Clinical Trial Agreement Smlouva o klinickém hodnoceni

THIS AGREEMENT is made by and between TUTO SMLOUVU mezi sebou uzaviraji
(€)) PAREXEL International (IRL) Limited, (€)) spolecnost PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay 70 Sir John Rogerson's Quay
Dublin 2 Dublin 2
Ireland Irsko
(Company number 541507) (Cislo spole¢nosti: 541507)
(hereinafter CRO) (dale jako CRO)
and a
2) Fakultni nemocnici Hradec Kralové 2) Fakultni nemocnici Hradec Kralové
Sokolska 581, 500 05 Hradec Kralové — Novy Hradec Krilové, Sokolska 581, 500 05 leadec Kralové — l\vIovf/ Hradec Kralové,
Czech republic, IC: 00179906, DIC: CZ00179906, represented Ceska republika, IC: 00179906, DIC: CZ00179906,
by MUDr. Ale§ Herman, CSc., Ph.D., director zastoupenou MUDr. Alesem Hermanem, Ph.D., feditelem
(hereinafter Institution) (dale jako poskytovatel)
and a

¢ Il ¢

Department of Oncology and Radiotherapy, Fakultni nemocnice Klinika onkologie a radioterapie, Fakultni nemocnice Hradec
Hradec Kralové, Sokolska 581, 500 05 Hradec Kralové — Novy Kralové, Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Hradec Krilové, Czech republic Kralové, Ceska republika
(hereinafter Investigator) (dale jako zkousejici)
regarding v souvislosti s
Protocol No: : 20210031 protokolem ¢.: 20210031
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entitled: A Randomized, Double-Blind Study Evaluating the s ndzvem: Randomizovana dvojité zaslepena studie hodnotici

Efficacy, Safety, and Immunogenicity of ABP 206 Compared ucinnost, bezpetnost a imunogenitu pripravku ABP 206 v
with OPDIVO® (Nivolumab) in Subjects with Treatment- porovnani s piipravkem OPDIVO® (nivolumabem) u subjekti
Naive Unresectable or Metastatic Melanoma (hereinafter s dosud nelééenym, neresekovatelnym nebo metastatickym
“Protocol”) melanomem (déle jen ,,protokol*)

ABP 206 (hereinafter “ Medicinal Study Drug”)

ABP 206 (dale jen ,.hodnoceny 1é¢ivy piipravek™)

of

SPONSOR: Amgen Inc.

ZADAVATEL: Amgen Inc.

at 1 Amgen Center Drive, Thousand Oaks, California, USA 91320

se sidlem na adrese 1 Amgen Center Drive, Thousand Oaks,

California, USA 91320

(hereinafter SPONSOR)

(déle jen ZADAVATEL)

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the
Medicinal Study Drug and CRO (or its Affiliate) has
been retained by SPONSOR (under a separate written
agreement) to act as SPONSOR’s contractor and
designee in managing the Study for SPONSOR; and

VZHLEDEM K TOMU, ze ZADAVATEL je
zadavatelem multicentrické studie, jejimZz cilem je
klinické hodnoceni hodnoceného 1écivého piipravku,
a CRO (nebo jeji pfidruzena spolecnost) byla najata
ZADAVATELEM (vramci samostatné pisemné
smlouvy), aby jednala jako zastupce ZADAVATELE pii
fizeni Studie pro ZADAVATELE; a

WHEREAS Institution and Investigator shall Fully
Cooperate with CRO and shall permit CRO to perform
any and all of the SPONSOR’s Study obligations and to
exercise any and all of SPONSOR’s Study rights that lie
with SPONSOR on the basis of Applicable Law and
GCP regulations as though such rights were CRO’s own
rights, as has been delegated by SPONSOR to CRO; and

VZHLEDEM K TOMU, Ze poskytovatel a Zkousejici
budou plné spolupracovat s CRO a dovoli CRO
vykondvat  jakékoli a  vSechny  povinnosti
ZADAVATELE Studie a uplatiiovat jakdkoli a v§echna
prava ZADAVATELE, ktera ZADAVATEL méi na
zakladé prislusnych zdkonti a predpisi upravujicich
spravnou klinickou praxi (SKP), jako by tato prava byla
vlastnimi prdvy organizace CRO, jak ktomu
ZADAVATEL zmocnil spole¢nost CRO; a

WHEREAS, Investigator is an employee of Institution;
and

VZHLEDEM K TOMU, zZe zkousejici je zaméstnancem
poskytovatele; a

WHEREAS, Institution and Investigator each desire to
participate in the Study as described in this Agreement;

VZHLEDEM K TOMU, Ze si poskytovatel a zkouSejici
pfeji zucastnit se studie, jak je popsdno v této smlouvé;

and a
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WHEREAS, this Agreement explains the joint and
several obligations and rights of Institution and
Investigator, the obligations and rights of CRO with
respect to the performance of the Study and the rights of
the SPONSOR as an intended third-party beneficiary;
and

VZHLEDEM K TOMU, Ze tato smlouva objasiiuje
spolecné a jednotlivé zdvazky a prava poskytovatelea
zkousejictho, zavazky aprava CRO tykajici se
provadéni této studie, jakoZ i zdvazky a prdva
ZADAVATELE jako opravnéné tieti strany; a

WHEREAS, under this Agreement CRO does not act, or
purport to act, as SPONSOR's contractual agent, but
rather as SPONSOR's appointed designee for managing
the Study.

VZHLEDEM K TOMU, Ze podle této smlouvy CRO
nevystupuje ani nehodld vystupovat jako smluvni agent
ZADAVATELE, ale jako zdastupce jmenovany
ZADAVATELEM pro fizeni této Studie.

1. DEFINITIONS

1. VYMEZENI POJMU

Definitions for terms used in this Agreement are in Exhibit B.

Vymezeni pojmi pouZivanych v této smlouvé se nachazi v
Ptiloze B.

2. CONDUCT OF THE STUDY

2. PROVADENI STUDIE

2.1 Institution agrees, and commits itself to CRO, to allow
Investigator and other Study Personnel to conduct the Study at
Institution, in accordance with this Agreement and the Protocol
(as defined including subsequent amendments), and represents
and warrants that Investigator and other Study Personnel are
employed by Institution such that Institution has the authority to
require that Investigator and Study Personnel comply with the
applicable terms of this Agreement.

2.1 Poskytovatel souhlasi a zavazuje se CRO, Ze umoZzni
zkousSejicimu 1ékafi a dal§imu persondlu studie provadét studii ve
zdravotnickém zafizeni poskytovatele v souladu s touto smlouvou
a protokolem (jak je definovdn véetné¢ naslednych dodatki) a
prohlasuje a zarucuje, Ze zkousejici 1ékat a dalsi persondl studie
jsou zaméstndni poskytovatelem tak, Ze poskytovatel ma
pravomoc poZadovat, aby zkouSejici 1ékat a persondl studie
dodrzovali platné podminky této smlouvy.

2.2 Investigator agrees, and commits itself to CRO, to
conduct the Study at Institution and warrants that he/she is
employed by Institution. Investigator shall personally supervise
the conduct of the Study by the Study Personnel to the full extent
contemplated by this Agreement, the Protocol and by Applicable
Law.

2.2 Zkousejici souhlasi a zavazuje se CRO k tomu, Ze bude
provadét studii ve zdravotnickém zafizeni poskytovatele,
a zaruCuje, Ze je zaméstnancemposkytovatele. ZkousSejici bude
vykondvat osobni dohled nad provadénim studie ze strany
persondlu studie v plném rozsahu daném touto smlouvou,
protokolem a platnymi zdkony.

23 Investigator and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is an intended
third-party beneficiary of this Agreement, whereas SPONSOR
transfers any or all of the SPONSOR's Study-related functions to
CRO in compliance with ICH-GCP, sec. 5.2.1 pursuant to a
separate written agreement between CRO and SPONSOR.
Institution and Investigator therefore acknowledge and agree that
this Agreement shall be enforceable by the SPONSOR and its
Affiliates. In addition to the foregoing, Investigator and

23 Zkousejici a poskytovatel berou na védomi a souhlasi s
tim, ze ZADAVATEL je zadavatelem studie a jako takovy je
oprdvnénou tfeti stranou této smlouvy, pficemz ZADAVATEL
pfevadi veskeré své funkce souvisejici se studii na CRO
v souladu s ICH-SKP, odst. 5.2.1 v souladu se samostatnou
pisemnou smlouvou mezi CRO a ZADAVATELEM.
Poskytovatel a zkouSejici tudiZ berou na védomi a souhlasi s tim,
Ze tato smlouva bude vymahatelnd ZADAVATELEM a jeho
pfidruZenymi spolecnostmi. Kromé& vySe uvedeného souhlasi
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Institution agree that CRO may disclose any and all Information
and/or documents relating to this Agreement, and/or relating to
Investigator’s and Institution’s participation in the Study
(including without limitation any Reports or other documents or
materials provided by Investigator or Institution to CRO
hereunder), to SPONSOR. All references to SPONSOR herein
(whether in the context of delivery of Information, submission of
applications, financial terms, or anything else) derive from
SPONSOR’s status as such, as set out by Applicable Law and
GCP regulations, and Investigator and Institution agree to all such
instances. Investigator and Institution will Fully Cooperate with
CRO’s requests relating to SPONSOR.

zkousejici 1ékaf a poskytovatel s tim, Ze CRO miZe zpiistupnit
ZADAVATELI jakékoli nebo vSechny informace a/nebo
dokumenty souvisejici s touto smlouvou a/nebo souvisejici
s ucasti zkousejiciho lékate a poskytovatele ve studii (mimo jiné
véetn¢ jakychkoli zprav nebo jinych dokumentd ¢i materiald,
které zkousejici 1ékat nebo poskytovatel poskytnou na zdkladé
této smlouvy CRO). Veskeré odkazy na ZADAVATELE v tomto
dokumentu (at uZz v souvislosti s pfeddnim informaci,
pfedloZenim Zadosti, finan¢nimi podminkami nebo ¢&imkoli
jinym) se odvozuji od postaveni ZADAVATELE jako takového,
jak stanovi platné zdkony a pfedpisy SKP, pficemZ zkouSejici
a poskytovatel se vSemi témito pfipady souhlasi. ZkouSejici a
poskytovatel budou pln€ spolupracovat pfi Zadostech ze strany
CRO tykajicich se ZADAVATELE.

24 Investigator and Institution acknowledge that CRO is the
recipient of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient of
Services described in this Agreement.

24 Zkousejici a poskytovatel berou na védomi, Ze
piijemcem sluZeb popsanych v této smlouvé je CRO, a aby se
zabranilo jakymkoli pochybnostem, Ze ZADAVATEL neni
piijemcem sluzeb popsanych v této smlouve.

2.5 Institution and Investigator specifically agree, and
commit themselves to CRO, to (and warrant that Study Personnel
will) conduct the Study in a diligent, efficient, and skilful manner,
using the degree of skill, diligence, prudence and foresight which
would reasonably and ordinarily be expected from skilled and
experienced professionals engaged in the provision of, and activities
comprising, a Study, in strict compliance with the terms and
conditions of this Agreement, the Protocol including subsequent
amendments, any specific Study Instructions, Applicable Law,
regulations and guidance, all requirements of the Institution or
facility, and any other professional standards applicable to their
professional industries and fields. Neither Institution nor
Investigator nor any Study Personnel shall commit any negligent
acts or any willful misconduct in connection with the Study.
Neither Institution nor Investigator nor any Study Personnel shall
make any unauthorized warranties to any person (including
Subjects) concerning the product being tested in the Study.
Institution and Investigator accept responsibility for the acts and
omissions of all Study Personnel in the Study.

2.5 Poskytovatel a zkousSejici konkrétn€ souhlasi a zavazuji
se CRO (a zarucuji totéZ i o persondlu studie), Ze budou provadét
studii peclive, efektivné a odborn€, s vyuZitim takové trovné
odbornosti, peclivosti, opatrnosti a proziravosti, jakou lze
pfimétené a béZné ocekavat od kvalifikovanych a zkuSenych
zdravotnickych pracovnikli zapojenych do provadéni studie a
¢innosti v rdmci studie, pfisné v souladu s podminkami této
smlouvy, protokolem vcetné ndslednych dodatkid, veskerymi
konkrétnimi pokyny ke studii, platnymi zdkony, pfedpisy a
pokyny, vSemi pozadavky poskytovatele nebo pracoviste
aveSkerymi dalSimi odbornymi standardy vztahujicimi se
k jejich odbornosti a poli ptisobnosti. Poskytovatel ani zkousejici
¢i jakykoli Clen persondlu studie nespachaji Zadny nedbalostni ¢in
ani zdmérné pochybeni v souvislosti se studii. Poskytovatel ani
zkouSejici ¢i jakykoli Clen persondlu studie nedaji Zadné
neschvalené zaruky jakékoli osobé (véetné subjektti hodnoceni) v
souvislosti s 1é¢ivym piipravkem testovanym ve studii.
Poskytovatel a zkousejici pfijimaji odpovédnost za konani a
nekonan{ vSech ¢lenti persondlu studie ve studii.

2.6 CRO shall obtain the written approval of the appropriate
Institutional Review Board (IRB) or Ethics Committee (EC) prior
to commencement of the Study.

2.6 Pfed zahijenim studie ziskd CRO pisemny souhlas
instituciondlni revizni komise (IRB) nebo etické komise (EK).

2.7 If required by Applicable Law, CRO shall make, or
procure that SPONSOR makes, the necessary submissions or
notifications to the regulatory authorities. The Study may not
commence until the Investigator has been informed by CRO that
such authorization has been granted.

2.7 V piipadé, Ze tak bude vyzadovat piislusny zdkon,
provede CRO nezbytnd podani ¢i ozndmeni regulaénim organtim,
piipadn¢ zajisti, aby tak provedl ZADAVATEL. Dokud nebude
zkouSejici 1ékaf informovdn ze strany CRO, Ze bylo toto
schvéleni ziskdno, nesmi byt studie zahdjena.
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2.8 Institution and Investigator represent and warrant that
they have obtained, and will maintain for the term of this
Agreement, all licenses, authorizations, approvals, and reviews
required by any governmental authority for performance of their
obligations hereunder. Institution verifies that the Investigator is
qualified by training and experience in pharmaceutical clinical
research and has expertise in the field of the clinical research
relating to the Study.

