rozpor(
mezi jednotlivymi ustanovenimi ma pfednost Ceské jazykové znéni.

(e) Tato Smlouva je pro Smluvni strany, jejich nastupce a
pfipustné nabyvatele zavazna.

(f) VeSkera oznadmeni, ktera jakakoli Smluvni strana musi nebo
muze ucinit podle této Smlouvy musi mit pisemnou formu a musi se
povazovat za ucinéna k datu pfijeti, pokud budou doru¢ena osobné,
vyznamnou kurymi sluzby, nebo pét (5) dnl po datu uvedeném na
postovnim razitku v pfipadé zaslani doporuenym dopisem nebo
dopisem s doru¢enkou na nasledujici adresu:

Spoleénosti Labcorp:
Labcorp Drug Development Inc., se sidlem na adrese 206 Carnegie
Center, Princeton, NJ 08540, USA

Poskytovateli: )
Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno, Ceska republika

ZkousSejicimu:

§ Fakultni nemocnice
Brno, Jihlavska 20, 625 00 Brno, Ceska republika

Zadavateli:

I /st Zcneca Canada Inc.

1004 Middlegate Road, Suite 5000, Mississauga, Ontario, L4Y 1M4
E-mail:

Kazda ze Smluvnich stran mize zménit svou doruovaci adresu
a/nebo kontaktni osobu pfislusnym ozndmenim stanovenym v této
Smlouvé. Pro vylouCeni pochybnosti neni tieba tuto Smiouvu ménit
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1004 Middlegate Road, Suite 5000, Mississauga, Ontario, L4Y
M4

E-mail:

Any Party may change its notice address and/or contact
person by giving notice of same in the manner herein
provided. For the avoidance of doubt, an amendment to this
Agreement will not be required in order to provide notice of a
change of address.

(9)This Agreement shall not be considered accepted,
approved, or otherwise effective until signed below by all
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 is executed in three
counterparts, each Contracting Party receiving one copy.

THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK
SIGNATURE PAGE To FoLLow

pro u€inéni oznameni 0 zméné adresy.

(9) Tuto Smlouvu nelze povazovat za schvalenou ani jinak
platnou, dokud nebude podepsana vsemi Smluvnimi stranami. Kazda
ze Smluvnich stran prohladuje a zaruCuje, Ze osoba, ktera se nize
podepisuje jménem této Smluvni strany, je opravnéna tuto Smlouvu
uzavfit, a ze tato Smlouva neni v rozporu s jakoukoli stavajici
smlouvou nebo zavazkem této Smluvni strany. Tato Smlouva je
vyhotovena ve tfech stejnopisech, pfiCemz kazdad Smluvni strana
obdrZi jeden.

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY
NASLEDUJE STRANKA S PODPISY
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Accepted and Agreed/ pfijato a odsouhlaseno:

LABCORP DRUG DEVELOPMENT INC.

Podpis / Signature:

Jméno hilkovym pismem / Printed Name;

Titul / Title:

Datum/ Date:

BRNO UNIVERSITY HOSPITAL / FAKULTNi NEMOCNICE BRNO

Podpis / Signature:

Jméno htilkovym pismem / Printed Name: || G

Titul / Title:

Datum/ Date:

I B B (c-d and acknowledged! preéteno a potvrzeno)

Podpis / Signature:

Titul / Title: Investigator/ ZKOUSEJICI

Datum/ Date:
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Exhibit A: Electronic Access Terms and Condition Priloha A : Podminky pro pfistup k elektronickym udajim

Investigator and others at Institution may be granted usernames | ZkouSejici a dalsi osoby Poskytovatele mohou ziskat uZivatelské
and passwords (“Authorized Users”) to facilitate the entry of | jméno a heslo (,Opravnéni uzivatelé®) k umoznéni pfistupu ke
Study data into the electronic data capture system applicable to | Studijnim udajum v systému pro elektronicky sbér dat platném pro
the Study (“Systems”). The usernames and passwords are | Studii (,Systémy®). Uzivatelska jména a hesla jsou poskytnuta na
provided in exchange for the agreement of Institution, | zakladé poskytnuti souhlasu od Poskytovatele, ZkousSejiciho a
Investigator, and site Authorized Users obligation to adhere to | Opravnénych uZivatell pracovi$té k dodrzovani zavazki
subject the following Terms and Conditions: podléhajici témto podminkam:

Authorized Users will provide to Labcorp certain registration | Opravnéni uzivatelé poskytnou spole¢nosti Labcorp urdité
information including name, address, phone number, and email | registraéni Udaje v&etné jména, adresy, telefonniho Cisla a e-
address all of which must be accurate and kept current. Each | mailové adresy, které musi byt pfesné a aktualni. VSichni
Authorized User acknowledges that he/she is accountable and | Opravnéni uzivatelé berou na védomi, Ze jsou odpovédni za
responsible for all actions initiated under his/her electronic | vSechny své c¢innosti zapoCaté po poskytnuti elektronického
signature. Authorized Users may not (a) select or use a | podpisu. Opravnéni uzivatelé nemohou (a) zvolit &i pouzivat
username or password of another person with the intent to | uzivatelska jména ¢i hesla jinych osob za u¢elem vydavani se za
impersonate that person; (b) use a username or password in | danou osobu; (b) pouzivat uzivatelské jméno €i heslo, na které se
which another person has rights without such person's | vztahuji prava jiné osoby bez poskytnuti opravéni od takové osoby,
authorization, or (c) permit any third party to use his or her | nebo (c) opravnit Zadnou tfeti osobu k pouzivani uzivatelského
username and/or password. jména a/nebo hesla.

Authorized Users agree to keep assigned usernames and/or | Opravnéni uzivatelé souhlasi s tim, ze budou pfidélena uZivatelska
passwords confidential and to immediately notify Labcorp (a) if | jména a/nebo hesla uchovavat v divérnosti a bezprodlené uvédomi
there is any reason to believe an assigned username and/or | spole¢nost Labcorp, (a) pokud se vyskytne diivod k podezfeni, Ze
password has been improperly disclosed or otherwise | pfidélené uZivatelské jméno a/nebo heslo bylo nechténé uvedeno
compromised, (b) of any known or suspected unauthorized | ve znamost nebo jinak prozrazeno, (b) o jakémkoli znamém (i
use(s) of a username and/or password, or (c) any known or | domnélém uzivani uZivatelského jména a/nebo hesla nebo (c)
suspected breach of security, including loss, theft, or | jakémkoli znamém nebo domnélém poruseni bezpeénosti, véetné
unauthorized use of a username and/or password. ztraty, odcizeni & neopravnéného pouZzivani uZivatelského jména
a/nebo hesla.

Except as expressly authorized herein, Authorized Users shall | Neni-li zde vyslovné uvedeno jinak, Opravnéni uZivatelé nesmi
neither transfer nor permit the use of or access to the Systems | pfedat ¢i umoznit pouzivani nebo pfistup do Systém( zadné treti
by any third party. Authorized Users, Institution, and | strané. Opravnéni uZivatelé, Poskytovatel a ZkouSejici musi
Investigator shall use the Systems only for lawful purposes and | Systémy pouzivat pouze k zakonnym G¢elim a v souladu s touto
in accordance with this Agreement. Authorized Users and | Smlouvou. Opravnéni uZivatelé a Poskytovatel nesmi sami
Institution shall not self-host the Systems on its own servers or | hostovat Systémy na svych viastnich serverech nebo na severech
those of any third party on its behalf. Institution and its | jakékoli dal$i strany svym jménem. Poskytovatel a jeho Opravnéni
Authorized Users shall not reverse engineer, disassemble or | uzivatelé nesmi v z&dném pfipadé zajiStovat opravy, demontovat
decompile the Systems in any manner. Institution and its | nebo dekompilovat Systémy. Poskytovatel a jeho Oprévnéni
Authorized Users shall not copy, enhance, modify, or create | uzivatelé nesmi kopirovat, vylepSovat nebo vytvafet derivaty
derivative works based on the Systems or disclose the results | Systém( nebo zvefejfiovat vysledky vykonnosti Systémi Zadnym
of Systems performance benchmarks to any third party without | tfetim stranam bez pfedchoziho pisemného souhlasu vlastnika.
the Systems owner's prior written consent. Institution and | Poskytovatel a Opravnéni uzivatelé nesmi pfenaSet, prodavat,
Authorized Users shall not transfer, sell, resell, give, distribute | opétovné prodavat, darovat, distribuovat ¢i poskytovat podlicence
or sublicense the License to any other party. Zadné tfeti strané.

Failure to comply with the foregoing shall constitute a breach of | Nedodrzeni vySe uvedeného bude znamenat porudeni této

this Agreement, which may result in immediate termination of | Smlouvy, coz miize mit pro Opravnéné uZivatele nebo Poskytovatel
an Authorized User’s or Institution’s access to the System. za nasledek okamZité zrueni pfistupu do Systému.
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Exhibit B: Budget / Pfiloha B: Rozpocet
WILL NOT BE PUBLISHED IN THE CONTRACTS REGISTER
NEBUDE ZVEREJNENO V REGISTRU SMLUV
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