2.8 Poskytovatel a zkouSejici prohlasuji a zarucuji, Ze
ziskali a po dobu platnosti této smlouvy budou udrzovat vSechny
licence, opravnéni, schvéleni a pfezkumy vyzadované jakymkoli
staitnim organem pro plnéni jeho zdvazkl podle této smlouvy.
Poskytovatel ové&ii kvalifikaci zkouSejictho z hlediska vzdélani a
zkuSenost{ s farmaceutickym klinickym vyzkumem a zda md
odborné znalosti v oblasti klinického vyzkumu souvisejiciho se
studii.

29 Investigator shall, prior to a Subject’s participation in the
Study, obtain the Subject's written informed consent to participate
in the Study. Each Subject’s written informed consent shall be in
a form that is in accordance with the requirements of Applicable
Laws, this Agreement and the Protocol and has been approved by
the IRB/EC. SPONSOR / CRO shall ensure that such consent
permits CRO’s and SPONSOR'’s use of Study data for, at a
minimum, the purposes of monitoring the accuracy and
completeness of the research data, performing clinical and
scientific research, and medical product development. The
Institution shall ensure that the Study Subjects included in the
Study do not participate in a specific treatment program according
to Section 49 of Act No. 378/2007 Coll., on Medicinal Products
(“Act on Medicinal Products™) or in any other clinical trial in
which the trial subjects would use medicinal products not
registered in the Czech Republic in the course of the Study or
during any suspension period specified in the Protocol without
the prior written consent of the SPONSOR.

2.9 Pred zahdjenim ucasti subjektt hodnocenti ve studii ziska
zkouSejici pisemny informovany souhlas subjektu hodnoceni s
Ucasti ve studii. Pisemny informovany souhlas kazdého subjektu
musi mit formu, ktera je v souladu s pozadavky platnych zdkond,
touto smlouvou a protokolem abyla schvdlena IRB/EK.
ZADAVATEL / CRO zajisti, aby takovy souhlas umoZnoval
CRO a ZADAVATELI pouzivat udaje ze studie minimaln¢ pro
ucely sledovdni piesnosti a Uuplnosti vyzkumnych tdajd,
provadéni klinického a védeckého vyzkumu a vyvoje 1é¢ivych
ptipravkl. Poskytovatel zajisti, aby se v prubéhu studie nebo
béhem jakéhokoli obdobi pozastaveni specifikovaného v
protokolu bez piedchoziho pisemného souhlasu ZADAVATELE
studijni subjekty zatazené do studie neudcastnily specifického
lécebného programu podle oddilu 49 zdkona ¢. 378/2007 Sb., o
1é¢ivech (ddle jen ,,zdkon o 1éCivech®) nebo jakéhokoli jiného
klinického hodnoceni, v némZ by udcastnici studie uZivali 1éCivé
piipravky, které nejsou v Ceské republice registrovany.

2.10 Following approval of the Study by the IRB/EC,
Investigator shall enroll the number of duly qualified (according
to the Protocol) Subjects for the Study as set forth in Exhibit A
and shall do so according to the timetable set forth in Exhibit A.
Notwithstanding the foregoing, Investigator agrees that
SPONSOR or, with SPONSOR’s approval, CRO may
unilaterally revise the number of Subjects that Investigator shall
enroll, and/or the timeframe for such enrollment, via Study
Instructions at any time. Further, Investigator shall cease to enroll
Subjects into the Study upon notification from CRO or
SPONSOR.

2.10 Po schvileni studie IRB/EK provede zkousejici zafazeni
urCitého poctu fadné zpusobilych (dle protokolu) subjektd
hodnoceni do studie, jak uvadi Ptiloha A, a provede tak v souladu
s harmonogramem uvedenym v Piifloze A. Bez ohledu na vyse
uvedené zkousejici souhlasi, Ze ZADAVATEL nebo CRO se
svolenim ZADAVATELE mohou provést jednostranné
prezkoumani poctu subjektd hodnoceni, které zkousSejici zatrad{
a/nebo Casového ramce tohoto zafazeni, a to kdykoli, dle pokynt
ke studii. Zkousejici dale prestane zatazovat subjekty do studie
na zdkladé ozndmeni CRO nebo ZADAV ATELE.

2.11 Institution and Investigator shall (a) keep a detailed and
written inventory of all clinical supplies, equipment and
Medicinal Study Drug provided by SPONSOR or CRO or their
Affiliates and shall store such materials according to the Protocol
or Study Instructions; (b) limit access to Medicinal Study Drug
and reagents provided by SPONSOR or CRO or their Affiliates
to only those persons who are under direct control of Institution,
including without limitation the Investigator; (c) at all times hold,
store, handle, and transport the Medicinal Study Drug in
compliance with CRO and SPONSOR or their Affiliates

2.11 Poskytovatel a zkousSejici (a) budou vést podrobny a
pisemny inventdf vSech klinickych materidli, vybaveni a
hodnoceného 1é¢ivého piipravku poskytnutého
ZADAVATELEM nebo CRO nebo jejich pfidruzenymi
spole¢nostmi a tyto materidly budou uchovivat v souladu s
protokolem nebo pokyny ke studii; (b) omezi pfistup k
hodnocenému 1é¢ivému piipravku a reagenciim poskytnutym
ZADAVATELEM nebo CRO nebo jejich pfidruZzenymi
spolecnostmi pouze na osoby, které jsou pod piimou
kontrolouposkytovatele, mimo jiné vetné zkouSejictho; (c) za
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instructions and Applicable Laws; (d) cause Medicinal Study
Drug to be administered only to Subjects under Investigator's
personal supervision; (e) not transfer Medicinal Study Drugs or
SPONSOR provided reagents to any third party without CRO’s
or SPONSOR’s prior written consent; (f) upon termination or
completion of the Study, destroy all unused Medicinal Study
Drugs or SPONSOR provided reagents and devices or, at
SPONSOR’s sole option, return to SPONSOR, in accordance
with SPONSOR’s instruction and Applicable Laws; and (g) retain
all necessary Subject records and/or documents whether
electronic, paper, or in any other form relating to the Study for for
a minimum of (25) years after the end or the premature
termination of the Study or longer if required by Applicable Law
and take reasonable and customary precautions to prevent the loss
or alteration of any such records. Institution and Investigator shall
provide to CRO or their Affiliates all study data collected on case
report forms as instructed by CRO. For records archiving the Fee
according to the Exhibit A will be paid to the Institution.

vSech okolnosti budou hodnoceny 1é¢ivy piipravek uchovivat,
skladovat a budou s nim zachdzet v souladu s pokyny CRO a
ZADAVATELE nebo jejich pridruZzenych spolecnosti a platnymi
zakony; (d) zajisti, aby byl hodnoceny 1é¢ivy piipravek poddvan
pouze subjektim pod osobnim dohledem zkousejiciho; (e)
nepfevedou hodnocené 1éCivé pfipravky nebo reagencie
poskytnuté ZADAVATELEM na Zadnou tfeti stranu bez
ptedchoziho pisemného souhlasu CRO nebo ZADAV ATELE; (f)
po ukonCeni nebo dokonceni studie zni¢i vSechny nepouZité
hodnocené 1é¢ivé ptipravky nebo reagencie a zafizeni poskytnuté
ZADAVATELEM nebo je, dle volby ZADAVATELE, vrati
ZADAVATELI v souladu s pokyny ZADAVATELE a platnymi
zédkony; a (g) budou uchovdvat vSechny nezbytné zdznamy
a/nebo dokumenty subjektu souvisejici se studii, at’ jiz v
elektronické, tiSténé, nebo v jakékoli jiné formé, po dobu
minimdlné (25) let po ukonceni nebo piedcasném ukonceni studie
nebo déle, pokud to vyZzaduji platné zdkony, a pfijmou pfimétena
a obvykla opatfeni, aby zabranili ztrdté¢ nebo zméné takovych
zaznamu. Poskytovatel a zkouSejici pfedaji CRO nebo
pfidruZenym spolec¢nostem veskeré idaje ze studie shromazdéné
v zdznamech subjektd hodnoceni dle pokyni CRO. Za
uchovavani zdznamu bude Poskytovateli uhrazen poplatek dle
Ptilohy A.

2.12 Institution and Investigator agree that they are not
presently under any agreement or obligation which conflicts with
the duties and obligations owed to CRO or SPONSOR under this
Agreement, and further agree not to undertake any such
obligation or agreement during the course of the Study.
Investigator warrants that no Study Personnel are presently under
any agreement or obligation which conflicts with the duties and
obligations owed to SPONSOR or CRO under this Agreement
and shall ensure that no Study Personnel will undertake any such
obligation or agreement during the course of the Study.

2.12 Poskytovatel a zkouSejici souhlasi s tim, Ze aktudlné
nejsou vazdni Zaddnou smlouvou nebo zdvazkem, které jsou
vrozporu s povinnostmi azdvazky via¢i CRO nebo
ZADAVATELI podle této smlouvy, a ddle souhlasi s tim, Ze se
v pribéhu této studie nezavdzou k zddnym takovym zavazkim ¢i
smlouvam. Zkousejici zarucuje, Ze Zadny ¢len persondlu studie
neni aktudlné vdzan zadnou smlouvou nebo zdvazkem, které jsou
v rozporu s povinnostmi a zdvazky vuc¢i ZADAVATELI nebo
CRO podle této smlouvy, a zajisti, aby se zadny ¢len persondlu
studie behem této studie nezavazal k Zzddnym takovym zavazkiim
¢i smlouvam.

213 Institution and Investigator hereby acknowledge and
agree that each has received sufficient Information regarding their
respective participation in the Study. In addition, Investigator
further warrants (i) that he/she has distributed all relevant
Information to the Study Personnel who have a need to know such
Information in order to perform their assigned tasks on the Study,
and (ii) that he/she, and all Study Personnel (as applicable), has
read and understands such Information.

213 Poskytovatel a zkouSejici timto berou na védomi
a souhlasi s tim, Ze oba obdrZeli dostatek informaci tykajicich se
jejich tcasti ve studii. Kromé toho zkousejici dale zarucuje, Ze (i)
predal vSechny dilezité informace persondlu studie, ktery tyto
informace potiebuje znat z diivodu provadéni jim pfitazenych kol
ve studii, a Ze (ii) zkousSejici a vSechen persondl studie (dle situace)
si precetli a porozuméli témto informacim.

2.14 Institution shall, throughout the duration of the Study,
provide, keep available to the Study Personnel and maintain all
necessary Resources for the adequate performance of the Study.
Investigator shall, throughout the duration of the Study, ensure
that adequate Study Personnel are available to complete the
Study. Institution and Investigator shall inform CRO promptly in
writing (including by email) about all changes impacting the

2.14 V pribéhu trvani této studie bude poskytovatel
poskytovat, mit k dispozici pro potieby persondlu studie
a uchovavat veSkeré nezbytné zdroje pro piiméfené provadéni
studie. V prubchu trvani studie zkouSejici zajisti, aby byl k
dokonceni studie dostate¢ny pocet Clenti persondlu studie.
Poskytovatel a zkousejici budou neprodlené pisemné (vcetné e-
mailu) informovat CRO o veskerych zméndach, které maji dopad
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Resources and/or the Study Personnel but in no event may
Institution change Investigator or any sub-investigator for the
Study without CRO’s and SPONSOR’s prior written consent.

na zdroje a/nebo persondl studie, ale v Zidném piipad€ nesmi
poskytovatel zménit zkouSejictho I€kate nebo kteréhokoli
spoluzkousejictho pro studii bez ptedchoziho pisemného
souhlasu CRO a ZADAVATELE.

2.15 The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference. In case
of any inconsistency between this Agreement and the Protocol, the
Protocol shall take precedence on matters of medicine, science and
conduct of the Study; otherwise the terms of this Agreement shall
prevail.

2.15 Protokol, vcetné veSkerych jeho dodatkt, ptedstavuje
nedilnou soucast této smlouvy prostfednictvim odkazu. V piipadé
jakéhokoli nesouladu mezi touto smlouvou a protokolem bude v
zéleZitostech lékatstvi, védy a provadéni studie rozhodujici
protokol; v ostatnich piipadech budou rozhodujici podminky této
smlouvy.

2.16 Institution and Investigator agree that if any Study
Personnel is a government employee, official and/or performing a
governmental function, such relationship may be disclosed to the
SPONSOR and any compensation that such individual receives with
respect to the Study may be disclosed to the Institution and is hereby
approved.

2.16 Poskytovatel a zkouSejici souhlasi, Ze pokud bude jakykoli
¢len persondlu studie zaméstnancem ¢i dfednikem vlady a/nebo
bude vykondvat vladni funkci, ZADAVATEL mutZe byt o tomto
vztahu informovan a jakdkoli odména, kterou tato osoba obdrzi
v souvislosti se studif, miize byt zdravotnickému zafizeni sdélena
a je timto schvélena.

217 Institution and Investigator warrant that neither they, nor
any Study Personnel are officials, agents, or representatives of
any government or political party or international organization
where they may be in positions of authority to be able to
improperly help CRO or SPONSOR obtain a business advantage.
Institution and Investigator further warrant that neither they nor
any Study Personnel shall make any offer, payment, promise to
pay or authorize such offer, payment, promise of payment, either
directly or indirectly, of any money or anything of value
(hereinafter Payment), to any individual or entity (hereinafter
collectively Officials) that would constitute violation of any
Applicable Laws, rules and regulations concerning or relating to
public or commercial bribery or corruption (“Anti-Corruption
Laws”). In no event shall Institution, Investigator, or any Study
Personnel make any Payment either directly or indirectly to
Officials if such Payment is for the purpose of obtaining or
retaining business or any improper advantage or influencing
decisions or actions with respect to the subject matter of this
Agreement or any other aspect of CRO’s or SPONSOR’s
business. Institution and Investigator warrant that the books,
accounts, records and invoices of Institution and Investigator
related to this Agreement or related to any work conducted for or
on behalf of CRO or SPONSOR are and will be complete and
accurate. Institution and Investigator shall report any violation of
these warranties promptly to CRO and SPONSOR and agree to
respond to any CRO or SPONSOR inquiries about any potential
violations and make appropriate records available to CRO or
SPONSOR upon request. CRO may terminate this Agreement
following consultation with SPONSOR (a) if Institution,
Investigator or Study Personnel fails to comply with the Anti-
Corruption Laws or this provision; (b) if CRO or SPONSOR has
a good faith belief that Institution, Investigator or Study
Personnel has violated, intends to violate, or has caused a

217 Poskytovatel a zkousejici prohlasuji a zaru€uji, Ze ani oni,
ani persondl studie nejsou vefejnymi Ciniteli, jednateli nebo zastupci
jakékoliv vlady nebo politické strany nebo mezindrodni organizace,
v nichZ by mohli zastdvat pozice spravomocemi, které by jim
umoznily nepatii¢n€ pomdahat CRO nebo ZADAVATELI k ziskani
obchodni vyhody. Poskytovatel a zkouSejici ddle zarucuji, Ze ani
oni, ani persondl studie neposkytnou zadnou nabidku, platbu,
piislib, Ze zaplati nebo schvéli takovou nabidku, platbu, piislib
platby, bud’ pfimo, nebo nepiimo, jakychkoli penéz nebo ¢ehokoli
hodnotného (dédle jen ,platba®), jakémukoli jednotlivci nebo
subjektu (spolecné déle jen tfednici), pokud by tim porusili jakékoli
platné zakony, pravidla a predpisy tykajici se nebo souvisejici s
upldcenim nebo korupci ve vefejné nebo komeréni sfére (ddle jen
,protikorupéni zdkony*). Za Zadnych okolnosti nesmi poskytovatel,
zkousSejici ani persondl studie uhradit jakoukoliv platbu Ciniteldm,
piimo ¢i nepiimo, pokud by ticelem takové platby bylo ziskani nebo
udrZeni zakazky nebo jakékoli nepfipustné vyhody, ¢i ovlivnéni
rozhodnuti nebo krokt uskute¢nénych s ohledem na predmét této
smlouvy nebo na libovolny aspekt podnikdni CRO nebo
ZADAVATELE. Poskytovatel a zkousSejici zarucuji, ze ucetni
knihy, dcty, zdznamy a faktury poskytovatelea zkousSejictho
souvisejici s touto smlouvou nebo souvisejici s jakoukoli praci
provadénou pro CRO nebo ZADAVATELE nebo jejich jménem
jsou a budou dplné a presné. Poskytovatel a zkousSejici neprodlené
ohlasi CRO a ZADAVATELI jakékoli poruSeni téchto zdruk
asouhlasi s tim, Ze odpovi na jakékoli dotazy CRO nebo
ZADAVATELE tykajici se potencidlniho poruseni a na vyzadan{
zptistupni piislusné zdznamy CRO nebo ZADAVATELI. CRO
muZe tuto smlouvu vypovedét po konzultaci se ZADAVATELEM,
(a) pokud poskytovatel, zkousejici nebo persondl studie nedodrzi
protikorup¢ni zdkony nebo toto ustanoveni; (b) pokud se CRO nebo
ZADAVATEL v dobré vife domnivaji, Ze poskytovatel, zkouSejici
nebo persondl studie porusili, maji v imyslu porusit nebo zptisobili
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violation of the Anti-Corruption Laws. At any time upon the
request of CRO or SPONSOR, Institution and Investigator agree
to promptly certify in writing their ongoing compliance (and the
compliance of all other Study Personnel) with the warranties
contained in this Section 2.17. CRO may terminate this
Agreement following consultation with SPONSOR if Institution
or Investigator (1) fails to complete such a compliance
certification, (2) fails to complete it truthfully and accurately, or
(3) fails to comply with the terms of that certification. For the
purposes of this section, Study Personnel shall be deemed to
further include owners, directors, officers, or other third party
acting for or on behalf of Institution or Investigator.

poruseni protikorupénich zdkond. Poskytovatel a zkousejici
souhlasi s tim, Ze kdykoli na Zddost CRO nebo ZADAVATELE
neprodlené pisemné potvrdi, Ze trvale dodrzuji (a Ze stejné plati také
pro veskery dalsi persondl studie) zaruky obsaZené v tomto oddilu
2.17. CRO mize tuto smlouvu ukonCit po konzultaci se
ZADAVATELEM, pokud poskytovatel nebo zkousejici (1)
nevyplni takové potvrzeni o dodrzovani ptedpist, (2) nevyplni je
pravdivé a ptesné nebo (3) nedodrZi podminky tohoto potvrzeni. Pro
ucely tohoto oddilu bude persondl studie ddle predstavovat i
vlastniky, feditele, vedouci pracovniky nebo jinou tfeti stranu
jednajici jménem poskytovatele nebo zkousejiciho.

2.18 Protocol Deviations. If principles outlined in the ICH
Harmonized Tripartite Guidelines for Good Clinical Practice
("ICH GCP") relating to the safety of Subjects require a
deviation from the Protocol, ICH GCP should be followed, and
the deviation shall immediately be reported to SPONSOR or CRO
in writing. Institution and Investigator shall also, within twenty-
four (24) hours, notify CRO and SPONSOR of any Serious
Breach of which Institution or Investigator becomes aware. For
the purposes of this provision, a "Serious Breach" shall mean a
breach of ICH GCP, Clinical Trials Regulation No. 536/2014 on
clinical trials on medicinal products for human use or Study
Protocol, which is likely to affect (i) the safety of physical or
mental integrity of the Subjects of the Study; or (ii) the scientific
value of the Study. In addition, Institution and Investigator shall
promptly inform the IRB or EC and any governmental authority
as may be required by Applicable Law of such deviation or
breach.

2.18 Odchylky od protokolu. Pokud zasady uvedené v
harmonizovanych tripartitnich pokynech ICH pro spravnou
klinickou praxi (ddle jen ,,JCH SKP*) tykajici se bezpecnosti
subjektii vyzaduji odchylku od protokolu, je tfeba dodrZovat ICH
SKP a odchylku je tfeba okamzit€ pisemné nahldsit ZADAV ATELI
nebo CRO. Poskytovatel a zkouSejici budou také do dvaceti Ctyt
(24) hodin informovat CRO a ZADAVATELE o jakémkoli
zavazném poruseni, o kterém se poskytovatel nebo zkousejici dozvi.
Pro tucely tohoto ustanoveni se ,,zavaznym poruSenim® rozumi
poruseni ICH SKP, nafizeni €. 536/2014 o klinickych hodnocenich
humannich 1é¢ivych piipravki nebo protokolu studie, které
pravdépodobng ovlivni (i) bezpeCnost fyzické nebo dusSevni
integrity subjektl studie; nebo (ii) védeckou hodnotu studie. Kromé
toho budou poskytovatel a zkouSejici o takové odchylce nebo
poruseni neprodlené informovat IRB nebo EK a jakykoli statni
orgdn, jak to mohou vyZadovat platné zakony.

2.19 Medicinal Study Drug shall be provided by SPONSOR.
Institution and Investigator agree and warrant that they will not
seek payment or reimbursement from any Subject or third-party
for the cost of the Medicinal Study Drug. The cost of non-
SPONSOR drugs and/or materials and/or reagents is not paid or
reimbursed by a third-party; however, it is required by the
Protocol for Subjects participating in the Study ("Required
Material(s)"). CRO or SPONSOR may either provide or
reimburse Required Materials or require Institution of
Investigator to source them. If CRO or SPONSOR requests
Institution and/or Investigator to source Required Materials, CRO
will reimburse Institution as detailed in a proper invoice according
to Exhibit A. Institution and Investigator warrant that they will only
source Required Materials that comply with the specifications of the
Protocol and that only those persons who are under the
Investigator’s direct control and who will be using the Required
Materials for the Study shall have access to the Required
Materials. Institution and Investigator agree and warrant that they
will not seek payment or reimbursement from any Subject or
third-party for the cost of any Required Material(s) that is
provided without charge or reimbursed by SPONSOR. Institution
and Investigator also warrant that they shall not seek or accept
reimbursement from any Subject or third-party payor for

2.19 Hodnoceny 1é¢ivy piipravek poskytne ZADAVATEL.
Poskytovatel a zkousejici souhlasi a zarucuji, Ze nebudou usilovat o
platbu nebo thradu ndkladi na hodnoceny 1éCivy piipravek od
7Z4dného subjektu nebo tfeti strany. Néklady na léky a/nebo
materidly a/mebo reagencie, které nejsou poskytoviny
ZADAVATELEM, nejsou hrazeny ani kompenzovany  treti
stranou; jsou vSak vyZadovany protokolem pro subjekty icastnici se
studie (ddle jen ,poZadované materidly). CRO nebo
ZADAVATEL mohou bud’ poskytnout nebo uhradit poZadované
materidly, nebo mohou poZadovat, aby je ziskal poskytovatel nebo
zkouSejici. Pokud CRO nebo ZADAVATEL poZadaji
poskytovatele a/mebo zkouSejictho o =ziskdni pozadovanych
materidlQ, proplati CRO poskytovateli ¢astku uvedenou na fadné
faktufe podle piflohy A. Poskytovatel a zkouSejici zarucuji, Ze
budou ziskdvat pouze poZadované materidly, které spliuji
specifikace protokolu, a Ze k poZzadovanym materialiim budou mit
piistup pouze osoby, které jsou pod piimou kontrolou zkousejictho
a které budou pouZivat poZadované materidly pro studii.
Poskytovatel a zkouSejici souhlasi a zarucuji, Ze nebudou usilovat o
platbu nebo dhradu ndkladti od Zadného subjektu nebo treti strany
za jakékoli poZadované materidly, které jsou poskytnuty bezplatné
nebo hrazeny ZADAVATELEM. Poskytovatel a zkouSejici také
zarucuji, Ze nebudou usilovat o thradu nebo pfijimat dhradu od
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procedures, tests, treatments, items or services that are funded or
provided by CRO or SPONSOR pursuant to the Agreement. The
Medicinal Study Drug shall be delivered to the Institution’s
pharmacy properly packed in packages intended for the
Medicinal Study drug and marked according to the Article 66 of
the regulation (eu) no 536/2014 of the European Parliament and
of the Council of 16 April 2014 on clinical trials on medicinal
products for human use. Institution hereby agrees to ensure that
the Medicinal Study Drug is stored, prepared, inspected and
distributed in compliance with the Protocol, Applicable Law, and
all provisions of the LEK-12 guideline issued by the State
Institute for Drug Control. The Institution agrees to appoint a
sufficient number of representatives who meet qualification
requirements for the position of a pharmacist pursuant to Act no.
95/2004 Coll., on conditions for acquisition and recognition of
professional qualifications and specialized qualifications for
physicians, dentists and pharmacists, as amended, or for
pharmaceutical assistants pursuant to Act no. 96/2004 of Coll., on
non-medical health  professions, as amended. These
representatives shall be responsible for handling the Medicinal
Study Drug and for keeping related records and documentation.
Medicinal Study drug shall be delivered on Mon-Fri from 7:00
am. to 2:00 p.m. to hospital pharmacy building No. 20.
Immediately after the appointment of the representative(s), the
Institution shall notify CRO in writing about the first and last
name and contact details of such appointees. Upon termination or
completion of the Study, Institution shall destroy all unused
Required Materials or, at SPONSOR’s sole option, return to
SPONSOR, in accordance with SPONSOR’s instructions and
Application Laws.

jakéhokoli subjektu nebo platce tfeti strany za postupy, testy, 1é¢bu,
polozky nebo sluzby, které jsou financovany nebo poskytovany
CRO nebo ZADAVATELEM podle této smlouvy. Hodnoceny
1éCivy piipravek bude dodavan do nemocnicni l€karny vZdy v fadné
zabalenych obalech urcenych pro hodnoceny léCivy piipravek a
oznaceny v souladu s €l. 66 naiizeni Evropského parlamentu a Rady
¢. 536/2014, o klinickych hodnocenich humadnnich 1éCivych
piipravkli. Poskytovatel timto souhlasi s tim, Ze zajisti, aby byl
hodnoceny 1é¢ivy piipravek uchovavan, pfipravovén, kontrolovan a
distribuovan v souladu s protokolem, platnymi zdkony a vSemi
ustanovenimi pokynu LEK-12 vydaného Stitnim udstavem pro
kontrolu 1é¢iv. Poskytovatel se zavazuje jmenovat dostatecny pocet
zastupeu, kteff spliuji kvalifikacni pozadavky na pozici farmaceuta
podle zdkona €. 95/2004 Sb., o podminkach ziskdvani a uznavani
odborné zptisobilosti a specializované zptsobilosti k vykonu
zdravotnického povolani lékate, zubniho 1ékafe a farmaceuta, v
platném znéni, nebo pro farmaceutické asistenty podle zdkona ¢.
96/2004 Sb., o nelékaiskych zdravotnickych povolanich, v platném
znéni. Tito zastupci budou odpoveédni za naklddani s hodnocenym
lé¢ivym pripravkem a za vedeni souvisejicich zdznamti a
dokumentace. Doddvky hodnoceného 1éCivého piipravku se budou
uskuteciiovat v Po-P4 od 7.00 h do 14.00 h do budovy nemocni¢ni
lékarny ¢. 20. Bezprostiedné po jmenovani zastupce (zastupct),
poskytovatel pisemné sdéli CRO kiestni jména a pifjmeni a
kontaktni ddaje téchto jmenovanych osob. Po ukonceni nebo
dokonceni studie poskytovatel zni¢i vSechny nepouZité pozadované
materidly nebo je dle vyhradniho uvazeni ZADAVATELE vrati
ZADAVATELI v souladu s pokyny ZADAVATELE a platnymi
zakony..

2.20 Study Personnel and/or Investigator shall attend any
meetings regarding the Study as reasonably requested by CRO or
SPONSOR ("Investigator Meetings"). Such meetings may be
conducted by CRO or SPONSOR to convey or exchange
information with investigators, sub-investigators, or other research
site staff to support the effective conduct or close-out of the Study.
Institution and Investigator each agree that CRO, SPONSOR and
their respective authorized representatives may (i) record any
Investigator Meetings through audio and visual recording
technology (whether existing or future technology), which may
include attendees’ (including Study Personnel) names, words,
images, and likeness ("Recordings"); and (ii) use, edit, and
reproduce Recordings worldwide for education and training
purposes related to SPONSOR’s clinical trials. Institution and
Investigator may contact the Amgen Privacy Office at
privacy@amgen.com for further information about any rights to
access and remedy information held by SPONSOR. Institution and
Investigator each agree that no additional compensation shall be due
hereunder for Study Personnel’s or Investigator’s respective
participation in Investigator Meetings.

2.20 Persondl studie a/nebo zkousejici se zucastni veskerych
setkani tykajicich se studie, jak bude pfiméfené pozadoviano CRO
nebo ZADAVATELEM (dile jen ,setkdni zkousejicich®). Tato
setkani miZze poradat CRO nebo ZADAVATEL za ticelem piedani
nebo vymeény informaci se zkousejicimi, spoluzkousejicimi nebo
jinym persondlem vyzkumného pracovisté za udcelem podpory
efektivniho provadéni nebo uzavieni studie. Jak poskytovatel, tak
zkousSejici souhlasi s tim, Ze CRO, ZADAVATEL a jejich piislusni
opravnéni zastupci mohou (i) pofizovat zdznamy jakychkoli setkan{
zkousejicich prostiednictvim audio a vizudlni technologie (at’ jiz
existujici nebo budouci technologie), které mohou zahrnovat jména,
slova, obrazky a podobu tcastnikll (véetné persondlu studie) (dale
jen ,;zdznamy*); a (ii) pouzivat, upravovat a reprodukovat zdznamy
po celém svét€¢ pro vzdélavaci a Skolici ucely souvisejici s
klinickymi hodnocenimi ZADAVATELE. Poskytovatel a
zkousejici 1ékaf mohou kontaktovat kancelaf pro ochranu osobnich
tdaju spolenosti Amgen na adrese privacy@amgen.com, kde
ziskaji dalS§i informace o jakychkoli pravech na piistup k
informacim, které ma ZADAVATEL k dispozici, a najejich opravu.
Poskytovatel a zkouSejici souhlasi s tim, Ze podle této smlouvy
nebude vypldcena 7Zadnd dal$i odména za tcast persondlu studie
nebo zkousejiciho na schiizkach zkousejicich.
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221 Unless otherwise agreed by the parties, in the event that
the Protocol for the Study requires the collection of blood, tissue, or
other biological materials from Subjects ("Biological Materials"),
the Institution agrees that the collection, processing and use of such
Biological Materials shall be limited to those tests, analyses, or
procedures identified in the Protocol and informed consent as
approved by the Institutional Review Board or Independent Ethics
Committee (IRB/IEC) or other appropriate review authority. At
no time shall any Biological Materials be used or transferred for
any purpose other than as described in the Protocol.. Furthermore,
within a reasonable time following conclusion of the Study, at
CRO’s or SPONSOR’s direction and consistent with the informed
consent, Institution shall provide to SPONSOR or destroy such
Biological Materials in compliance with Applicable Laws as
defined herein. Institution will be required to transfer Biological
Materials only in compliance with Applicable Laws.

221 Pokud se strany nedohodnou jinak, v ptipadé, Ze protokol
studie vyzaduje odbér krve, tkdn¢ nebo jinych biologickych
materidld od subjekti (ddle jen ,biologické materidly®),
poskytovatel souhlasi s tim, Ze odbér, zpracovani a pouZivani
takovych biologickych materidli bude omezeno na testy, analyzy,
nebo postupy uvedené v protokolu a informovaném souhlasu
schvalenych institucionalni revizni komisi nebo nezévislou etickou
komisi (IRB/NEK) nebo jinym pfislusSnym kontrolnim udfadem.
Biologické materidly nesmi byt nikdy pouZity nebo prevedeny k
7Z4dnému jinému ucelu, neZ je popsdno v protokolu. Didle, v
pfimétené dobé po dokonceni studie, na pokyn CRO nebo
ZADAVATELE a v souladu s informovanym souhlasem,
poskytovatel poskytne ZADAVATELI nebo zni¢{ tyto biologické
materidly v souladu s platnymi zdkony, jak je definovano v tomto
dokumentu. Poskytovatel bude povinnen preddvat biologické
materidly pouze v souladu s platnymi zdkony.

2.22 The parties acknowledge that certain equipment may be
needed to properly conduct the Study. If CRO, Institution and
Investigator agree that Institution does not have sufficient access
to some or all of that certain equipment, then such equipment shall
be identified in Exhibit A and referred to as "Required
Equipment". Unless otherwise specified, CRO or its Affiliate,
through a third-party vendor, shall lend to Institution for the
duration of the Study such Required Equipment after the
Agreement execution. The CRO undertakes not to supply the
Institution with any equipment for the purpose of the Study
without executing a separate loan agreement. CRO or its Affiliate
shall arrange for the delivery of such Required Equipment. At the
completion or earlier termination of the Study, CRO or its
Affiliate may retrieve any or all of the Required Equipment, title
to which remains with the vendor.

2.22 Strany berou na védomi, Ze k fddnému provadeni studie
miZe byt potiebné urcité vybaveni. Pokud CRO, poskytovatel a
zkouSejici souhlasi s tim, Ze poskytovatel nemd dostatecny
ptistup k nékterému nebo Zadnému vybaveni, bude takové
vybaveni uvedeno v piiloze A a oznacovano jako ,,pozadované

vybaveni. Neni-li uvedeno jinak, CRO nebo jeji pfidruzena
spolecnost  prostfednictvim externiho dodavatele zaptjci

poskytovateli takovéto pozadované vybaveni na dobu trvani
studie. CRO nebo jeji ptfidruzend spoleCnost zajisti dodani
takového pozadovaného vybaveni po podpisu smlouvy. CRO se
zavazuje, ze nedodd poskytovateli zadné vybaveni pro tucely
provadeéni klinického hodnoceni, aniZ by byla uzaviena separatni
smlouva o vypujcce. Po dokonéeni nebo predcasném ukonceni
studie mize CRO nebo jeji pridruZend spolecnost ziskat zpét
jakékoli nebo veskeré pozadované vybaveni, které zlstava
majetkem dodavatele.

While the Required Equipment is on Institution’s premises,
Required Equipment shall remain the vendor's property at all
times and shall be identified as such and can only be used to
perform the Study. The Institution and Investigator shall ensure
that the Required Equipment is stored and used properly. At all
times after its delivery to Institution, Required Equipment shall
be at the sole risk of Institution with regard to damage, loss, or
destruction. While in Institution's possession or control,
Institution shall be liable for the repair or replacement of any such
Required Equipment that is damaged, destroyed, or lost.

Po celou dobu, kdy se poZadované vybaveni nachdzi v prostorach
poskytovatele, zustane poZzadované vybaveni vzdy ve vlastnictvi
dodavatele a bude jako takové identifikovano a miiZe byt pouZito
pouze k provadeni studie. Poskytovatel a zkouSejici zajisti, aby
bylo poZadované vybaveni fadné¢ uloZeno a pouZivano.
Poskytovatel ponese riziko poSkozeni, ztrity nebo zniCeni
poZadovaného vybaveni po celou dobu po dodéni poZadovaného
vybaveni poskytovateli. Poskytovatel je odpovédny za opravu
nebo vyménu pozadovaného vybaveni, které je poSkozené,
zni¢ené nebo ztracené, po celou dobu, kdy je takové pozadované
vybaveni v drZeni poskytovatelenebo pod jeho kontrolou.

Institution and Investigator each agree to implement and use any
electronic system that CRO may specify for use in the reporting
and monitoring of Study Results and Study findings.

Jak poskytovatel, tak zkouSejici souhlasi s tim, Ze zavedou a
budou pouzivat jakykoliv elektronicky systém, ktery mize CRO
specifikovat pro vyuZiti pii hlaSeni a monitorovani vysledkl
studie a zjisténi ze studie.
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2.23 The contracting parties acknowledge that the initiation visit
and delivery of the Medicinal Study drug will not take place until
the final document is published in the Contract Registry.

e v ey

navstévé a doddvce hodnoceného 1é¢ivého piipravku do
okamziku uvefejnéni kone¢ného dokumentu v registru smluv.

2.24 The expected Study duration at the Institution is [

2.24 Predpokladana doba trvani studie u poskytovatele-.

3. REPORTS, MONITORING AND COOPERATION

3. HLASENI, MONITOROVANI A SPOLUPRACE

3.1 Institution and Investigator shall submit to CRO, and
CRO has a right to claim under this Agreement, all completed
eCRFs or CRFs resulting from the Study in accordance with any
Study Instructions and shall (i) enter such Study data into the
Electronic Data Capture System (“EDC”) system within five (5)
business days of the Subject visit; (ii) resolve all queries issued in
the EDC system within five (5) business days of the query being
issued; and (iii) verify the accuracy and completeness of the data
entered into the EDC system and provide an electronic signature
within twenty (20) business days of the Subject’s visit. Any delay
by the Institution or Investigator may, at the SPONSOR’s
absolute discretion, result in delayed payments, locking of the
Interactive Web/Voice Response System (“IXRS”), suspension
of enrolment, conduct of an audit or any other appropriate
remedy. Institution and Investigator warrant that all eCRFs or
CRFs submitted to CRO are true, complete, correct and
accurately reflect the results of the Study. Institution and
Investigator shall also provide CRO and SPONSOR with copies
of all Reports, and any updates that are required by the EC/IRB.
Data entry shall be conducted under the supervision of the
Investigator.

31 Poskytovatel a zkousSejici pfedlozi CRO, a CRO ma
podle této smlouvy pravo uplatiiovat narok na vSechny vyplnéné
formulare eCRF nebo CRF, které vyplyvaji ze studie v souladu s
veskerymi pokyny ke studii, a (i) tyto udaje ze studie zadaji do
elektronického systému pro zdznam dat (Electronic Data Capture
System, ,,EDC*) do péti (5) pracovnich dnti od navstévy subjektu;
(ii) vyfesi vSechny dotazy zadané do systému EDC do péti (5)
pracovnich dnti od vzneseni dotazu; a (iii) oveéi{ presnost a
uplnost tddaji zadanych do systému EDC a poskytnou
elektronicky podpis do dvaceti (20) pracovnich dnd od navstévy
subjektu. Jakékoliv zpoZdéni ze strany poskytovatelenebo
zkouSejictho miZze, dle vyhradniho uvazeni ZADAVATELE,
vést k opozdénym platbdim, uzamceni interaktivniho
webového/hlasového systému (Interactive Web/Voice Response
System, ,,IXRS*), pozastaveni ndboru, provedeni auditu nebo k
jinému vhodnému ndpravnému prostiedku. Poskytovatel a
zkousSejici zarucuji, Ze vSechny formulife eCRF nebo CRF
predloZzené CRO budou pravdivé, uplné, spravné a budou piesné
zobrazovat vysledky studie. Poskytovatel a zkousejici také
poskytnou CRO a ZADAVATELI kopie vSech zprdv a veskeré
aktualizace, které pozaduje EK/IRB. Zaddvani udaji bude
provadéno pod dohledem zkousejiciho.

3.2 Institution and Investigator shall Fully Cooperate with
CRO and will meet with representatives of CRO, or its designee,
at mutually convenient times according to a schedule set forth in
Study Instructions for monitoring visits, consultations and to
allow direct inspection of all Study related records, including
Subject medical files, as requested by CRO and for any other
purposes relating to the Study as deemed necessary by CRO.
Investigator shall ensure that all Study Personnel Fully
Cooperates with CRO, including meeting with personnel of CRO,
or its designee, as set forth in the preceding sentence.

3.2 Poskytovatel a zkouSejici budou pln€ spolupracovat s
CRO a setkaji se se zdstupci CRO nebo s jejich povefenymi
osobami v oboustranné piijatelnou dobu podle harmonogramu
uvedeného v pokynech ke studii za tucelem monitorovacich
navstév, konzultaci a umoznéni piimé kontroly vSech zdznamu
souvisejicich se studii, véetné¢ zdravotnich zdznamu subjektl
hodnoceni, jak bude vyzadovat CRO, aza jakymikoli jinymi
ucely souvisejici se studif, jak uzna za nezbytné CRO. Zkousejici
zajisti, aby veskery persondl Studie plné spolupracoval s CRO, a
to vcetné schuzi s persondlem CRO (nebo s jejimi povérenymi
osobami), jak je uvedeno v pfedchozi véte.

33 Institution and Investigator shall comply with all adverse
events and serious adverse events reporting requirements,
including without limitation: (i) requirements set forth in the
Protocol, (ii) requirements established by Applicable Law, and
(iii) requirements established by the IRB/EC. Institution and

33 Poskytovatel a zkouSejici budou dodrZovat vSechny
pozadavky na hldSeni neZddoucich pifthod a zdvaZznych
nezadoucich pithod, mimo jiné vcetné: (i) pozadavkl
stanovenych v protokolu, (ii) pozadavki stanovenych platnymi
zékony a (iii) pozadavkt stanovenych IRB/EK. Poskytovatel a
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Investigator shall diligently cooperate with SPONSOR or CRO to
follow-up on any adverse events.

zkousSejici budou pfi sledovani veSkerych neZddoucich ptihod
peclivé spolupracovat se ZADAVATELEM nebo CRO.

4. AUDITS AND REGULATORY INSPECTIONS 4. AUDITY A INSPEKCE ZE STRANY
REGULACNICH ORGANU
4.1 Institution and Investigator shall Fully Cooperate (at no | 4.1 Poskytovatel a zkousejici budou plné spolupracovat

additional cost to SPONSOR or CRO) with audits or inspections,
applicable to the Study, performed during or after completion of
the Study, by SPONSOR or CRO. Institution and Investigator
shall allow SPONSOR, CRO and governmental or regulatory
authorities, including but not limited to the U.S. Food and Drug
Administration, access to Resources used to perform tasks related
to the Study, shall make all requested documents available to
them for examination and duplication and shall provide them with
any further Information (including but not limited to medical
records, whether in paper format, related authorisations, informed
consent forms) as may be requested. Institution and Investigator
will provide the same level of access to source records to the
monitor/auditor from the SPONSOR or CRO as provided to
inspectors in accordance with Informed consent Form provided
to the Study Subjects.

(aniz by z toho CRO nebo ZADAVATELI vznikaly jakékoli dalsi
ndklady) pfi auditech ¢i inspekcich, které se tykaji studie,
provadénych béhem studie nebo po jejim dokonleni ze strany
ZADAVATELE nebo CRO. Poskytovatel a zkouSejici umoZni
ZADAVATELI, CRO a statnim nebo regula¢nim orgdniim, mimo
jiné véetné amerického Utadu pro kontrolu potravin a 1éGiv,
ptistup ke zdrojim vyuZivanym k provadéni ikonti v souvislosti
se studif, zpfistupni jim vSechny pozadované dokumenty ke
kontrole a kopirovani a poskytne jim jakékoli dal$i Informace
(mimo jiné vcetné zdravotnich zdznami v papirové podobé,
ptislusnych povoleni, formulafti informovaného souhlasu), které
budou tito pozadovat. Poskytovatel a zkousejici poskytnou
stejnou  droven  piistupu ke zdrojovym = zdznamum
monitorovi/auditorovi ZADAVATELE nebo CRO, jaki byla
poskytnuta inspektorim, a to v souladu s informovanym
souhlasem subjektu hodnoceni.

4.2 In the event the audit by SPONSOR or CRO or
governmental/regulatory inspection identifies a lack of
compliance with this Agreement on the part of Institution or
Investigator (or failure by any Study Personnel to act in
accordance with the terms and conditions of this Agreement),
CRO, following SPONSOR’S instructions, may terminate this
Agreement in accordance with Section 16.1 (a).

4.2 V piipadé, Ze audit nebo inspekce ZADAVATELE nebo
CRO nebo statnitho/regulacniho orgdnu zjisti nedostatky
v dodrZovdni této smlouvy ze strany poskytovatelenebo
zkousejictho (nebo nejedndni v souladu s podminkami této
smlouvé ze strany nékterého ¢lena persondlu studie), mize CRO
na pokyn ZADAVATELE tuto smlouvu ukondit v souladu
s oddilem 16.1 pism. (a).

4.3 Institution and Investigator shall not initiate any
communications involving or relating to the Study with any
governmental or regulatory authority, such as the State Institute
for Drug Control (Statni ustav pro kontrolu leciv —SUKL), unless
required by Applicable Law or requested to do so by SPONSOR
and, then, only upon prior consultation with SPONSOR.
Institution and Investigator shall immediately notify CRO by
telephone, email or fax if a governmental or regulatory authority,
including but not limited to the State Institute for Drug Control,
requests to carry out an inspection of Institution’s facilities, or
does so. Institution and Investigator shall allow SPONSOR and
CRO to be present during such inspection, and shall provide to
SPONSOR and CRO copies of all materials, correspondence,
statements, forms and records that Institution and Investigator
receives, obtains or generates pursuant to or in connection with
any such inspection, including but not limited to warnings,
violations, deficiencies or inspection reports, and allow
SPONSOR and allow CRO the opportunity to comment on draft

s v 2

4.3 Poskytovatel ani zkousejici nezahdji Zddnou komunikaci
zahrnujici studii nebo s ni souvisejici s Zddnym staitnim nebo
regulacnim dfadem, jako je Stdtni dstav pro kontrolu 1éCiv
(SUKL), pokud to nevyZaduji platné zdkony nebo pokud o to
nepozadd ZADAVATEL a poté pouze po piedchozi konzultaci se
ZADAVATELEM. Poskytovatel a zkouSejici neprodlené
telefonicky, elektronickou postou nebo faxem ozndmi CRO,
pokud bude stitni nebo regulacni orgin, mimo jiné vcetné
Statniho dstavu pro kontrolu 1é¢iv, poZadovat provedeni kontroly
v prostordch zdravotnického zafizeni, pfipadné¢ tak ucini.
Poskytovatel a zkousejici umozni ZADAVATELI a CRO, aby
mohli byt pfitomni béhem takové kontroly, a poskytne
ZADAVATELI a CRO kopie vSech materialti, korespondence,
prohlaseni, formuléfe a zdznamy, které poskytovatel a zkousejici
obdrzi, ziskd nebo vytvoii na zaklad¢ takové kontroly nebo v
souvislosti s ni, mimo jiné vetné varovéni, poruSeni, zprdv o
nedostatcich nebo kontrolach, a umozni ZADAVATELI a
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documents that are required to be submitted to governmental or
regulatory authorities.

umozni CRO komentovat ndvrhy dokumentt, které musi byt
predloZeny statnim nebo regulacnim organtim.

4.4 For the purposes of this Agreement, Institution shall
ensure that the Investigator and other Study Personnel with
applicable experience and knowledge are present during any
audits or inspections.

44 Pro tcely této smlouvy poskytovatel zajisti, aby byl
zkouSejici a dalsi persondl studie s pfisluSnymi zkuSenostmi a
znalostmi pfitomen b&hem veskerych auditii nebo inspekei.

S. FINANCIAL DISCLOSURE

5. ZVEREJNENI FINANCNICH INFORMA CI

51 During the conduct of the Study and for one (1) year
after its completion, Investigator shall, and Institution shall cause
the Sub-Investigator(s) if applicable, and Study Personnel, to,
execute and update such forms, disclosures and certifications now
or subsequently required by SPONSOR or any applicable
regulatory bodies related to his/her financial interests in the
SPONSOR and/or the Medicinal Study Drug.

51 V prubéhu provadeéni studie a po dobu jednoho (1) roku
po jejim dokonceni bude zkouSejici vytvéiet a aktualizovat
takové formuléte, vykazy a osvédcent, které bude ZADAVATEL
nebo jakykoli piisluSny regulaéni orgdn poZadovat v daném
okamZiku nebo ndsledné v souvislosti s jejich finanénim zdjmem
na ZADAVATELI a/nebo hodnoceném 1éCivém piipravku,
a poskytovatel zajisti, aby tak postupovali dle situace
i spoluzkousejici a persondl studie.

The Parties understand that the SPONSOR may disclose on the
central website of the Amgen Group and/or on the website
www.transparentnispoluprace.cz owned and operated by the
Association of Innovative Pharmaceutical Industry any payment
and any transfer of value relating to research and development,
i.e. (1) payments made by SPONSOR under this Agreement and
(2) any cost of accommodation, refreshments and travel of the
parties, which SPONSOR covers under this Agreement and (3)
any congress registration or participation fees or similar fees,
which SPONSOR covers under this Agreement, all this in an
anonymized way, i.e. on aggregated level. This information may
also be disclosed as a part of this Agreement in the Agreements
Register pursuant Act No. 340/2015 Coll., on the agreements
register (hereinafter referred to as the “Agreements Register
Act”). Notwithstanding the aforementioned, the SPONSOR may
also disclose any transfer of value under this Agreement. Before
signing this Agreement, the Institution requires sending the
agreed final version of the contract in a machine-readable format
with colored text, which the SPONSOR and CRO consider to be
a trade secret. The Institution is obliged to obtain the consent of
the SPONSOR or CRO before making any further changes to the
final version of the Agreement beyond the colored text by the
SPONSOR or CRO.

Strany berou na védomi, ze ZADAVATEL muZe zvefejnit na
hlavnich webovych strankdch skupiny Amgen a/nebo na
webovych strankdch www.transparentnispoluprace.cz, které
vlastni a provozuje Asociace inovativniho farmaceutického
prumyslu, jakékoliv platby a jakékoliv prevody hodnot v
souvislosti s vyzkumem a vyvojem, tj. (1) platby provedené
ZADAVATELEM podle této smlouvy a (2) jakékoli ndklady na
ubytovani, obcCerstveni a cestovani stran, které ZADAVATEL
hradi podle této smlouvy a (3) jakékoli poplatky za registraci
nebo udcast na kongresu nebo podobné poplatky, které podle této
smlouvy hradi ZADAVATEL, to vSe anonymizovanym
zplsobem, tj. agregované. Tato informace miZe byt rovnéz
uvefejnéna v rdmci této smlouvy v registru smluv podle zdkona
¢. 340/2015 Sb., o registru smluv (dile jen ,,zdkon o registru
smluv). Bez ohledu na vyse uvedené muze ZADAVATEL
rovnéZz zvetejnit jakykoli pfevod hodnot podle této smlouvy.
Poskytovatel vyZzaduje pted podpisem smlouvy zaslat
odsouhlasenou findlni verzi smlouvy ve strojové Ccitelném
formdtu s podbarvenym textem, ktery ZADAVATEL a CRO
povazuji za obchodni tajemstvi. Poskytovatel je povinen ziskat
souhlas ZADAVATELE nebo CRO pfed tim, neZ bude kone¢nou
verzi smlouvy ddle ménit nad rimec podbarveného textu ze strany
ZADAVATELE nebo CRO.

6. CONFIDENTIAL INFORMATION

6. DUVERNE INFORMACE

6.1 Institution and Investigator agree that any and all
Confidential Information that they receive from CRO, SPONSOR
or otherwise in connection with this Agreement shall be received
and maintained by them in strict confidence and not disclosed to
any third party (other than SPONSOR) during the conduct of the
Study and for fifteen (15) years thereafter. Furthermore,
Institution and Investigator agree to use the Confidential

6.1 Poskytovatel a Zkousejici souhlasi, Ze jakékoli a veskeré
Duvérné informace, které obdrzi od CRO, ZADAVATELE nebo
jinym zptisobem v souvislosti s touto Smlouvou, budou piijimat
a uchovavat piisn¢ duveérné a nepiedaji je zadné tieti strané (s
vyjimkou ZADAVATELE), a to b€hem provadéni této Studie a
po dobu patnicti (15) let po jejim skonceni. Déle poskytovatel a
zkousejici souhlasi s tim, Ze budou pouzivat divérné informace
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Information only for the purposes of this Agreement except as
otherwise specifically provided for herein.

pouze pro tcely této smlouvy, pokud nebude konkrétné uvedeno
jinak.

6.2 Institution and Investigator may disclose Confidential
Information only to (a) Study Personnel, or other employees or
staff who require access thereto for the purposes of this
Agreement provided, however, that prior to making any such
disclosures Institution and/or Investigator bind such Study
Personnel, employees or staff in writing to the same obligations
as are contained herein to maintain Confidential Information in
confidence and not to use such Confidential Information for any
purpose other than in accordance with the terms of this
Agreement, (b) to the appropriate EC having jurisdiction over the
performance of the Study at Institution, and (c) to State Institute
for Drug Control.

6.2 Poskytovatel a zkouSejici mohou sdélit duvérné
informace pouze (a) persondlu studie nebo jinym zaméstnancim
¢i persondlu, ktery k nim musi mit pfistup pro tcely této smlouvy,
avSak za pfedpokladu, Ze pfed jakymkoli takovym zpfistupnénim
zavaze poskytovatel a/nebo zkousSejici tento persondl studie,
zaméstnance C€i persondl pisemné k stejnym zdvazkiim, které
obsahuje tento dokument, aby byla zachovdna dtvérnost
davérnych informaci a aby nepouzivali tyto davérné informace
pro zadny jiny ucel, nez ktery je v souladu s podminkami této
smlouvy, (b) pfislusné EK, kterd ma pravomoc rozhodovat
o provadeéni studie ve zdravotnickém zatizeni poskytovatele, a (c)
Statnimu dstavu pro kontrolu 1é¢iv.

6.3 The terms of this Agreement, including but not limited
to the financial terms, are the Confidential Information of
SPONSOR and CRO, and shall be maintained in confidence by
Institution and Investigator in accordance with Section 6.1 above.
If, however, Institution or Investigator is required by Applicable
Law to disclose such Confidential Information, or any other
Confidential Information, they may do so without breaching their
obligations under this Section provided, (i) in advance of
disclosure, they notify CRO or SPONSOR (as applicable) of the
Confidential Information to be disclosed, the reason for
disclosure, and the date of disclosure; (ii) use their best efforts to
minimize the disclosure of the Confidential Information and (iii)
cooperate with CRO or SPONSOR (as applicable) should CRO
or SPONSOR seek to obtain a protective order or other
appropriate remedy.

6.3 Podminky této smlouvy, mimo jiné v€etné finan¢nich
ujednéni, jsou divérnymi informacemi ZADAVATELE a CRO
a poskytovatel a zkousejici o nich budou zachovavat ml¢enlivost
v souladu s oddilem 6.1 vySe. Pokud je ale poskytovatel nebo
zkousejici podle platnych zdkonl povinen tyto diivérné informace
nebo jakékoli jiné divérné informace zvetejnit, muze tak ucinit
bez poruseni svych povinnosti podle tohoto oddilu za
pfedpokladu, Ze poskytovatel nebo zkouSejici (i) pred
zvetejnénim oznami CRO nebo ZADAVATELI (podle potieby)
davérné informace, které maji byt zvetejnény, diivod zvetejnéni,
a datum zvetejnénf; (ii) vynaloZi maximalni Gsili na minimalizaci
zpiistupnéni duvérnych informaci a (iii) bude spolupracovat s
CRO nebo ZADAVATELEM (podle potieby), pokud se CRO
nebo ZADAVATEL budou snaZit ziskat ochranné nafizeni nebo
jiny vhodny opravny prostiedek.

6.4 Nothing contained herein will in any way restrict or
impair any party’s right to use, disclose, or otherwise deal with
any Confidential Information which at the time of its receipt:

6.4 Z4dné ustanoveni této smlouvy ddnym zptisobem
neomezi ani nepoSkodi pravo jakékoli smluvni strany na
pouzivani, predavani nebo jiné nakladani s jakymikoli dGvérnymi
informacemi, které v okamziku jejich obdrZeni:

(a) is generally available in the public domain or (a) jsou obecné pristupné vefejnosti nebo jsou
becomes available to the public through no act zvefejnény mimo kondni strany, kterd tyto
of the party receiving said Confidential davérné informace obdrzi; nebo
Information; or

(b) is independently known by the party receiving (b) jsou nezavisle zndmy strané, kterd duvérné

the Confidential Information, prior to receipt
thereof, which said party can demonstrate by
documented proof; or

informace pfijima, a to pted jejich pfijetim, coz
muze dand strana prokdzat dokumentovanym
dtikazem; nebo
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© is lawfully given to the receiving party by a
third party who is not bound by any obligation

to preserve it as confidential.

© jsou pfijimajici strané¢ zdkonnym zplsobem
predany tfeti stranou, kterd neni vdzana Zddnym

zavazkem zachovani davérnosti.

6.5 Institution and Investigator must return to CRO or
SPONSOR all Confidential Information in tangible form,
including  without limitation all copies, translations,
interpretations, derivative works and adaptations thereof,
immediately upon request by CRO or SPONSOR.
Notwithstanding the foregoing, if and to the extent required by
Applicable Law, Institution and Investigator may retain one (1)
copy of applicable Confidential Information for record keeping
purposes only.

6.5 Poskytovatel a  zkouSejici musi CRO nebo
ZADAVATELI vrétit veskeré davérné informace v hmotné
podobé, mimo jiné véetné vSech kopii, prekladd, vykladd,
odvozenych dél a jejich tprav, a to okamzité, na Zddost CRO nebo
ZADAVATELE. Bez ohledu na vyse uvedené, pokud to platné
zakony vyzaduji, si miZe poskytovatel a zkousSejici ponechat
jednu (1) kopii pfislusnych divérnych informaci pouze pro ucely
vedeni zdznamu.

7. RIGHTS TO INFORMATION AND | 7. /PRAVA’ K INFORMACIM A HODNOCENEMU
INVESTIGATIONAL MEDICINAL PRODUCT LECIVEMU PRIPRAVKU
7.1 All Information and Investigational Medicinal | 7.1 Veskeré informace ahodnoceny 1éCivy piipravek /

Product(s) provided to Institution or Investigator for purposes of
the Study are and will remain SPONSOR's property. Institution,
Investigator, (and Study Personnel) shall not acquire any rights of
any kind whatsoever with respect to the Investigational Medicinal
Product(s) or such Information as a result of performance under
this Agreement or otherwise.

hodnocené 1€¢ivé piipravky, které poskytovatel nebo zkousejici
obdrzi pro tucely této studie, jsou a zilstanou vlastnictvim
ZADAVATELE. Poskytovatel, zkousejici (a personal studie)
neziskaji naprosto zddnd prava ve vztahu k hodnocenému
1é¢ivému pripravku nebo hodnocenym l1é¢ivym piipravkiim nebo
k takovym informacim, které vzniknou v dusledku plnéni podle
této smlouvy nebo jinym zpisobem.

7.2 Institution and Investigator shall deliver all Information
and/or unused Investigational Medicinal Product(s) to
SPONSOR, CRO or their respective designee(s) in a timely
manner throughout the performance of the Study, as provided in
the Protocol or Study Instructions, and in no event later than ten
(10) business days after (i) the date of termination of this
Agreement or (ii) the date on which SPONSOR or CRO
otherwise requests delivery of Information and/or unused
Investigational Medicinal Product(s).

7.2 Poskytovatel a zkousejici budou v¢as béhem provadéni
studie predavat veskeré informace a/nebo nepouzity hodnoceny
1é¢ivy  pripravek nebo  hodnocené 1é¢ivé  piipravky
ZADAVATELI, CRO nebo jejich pfislusSnym povérenym
osobdm, jak je uvedeno v protokolu nebo pokynech ke studii,
v kazdém ptipad¢ nejpozdé&ji deset (10) pracovnich dni po (i) datu
vypovézeni této smlouvy nebo (ii) datu, ke kterému
ZADAVATEL nebo CRO jinym zpisobem poziadaji o doruceni
informaci a/nebo nepouzitého hodnoceného 1é¢ivého piipravku
nebo hodnocenych 1é¢ivych ptipravku.

7.3 The Information and Study Results (including
publication) may be used by SPONSOR in any manner it deems
appropriate to comply with its business interests, both during, and
following termination of, this Agreement.

7.3 Informace a vysledky studie (véetné publikace) muze
ZADAVATEL pouzZit jakymkoli zpusobem, ktery povazuje za
vhodny a ktery bude vyhovovat jeho obchodnim z4jmtum, a to jak
behem této smlouvy, tak i po jejim ukonceni.

8. PUBLICITY

8. PROPAGACE
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8.1 No party to this Agreement shall use the name, symbols,
trademarks or image of any other party hereto, or SPONSOR’s
name (including the names of the other party's subsidiaries or
parent, (if any)), symbols, marks, trademarks, image or any
derivative thereof, in connection with any advertising, promotion
or other form of publicity without the prior written consent of
such party or SPONSOR, as appropriate.

8.1 Z4dna ze stran této smlouvy nebude pouZivat nazev,
symboly, ochranné zndmky nebo obriazek jiné strany této
smlouvy nebo ndzev ZADAVATELE (v¢etné nazvl dcefinych
nebo matetfskych spolecnosti druhé strany [pokud existuji]),
symboly, znacky, ochranné zndmky, obrazky nebo jejich
odvozené obrazky v souvislosti s jakoukoli reklamou, propagaci
nebo jinou formou publicity bez pfedchoziho pisemného souhlasu
takové strany nebo ZADAVATELE, podle toho, co je vhodné.

8.2 SPONSOR may, without the prior written consent of the
Institution, Investigator, or CRO (i) disclose on publicly-
accessible clinical trial registries or through a SPONSOR-
operated call center the general geographic location of Institution
or Investigator (e.g., city, state, and/or country) and contact
information of any party to this Agreement and (ii) identify the
existence of this Agreement and/or, the name, and/or contact
information of any party to this Agreement as required by
Applicable Law. Institution and Investigator acknowledge and
agrees that SPONSOR and CRO shall have the right to disclose
publicly the terms and conditions of the Agreement, including,
without limitation, Institution’s or Investigator’s name,
description of services, and amount of payment.

8.2 ZADAVATEL muze bez ptedchoziho pisemného
souhlasuposkytovatele, zkousejictho nebo CRO (i) zvefejnit ve
vetfejné piistupnych registrech klinickych hodnoceni nebo
prostiednictvim call centra provozovaného ZADAVATELEM
obecnou  zem&pisnou polohu  zdravotnického  zafizeni
poskytovatele nebo zkousSejictho (napt. mésto, stat a/nebo zemg)
a kontaktni tdaje kterékoli strany této smlouvy a (ii) uvést
existenci této smlouvy a/nebo jméno a/nebo kontaktni udaje
kterékoli strany této smlouvy, jak to vyZaduji platné zdkony.
Poskytovatel a zkouSejici berou na védomi a souhlasi s tim, Ze
ZADAVATEL a CRO budou mit pravo zvefejnit podminky
smlouvy, mimo jiné vcetné ndzvu poskytovatelenebo jména
zkousejiciho, popisu sluZeb a vyse platby.

8.3 SPONSOR, Institution or Investigator may, without
prior written consent, disclose the other’s names in connection
with publications hereunder.

8.3 ZADAVATEL, poskytovatel nebo zkouSejici mohou
bez ptfedchoziho pisemného souhlasu zvefejnit jména druhé
strany v souvislosti s publikacemi podle této smlouvy.

9. PUBLICATION

9, ZVEREJNENI VYSLEDKU

9.1 Institution and Investigator shall have the right, and shall
exercise all reasonable efforts, to publish or present the Study
Results in a timely manner but only in accordance with this
Section 9 and the rest of the Agreement. Authorship will be based
on scientific contribution. Before submission for publication or
presentation, Institution and/or Investigator shall allow
SPONSOR not less than sixty (60) days to review any manuscript
and not less than thirty (30) days to review any poster
presentation, abstract or any other written or oral material derived
from the Study Results. If SPONSOR or CRO so requests in
writing, Institution and/or Investigator shall withhold any
publication or presentation for an additional sixty (60) days.

9.1 Poskytovatel a zkouSejici budou mit pravo zveftejnit
nebo prezentovat vysledky studie vcas, ale pouze v souladu s
timto oddilem 9 a zbytkem smlouvy, a vynaloZi k tomu veskeré
priméfené usili. Autorstvi bude vychdzet z védeckého piispéni.
Pted odeslanim ke zvetejnéni nebo prezentaci daji poskytovatel
a/nebo zkousejici ZADAVATELI nejméné Sedesat (60) dni k
prezkoumani jakéhokoli rukopisu a nejméné tficet (30) dni k
prezkoumani jakékoli plakiatové prezentace, abstraktu nebo
jiného pisemného ¢i dstntho materidlu odvozeného z vysledki
studie. Pokud to bude ZADAVATEL nebo CRO pisemné
pozadovat, poskytovatel a/nebo zkousejici pozdrzi jakékoli
zvetejnéni nebo prezentaci o dalSich Sedesat (60) dni.

9.2 SPONSOR reserves the right to remove all Confidential
Information from any publications or presentations. In the event
that SPONSOR deems that such removal would not sufficiently
protect its Intellectual Property Rights, then SPONSOR may
require that Institution and/or Investigator does not publish such
publication or presentation, and Investigator and Institution agree

9.2 ZADAV ATEL si vyhrazuje pravo odstranit z jakychkoli
publikaci ¢i prezentaci veskeré diveérné informace. V piipade, Ze
ZADAVATEL nebude takové odstranéni povaZovat za
dostate¢né, aby ochrdnil svd prdva na duSevni vlastnictvi,
ZADAVATEL mlZe pozadovat, aby poskytovatel a/nebo
zkouSejici nezvefejiiovali takovou publikaci ¢i prezentaci, a
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not to publish any such publication or presentation in any such
case.

zkousSejici a poskytovatel souhlasi s tim, Ze v Zddném takovém

ptipadé Zadnou takovou publikaci nebo prezentaci nezveiejni.

9.3 Institution and Investigator agree that because the Study
is part of a multi-center/multi-centre Study, any publication by
Institution or Investigator of the Study Results shall not be made
before the first multi-center/multi-centre publication. For the
purposes of this Section 9, "multi-center publication" means a
publication of the manuscript in a peer-reviewed scientific journal
that reports on the results of the primary outcome measure(s) of a
multi-center Study. Authorship of any multi-center publication
will be determined by SPONSOR based upon substantial
contribution to the design, acquisition, analysis, interpretation of
data, drafting, and/or critical revisions to any manuscript(s),
derived from the Study. Manuscript or abstract development shall
be consistent with SPONSOR’S publication policies (see
description at www.amgen.com/about/how-we-operate/policies-
practices-and-disclosures/ethical-research/amgen-guidelines-for-
publications/). In the event that, as verified with SPONSOR, there
is no multi-center publication within eighteen (18) months after
completion or termination of the Study at all centers, data has
been received and analyzed by SPONSOR, and all queries have
been resolved, Institution and Investigator shall have the right to
publish the results from the Study subject to the requirements
described above. Subject to the requirements described above,
Institution or Investigator may publish the results of the Study
earlier to the extent reasonably necessary in the event of any
perceived public health risk related to the Medicinal Study Drug
and provided that Institution and Investigator reasonably consider
any SPONSOR comments regarding such publication.

9.3 Poskytovatel a zkouSejici souhlasi s tim, Ze vzhledem k
tomu, Ze je studie soucdsti multicentrické studie, nesmi
poskytovatel ani zkouSejici publikovat 7Zadné vysledky studie
pfed prvni multicentrickou publikaci. Pro tcely tohoto oddilu 9
znamend ,multicentrickd publikace* publikaci rukopisu v
recenzovaném védeckém Casopise, ktery poddvd zpravy o
vysledcich primdrnich vystupti multicentrické studie. Autorstvi
jakékoli multicentrické publikace bude urceno
ZADAVATELEM na zdkladé podstatného ptispéni k navrhu,
ziskani, analyze, interpretaci dat, pfipravé a/nebo kritickym
revizim jakéhokoli rukopisu odvozeného ze studie. Piiprava
rukopisu nebo abstraktu musi byt v souladu se zdsadami
publikace =~ ZADAVATELE (viz  popis na  adrese
www.amgen.com/about/how-we-operate/policies-practices-and-
disclosures/ethical-research/amgen-guidelines-for-
publications/). V pftipadé, Ze podle ovéteni u ZADAVATELE
nedojde k multicentrické publikaci do osmnécti (18) mésict po
dokonceni nebo ukonceni studie ve vSech centrech, po pfijeti a
analyze tdaji ZADAVATELEM a po vyieSeni vSech dotazi,
bude mit poskytovatel a zkousejici Iékat pravo zvetejnit vysledky
ziskanych od studijnich subjektd podle vySe popsanych
pozadavkl. V souladu s vySe popsanymi pozadavky, mohou
poskytovatel nebo zkousSejici zvetejnit vysledky studie diive v
pfiméfené nezbytném rozsahu v piipad€ jakéhokoli vnimaného
rizika pro vefejné zdravi souvisejictho s hodnocenym 1é€ivym
pfipravkem a za predpokladu, Ze poskytovatel a zkouSejici
pfimétené zvazi jakékoli komentdte ZADAVATELE k takové
publikaci.

94 Institution and Investigator shall reference SPONSOR’S
support of the Study in any resulting manuscript, study report,
presentation, poster, other publication, or abstract submission to
a scientific or medical congress (including reference in the
abstract itself) where feasible.

94 Poskytovatel a zkouSejici budou odkazovat na podporu
studie ZADAVATELEM ve vSech vyslednych rukopisech,
zpravach ze studie, prezentacich, plakdtech, jinych publikacich
nebo abstraktech pfedloZenych na védeckych nebo lékaiskych
kongresech (véetn€¢ odkazu v samotném abstraktu), pokud je to
moZné.

9.5 Subject to publisher’s rights, Institution and Investigator
hereby grants SPONSOR a non-exclusive, irrevocable, fully paid-
up, royalty-free, worldwide license (i) to distribute copies of any
publication regarding the Study within the SPONSOR and to its
licensees, licensors, affiliates, and authorized representatives and
(ii) to prepare derivative works of any such publication.

9.5 S vyhradou prav vydavatele timto poskytovatel a
zkousSejici ud€luji ZADAVATELI nevyhradni, neodvolatelnou,
plné splacenou, bezplatnou, celosvétovou licenci (i) k distribuci
kopii jakékoli publikace tykajici se studie v ramci spolecnosti
ZADAVATELE a déle jeho drzitelim licenci, poskytovatelim
licenci, pfidruzenym spole¢nostem a opravnénym zastupcim a
(ii) k ptipraveé odvozenych dél z jakékoli takové publikace.

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVI
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10.1 Any and all Study Results and Information, inventions,
discoveries, know-how, improvements, material or assets relating
to the Medicinal Study Drug, the Protocol or the Study, including
but not limited to material that may be subject to patent,
trademark or copyright protection and including any and all
existing or future rights therein (hereinafter collectively referred
to as “Assets”), whether patentable or not, conceived by
Institution or Investigator or Study Personnel, solely or jointly
with others as a result of work performed under this Agreement,
shall be promptly made know to the SPONSOR, and shall remain,
at all times the sole and exclusive property of SPONSOR and
SPONSOR shall own, to the widest extent possible under
Applicable Law, any and all Intellectual Property Rights thereto
(subject to the rights expressly reserved for CRO under Section
10.3). To the extent required for SPONSOR to obtain, secure and
perfect said rights and legal positions under Applicable Law, the
Assets shall automatically vest in SPONSOR and to the extent
required, Institution and Investigator hereby assign all rights, title
and interests in any and all Assets to SPONSOR, and shall
perform any and all other acts necessary to assist SPONSOR in
obtaining, securing and perfecting the rights to said Assets.
Institution and Investigator represent and warrant that they have
obligated Study Personnel to perform any and all acts required to
enable SPONSOR to obtain, secure and perfect said rights.
SPONSOR and its subsidiaries or affiliates shall be free to use the
Assets. Institution and Investigator shall furnish to SPONSOR all
Study data, results, case report forms and an acceptable
investigator's report. Any copyright in any such data, results, case
report forms and investigator's report shall be the sole property of
SPONSOR.

10.1 Veskeré vysledky studie a informace, vynélezy, objevy,
know-how, vylepSeni, materidly nebo aktiva souvisejici s
hodnocenym lé¢ivym piipravkem, protokolem nebo studii, mimo
jiné véetn¢ materiald, na které se miize vztahovat ochrana z titulu
patentu, ochranné znidmky nebo autorskych prdv, a vcetn¢
veskerych stavajicich nebo budoucich prav k nim (spolec¢né dile
jen ,aktiva®), at’ uz je lze patentovat, nebo nikoli, které byly
vytvofeny poskytovatelemnebo zkouSejicim nebo persondlem
studie samostatn€ nebo ve spolupréci s ostatnimi jako vysledek
praci provddénych podle této smlouvy, budou bez prodleni
ozndmeny ZADAVATELI avzdy zustanou vyhradnim
a vyluénym vlastnictvim ZADAVATELE a ZADAVATEL bude
prava duSevniho vlastnictvi knim (kromé& prav vyslovné
vyhrazenych pro CRO podle oddilu 10.3). V rozsahu, ktery je
nutny k tomu, aby ZADAVATEL ziskal, zabezpecil a zdokonalil
uvedend prava a pravni postaveni podle platnych zdkont, budou
aktiva automaticky proptjéena ZADAVATELI a poskytovatel
a zkousejici v pozadovaném rozsahu timto postupuji veskerd
prava, naroky azdjmy vztahujici se k jakymkoli aktivim na
ZADAVATELE a ulini veSkeré dalsi tkony nezbytné k tomu,
aby pomohli ZADAVATELI ziskat, zabezpecit a zdokonalit
prava vici uvedenym aktivim. Poskytovatel a zkouSejici
prohlasuji a zarucuji, Ze zavdzali persondl studie k tomu, aby
provadél veskeré kroky vyzadované k tomu, aby umoZnil
ZADAVATELI ziskat, zabezpecit a zdokonalit uvedend prava.
ZADAVATEL a jeho dcefiné nebo ptidruzené spolecnosti budou
moci aktiva volné pouzivat. Poskytovatel a zkousejici poskytnou
ZADAVATELI veskeré udaje ze studie, vysledky, zdznamy
subjektti hodnoceni a pfijatelnou zpravu zkousejiciho. Jakakoli
autorska prava k takovym udajim, vysledkim, zdznamim
subjektd hodnoceni a zpravdm zkousejictho budou vyhradnim
vlastnictvim ZADAVATELE.

10.2 Institution and Investigator shall disclose to CRO (who
will disclose to SPONSOR) all Study Results, Information and in
particular all inventions, findings, discoveries and other creative
ideas and developments (hereinafter referred to as Inventions)
conceived or reduced to practice as a direct result of the Study.
Such disclosure shall/must be made fully and promptly in writing
to an authorized/authorised representative of CRO (who will
disclose to SPONSOR).

10.2 Poskytovatel a zkouSejici zpiistupni CRO (kterd je
zptistupni ZADAVATELI) vsechny vysledky studie, informace,
azejména vSechny vyndlezy, zjiSténi, objevy ajiné kreativni
myslenky a vysledky vyvoje (dale jen vynélezy) vytvorené nebo
uvedené do praxe jako piimy dusledek studie. Takovéto
zptistupnéni bude / musi byt provedeno pln€ a neprodlené
v pisemné formé povéfenému zdstupci CRO (ktery jej zptistupni
ZADAVATELI).

10.3 All parties to this Agreement and SPONSOR shall retain
all right, title and interest in any intellectual property that was
owned by such party or SPONSOR prior to or apart from the
commencement of this Agreement. CRO and SPONSOR
acknowledge that Institution and Investigator may possess certain
inventions, methods, techniques, know-how, trade secrets, and
other intellectual property that was independently developed by
Institution and Investigator and is not related to or in any way
derived from the Study or any Confidential Information
(“Institution/Investigator IP”). As between the parties and the
SPONSOR, all Institution/Investigator IP shall remain the sole

10.3 Vsechny strany této smlouvy a ZADAVATEL si
ponechaji vSechna prdva, ndroky azdjmy vztahujici se

k jakémukoli duSevnimu vlastnictvi, které bylo ve vlastnictvi této
strany nebo ZADAVATELE pfed zahdjenim této smlouvy nebo
bez ohledu na n&j. CRO a ZADAVATEL berou na védomi, Ze
poskytovatel a zkouSejici mohou vlastnit urcité vyndlezy,
metody, techniky, know-how, obchodni tajemstvi a jiné dusevni
vlastnictvi, které nezdvisle vyvinul poskytovatel a zkouSejici a
které nesouvisi se studif nebo jakymikoli divérnymi informacemi
ani z nich neni jinak odvozeno (déle jen ,,duSevni vlastnictvi
zdravotnického zafizeni / zkousejictho*). Co se tyce vztahil mezi
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property of Institution or Investigator, including any
Institution/Investigator IP which is used, improved or modified
by Institution or Investigator during the term of this Agreement.
For the sake of clarity, patient medical records shall remain the
sole property of Institution and Investigator.Neither SPONSOR,
Institution nor Investigator transfers to the other by operation of
this Agreement any patent right, copyright right, or other
proprietary right of any party, except as described in this
Agreement.

stranami a ZADAVATELEM, veSkeré duSevni vlastnictvi
poskytovatele/ zkouSejictho zlstdvd vyhradnim vlastnictvim
poskytovatelenebo zkouSejictho, vcetné¢ veskerého duSevniho
vlastnictvi poskytovatele/ zkousejiciho, které poskytovatel nebo
zkousejici pouziva, zlepSuje nebo upravuje po dobu platnosti této
smlouvy. Pro upfesnéni, l€kaiské zdznamy pacientli zistanou
vyhradnim vlastnictvim poskytovatelea zkouSejiciho. Ani
ZADAVATEL, poskytovatel ani zkouSejici nepfevedou na
druhou stranu na zdkladé této smlouvy Zadnd patentovd, autorska
nebo jina vlastnickd prava kterékoli strany, s vyjimkou piipadi
popsanych v této smlouve.

10.4 Institution and Investigator agree that use of the
Medicinal Study Drug provided under this Agreement for any
purpose outside of the Study is prohibited. If Institution,
Investigator or Study Personnel use the Medicinal Study Drug
provided under this Agreement for any purpose outside the Study,
all data, results, conclusions, observations, discoveries,
inventions, ideas, know-how, procedures, advancements and the
like, whether patentable or not, shall be treated in all respects as
Assets in accordance with this Agreement and shall be the sole
property of SPONSOR.

10.4 Poskytovatel a zkouSejici souhlasi s tim, Ze pouziti
hodnoceného 1é¢ivého pfipravku poskytnutého podle této
smlouvy k jakémukoli t¢elu mimo studii je zakdzano. Pokud
poskytovatel, zkouSejici nebo persondl studie pouZiji hodnoceny
1éCivy piipravek poskytnuty podle této smlouvy k jakémukoli
ucelu mimo studii, budou se vSemi tudaji, vysledky, zdvéry,
pozorovanimi, objevy, vyndlezy, nidpady, know-how, postupy,
pokroky a podobné, at’ jiz patentovatelnymi nebo ne, zachdzet ve
vsech ohledech jako s aktivy v souladu s touto smlouvou a budou
vyhradnim vlastnictvim ZADAVATELE.

11. DATA PROTECTION & PRIVACY

11. OCHRANA UDAJU A SOUKROMI

11.1 The Institution and Investigator shall:

11.1 Poskytovatel a zkouSejici 1ékat:

(a)  comply with the data protection exhibit attached (a)  bude dodrZovat pfilohu o ochrané osobnich udaji
hereto as Exhibit D and incorporated herein by priloZenou k této smlouvé jako piiloha D a
reference; zaclenénou do ni odkazem;

(b)  promptly provide CRO with such reasonable (b)  bezodkladné poskytne CRO takovou pfiméfenou
cooperation, information and assistance as spolupréci, informace a pomoc, jakd bude ¢as od
required from time to time to enable CRO to Casu pozadovana, aby CRO umozZnila plnit jeji
comply with its obligations under Applicable povinnosti podle platnych zdkonti a podle
Law and under any agreements with SPONSOR; piipadnych smluv uzavienych se
and ZADAVATELEM; a

(¢)  not knowingly perform its obligations under this (c) nebude védomé plnit své povinnosti podle této

Agreement in such a way as to cause CRO to
breach any of its obligations under Applicable
Law.

smlouvy takovym zptsobem, ktery by zptsobil,
ze CRO porusi jakékoli své povinnosti podle
platnych zakon.

Amgen_PXL_Generic_Czech Republic_Inst PI_CSA_20191101
258026 20210031 Czech Republic Amgen PXL INST PI CSA 20230420 0.1

Page 19 of 52

Amgen_PXL_Genericky formulai_Cesk4

republika INST_PI_CSA__ 20191101

258026 20210031 Ceska republika Amgen PXL INST PI CSA 20230420 0.1
Strana 19 ze 52



11.2 Without limiting the generality of Section 11.1,
Institution and/or Investigator hereby represent and warrant that
they shall utilize one or more lawful bases under Applicable Law
legitimizing the Personal Data Processing, and notify Subjects,
Investigator’s and Study Personnel of the Personal Data
Processing, so that such Subjects’, Study Personnel’s and
Investigator’s Personal Data can be Processed by (including
transferred to) CRO, any of its Affiliates, and SPONSOR or any
of its Affiliates and regulatory authorities in each case within or
outside the country where such data originates.

11.2 Aniz by byla omezena obecnd platnost oddilu 11.1,
poskytovatel a/nebo zkouSejici timto prohlaSuje a zarucuje, Ze
vyuzije jeden nebo vice legitimizujicich zdkonnych zdkladt podle
platnych zdkonti umoziujicich zpracovdvani osobnich udaji
abude informovat subjekty hodnoceni, zkouSejici a persondl
studie o zpracovani osobnich udaji tak, aby tyto osobni udaje
subjektti hodnoceni, zkousejicich a persondlu studie mohly byt
zpracovdvany (vcetné preddvdani) CRO, jakymikoli jejimi
pfidruZenymi spole¢nostmi a ZADAVATELEM nebo kteroukoli
z jeho pridruZenych spolecnosti a regulacnimi orgdny v kazdém
piipadé v zemi ptivodu tdajii nebo mimo ni.

11.3 If requested by SPONSOR or CRO in order to enable
SPONSOR or CRO to comply with any Applicable Law and to
perform Processing of any Trial Data, Institution and Investigator
will work with SPONSOR or CRO in good faith to address any
issue relating to the Processing of Trial Data.

11.3 Pokud to budou ZADAVATEL nebo CRO vyZzadovat za
ucelem dodrZeni vsech platnych zdkont a za ucelem zpracovani
jakychkoli udaji z klinického hodnoceni, budou poskytovatel a
zkousSejici v dobré vite spolupracovat se ZADAVATELEM a
CRO pfi feSeni jakychkoli problémi souvisejicich se
zpracovanim tdaju z klinického hodnoceni.

114 Institution and Investigator warrant and covenant that they
will comply with internationally recognized standards and
Applicable Laws protecting personally identifiable information,
including without limitation, patient health information as required
by and in accordance with the Study. CRO and SPONSOR shall
have authorization to use such protected health information for the
purposes of monitoring the accuracy and completeness of the
research data, performing new clinical and scientific research, and
medical product development. Any such authorization and any
modifications thereto, shall be in a form reasonably acceptable to
CRO and SPONSOR.

114 Poskytovatel a zkouSejici zarucuji a zavazuji se, Ze budou
dodrZovat mezindrodné uzndvané standardy a platné zdkony o
ochran¢ osobné identifikovatelnych informaci, mimo jiné vcetné
zdravotnich informaci pacientd, jak je vyZadovano studii a v
souladu se studii. CRO a ZADAVATEL budou oprdvnéni pouZivat
tyto chranéné zdravotni informace pro dcely sledovani piesnosti a
dplnosti vyzkumnych tdajt, provadéni nového klinického a
védeckého vyzkumu a vyvoje zdravotnickych piipravki. Jakékoli
takové opravnéni a jakékoli jeho tpravy budou mit podobu, ktera je
pro CRO a ZADAVATELE v pifiméfené mife pfijatelna.

The parties and SPONSOR agree to adhere to applicable personal
data protection laws, especially Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of
personal data and on the free movement of such data, and repealing
Directive 95/46/EC (General Data Protection Regulation), the law
110/2019 Coll., on regulating personal data processing and relevant
guidelines of the State Institute for Drugs Control, in particular
guideline KLLH-22, if applicable.

Strany a ZADAVATEL souhlas{ s tim, Ze budou dodrZovat platné
zakony o ochran¢ osobnich tdajl, zejména naiizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich udajii a o
volném pohybu téchto tidajti, a zruseni smérnice 95/46/ES (obecné
naifzeni o ochrané udajii), zdkon ¢. 110/2019 Sb., o zpracovani
osobnich udajd, a pfislusné pokyny Statniho dstavu pro kontrolu
1é¢iv, zejména pokyn KLH-22, pokud se vztahuje.

12. INDEMNIFICATION

12. ODSKODNENI

12.1 Indemnification conditions of Institution / Investigator by
the SPONSOR shall be governed by the Letter of Indemnity.

12.1 Podminky odskodnéni poskytovatele / zkousejiciho
ZADAVATELEM se budou tidit Dohodou o odSkodnéni.
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12.2 Institution and Investigator shall immediately notify
CRO in writing of any claim from a Subject of illness or injury
that is claimed to be due to an adverse reaction to the Medicinal
Study Drug administered pursuant to the Protocol or any of the
clinical intervention or procedures that are provided for or
required by the Protocol to which the Subjects would not have
been exposed but for their participation in the Study. Institution
and Investigator shall allow SPONSOR to handle such claim
(including, if applicable, settlement negotiations), and shall
cooperate fully with SPONSOR in its handling of the claim.

12.2 Poskytovatel a zkouSejici budou ihned pisemné
informovat CRO o jakémkoli naroku subjektu hodnoceni
v souvislosti s onemocnénim ¢i zdravotni djmou, které mély
udajné vzniknout v dusledku nezddouci reakce na hodnoceny
1é¢ivy piipravek podany v souladu s protokolem nebo na jakykoli
jiny klinicky zakrok nebo postupy, které byly provedeny nebo
vyzZadovany protokolem a které by subjekty hodnoceni jinak
neabsolvovaly, kdyby se netcastnily studie. Poskytovatel a
zkouSejici umoZni ZADAVATELI naklddat s takovym ndrokem
(v€etné jednani o mimosoudnim vyrovndni, dle situace) a bude
plné spolupracovat se ZADAVATELEM na feSeni tohoto ndroku.

12.3 Neither CRO nor SPONSOR will be responsible for, and
Institution shall defend, indemnify and hold CRO and its
Affiliates, and SPONSOR and its Affiliates (and their respective
directors, officers and employees) harmless from, any loss, claim,
or demand arising from, but not limited to any (a) injuries or
damages incurred if they are the result of or are alleged to be the
result of negligence or wilful misconduct on the part of the
Institution, Investigator or Study Personnel; (b) activities contrary
to the Protocol, any Study Instructions, this Agreement, or
Applicable Law; (c) unauthorized warranties made by the
Institution, Investigator or Study Personnel concerning the
product being tested; or (d) case in which written informed
consent was not obtained in accordance with the Protocol for the
Subject involved in such case.

12.3 CRO ani ZADAVATEL nebudou odpovédni
a poskytovatel bude branit, odskodni a zbavi odpovédnosti CRO
a jeji ptidruzené spolecnosti i ZADAVATELE a jeho ptidruzené
spolecnosti (a jejich pfislusné feditele, vedouci pracovniky
a zaméstnance) za jakékoliv ztrdty, ndroky nebo poZadavky
vznikajici mimo jiné ze (a) zdravotni Gjmy nebo Skod vzniklych
v disledku nebo tdajné v disledku nedbalosti nebo timyslného
pochybeni ze stranyposkytovatele, zkousejictho nebo persondlu
studie; (b) ¢innosti v rozporu s protokolem, jakymikoli pokyny ke
studii, touto smlouvou nebo platnymi zakony; (c) neschvélenych
zaruk ucinénychposkytovatelem, zkousejicim nebo persondlem
studie tykajicich se pripravku, ktery je zkoumdn; nebo (d)
piipadu, kdy nebyl ziskdn pisemny informovany souhlas
v souladu s protokolem od subjektu hodnoceni, jehoZ se dany
piipad tyka.

124 Institution and Investigator shall be liable under this
Agreement for damages resulting from negligence or wilful
misconduct in the execution of the Study.

124 Dle této smlouvy jsou poskytovatel a zkousSejici
odpovédni za Skodu vzniklou z nedbalosti nebo umyslného
pochybeni pti provadéni této studie.

12.5 CRO shall be liable under this Agreement for damages
resulting from its negligence or wilful misconduct in the
execution of its obligations hereunder.

12.5 CRO je dle této smlouvy odpoveédna za nihradu skody
vzniklé z nedbalosti nebo imyslného protipravniho jednani pfi
plnéni povinnosti podle této smlouvy.

13. INSURANCE

13. POJISTENI

CRO procures that SPONSOR shall, to the extent
required by law (specifically § 58 paragraph 2 of Act No.
378/2007 Coll., on Pharmaceuticals, as amended), maintain in
full force and effect throughout the performance of the Study
clinical trials liability insurance in accordance with local
regulations.

CRO zajisti, aby ZADAVATEL mél vrozsahu
pozadovaném zdkonem (konkrétné¢ § 58 odst. 2 zdkona ¢.
378/2007 Sb., o léCivech, v platném znéni) po celou dobu
provadéni studie sjednané plné platné aGfinné pojisSténi
odpovédnosti  za Skodu vzniklou v disledku klinického
hodnoceni v souladu s mistnimi pfedpisy.

14. DEBARMENT

14. ZAKAZ CINNOSTI
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14.1 Institution and Investigator hereby represent and warrant
that neither Institution, Investigator nor any Study Personnel or
person employed by Institution or Investigator to work on the
Study (including any subcontractor permitted pursuant to Section
17.2) has been:

14.1 Poskytovatel a zkousSejici timto prohlasuji a zarucuji se,
Ze o poskytovateli, o zkouSejicim, o persondlu studie, ani o Zadné
osob¢ zaméstnané poskytovatelemnebo zkousejicim k provadéni
praci ve studii (v¢etné jakéhokoli subdodavatele povoleného dle
oddilu 17.2) neplati nasledujici:

(a) debarred by any relevant authorities, pursuant (a) uloZzeny zdkaz Cinnosti ze strany jakychkoli
to any Applicable Law or rules, in any ptislusnych organti v souladu s jakymikoli
jurisdiction in which they have practiced, in platnymi zdkony nebo pravidly v jakékoli
particular Europe or the United States or jurisdikci, ve které vykondvajf praxi, zejména v
disqualified or excluded as a clinical Evropé¢ nebo Spojenych stitech nebo
investigator under any Applicable Law or rules diskvalifikace nebo vylouceni jako klinického
in any jurisdiction in which they have practiced, zkousejictho podle platnych zdkonti nebo
in particular Europe or the United States; pravidel v jakékoli jurisdikci, ve které

provozoval praxi, zejména v Evropé nebo
Spojenych statech;

(b) threatened to be debarred or indicted for a crime (b) hrozi ji, Ze ji bude zakdzédna ¢innost nebo bude
or otherwise engaged in conduct for which a obzalovdna z trestného ¢inu, nebo se jinak
person can be debarred under Applicable Law; zapojila do chovani, za které ji miZe byt podle

platnych zdkoni uloZen zdkaz Cinnosti;

(©) disciplined by and/or banned by a relevant () byla disciplindrné potrestdna nebo ji bylo

authority from carrying out clinical trials.

pfislusnym orgdnem
klinickych hodnoceni.

zakdzdno provadéni

For purposes of this Section, any of the foregoing shall be deemed
to constitute being “debarred”.

Pro tcely tohoto oddilu bude cokoli z vySe uvedeného
povaZovdano za oznaceni ,,vyloucen®.

In addition, Institution and Investigator agree that no debarred
person will in the future be employed or otherwise engaged
(including on a contract basis) by Institution or Investigator to
work on the Study. If during the course of the Study, Institution
or Investigator becomes debarred or learns that any person
connected with the Study is debarred, or that there is a threat of
debarment, an inquiry concerning debarment or commencement
of any proceeding concerning debarment of any such person, then
Institution and Investigator must immediately notify SPONSOR
and CRO. CRO may immediately terminate this Agreement in the
event any of the foregoing occurs or Institution or Investigator
fails to notify CRO and SPONSOR under this Section.

Kromé toho poskytovatel a zkousSejici souhlasi, Ze v budoucnu
nezaméstnaji ani jinak nezapoji (vCetné¢ smluvniho vztahu)
Zadnou vyloucenou osobu k Cinnostem na studii. Pokud se v
prubéhu studie poskytovatel nebo zkousejici stane vylouéenou
osobou nebo zjisti, Ze jakdkoli osoba podilejici se na studii je
vylouCenou osobou, piipadné hrozi vylouceni, vySetfovani
tykajici se vylouceni nebo zahdjeni jakéhokoli fizeni v souvislosti
s vyloucenim jakékoli takové osoby, pak poskytovatel a
zkousSejici musi okamZité¢ uvédomit ZADAVATELE a CRO.
CRO muZe tuto smlouvu okamzit¢ vypovédét v piipadé, Ze
nastane kterdkoli z vySe uvedenych situaci nebo pokud
poskytovatel nebo zkousSejici neuvédomi CRO a ZADAVATELE
podle tohoto oddilu.

15. PAYMENT TERMS AND CONDITIONS

15. PLATEBNI PODMINKY
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15.1 In full consideration for the Services of Institution,
Investigator and Study Personnel rendered in compliance with the
Protocol, CRO agrees to pay the fees and expenses set forth in
Exhibit A. Such fees and expenses will be paid solely to the
Institution, except as otherwise expressly set forth in Exhibit A. The
parties agree that Exhibit A — Payment Schedule is part of this
Agreement clarifying the schedule of payments associated with
this Agreement and that the fees and expenses set forth in Exhibit
A as may be amended represent the fair market value for the
Services provided by Institution and Investigator, comply with
Applicable Laws, are consistent with fees charged for similar
activities in Institution’s and Investigator’s geographical area,
have been negotiated at arms-length, and are unrelated to any
procurement decision or promotion of SPONSOR’S (or its
Affiliates') products, the volume or value of any referrals or other
business otherwise generated between SPONSOR, Institution and
Investigator. Payments shall be made in accordance with the
provisions set forth in Exhibit A, with the last payment being
made after Institution and Investigator complete all of their
obligations under this Agreement and any Exhibits thereto.
Institution and Investigator shall not seek reimbursement for any
medical services or Investigational Medicinal Product from any
third-party payers if such costs are already covered by payments
made under this Agreement. CRO shall have no obligation to
compensate Institution or Investigator for a Subject who is
determined to be ineligible for a Study, except for screen fails if
provided for in Exhibit A, or for additional individuals who are
enrolled in a Study without SPONSOR'’S and CRO’s prior written
approval. In the event that a Subject (i) withdraws voluntarily; or (ii)
is withdrawn from a Study for any reason other than the Subject
failing to meet eligibility requirements, then CRO shall compensate
Institution or Investigator pursuant to the terms of Exhibit A for the
procedures completed through the date of such withdrawal.

151 Vramci plné odmény za sluzbyposkytovatele,
zkouSejictho a persondlu studie poskytované v souladu
s protokolem souhlasi CRO s tim, Ze uhradi poplatky a vydaje
uvedené v Pifloze A. Tyto poplatky a vydaje budou vyplaceny
vyhradnéposkytovateli, pokud nebude v Piiloze A vyslovné jinak
uvedeno. Smluvni strany souhlasi stim, Ze Piiloha A -
Harmonogram plateb — je soucdsti této smlouvy a objasiiuje
harmonogram plateb v souvislosti s touto smlouvou a Ze poplatky
avydaje uvedené v Pifloze A v pfipadném pozdéjSim znéni
predstavuji ~ skutecnou  trzni  hodnotu  za sluzby
poskytované poskytovatelem a zkouSejicim, jsou v souladu
s platnymi zdkony, jsou v souladu s poplatky udctovanymi za
podobné  Cinnosti v geografické oblasti  poskytovatelea
zkousejiciho, byly sjedndny za obvyklych trZznich podminek a
nebyly stanoveny zpusobem, ktery zohlediiuje nakup nebo
podporu nakupu produktt ZADAVATELE (nebo jeho
pfidruzenych spolecnosti), objem nebo hodnotu jakychkoli
doporuceni nebo jiné obchodni ¢innosti jinak generované mezi
ZADAVATELEM, poskytovatelema zkouSejicim. Platby budou
vykondvané v souladu s ustanovenimi uvedenymi v Pfiloze A
s tim, Ze posledni platba bude provedena poté, co poskytovatel a
zkouSejici zakonci své veskeré zavazky podle této smlouvy a
veskerych jejich priloh. Poskytovatel a zkouSejici nebudou
pozadovat udhradu jakychkoli Ilékaiskych sluZeb nebo
hodnoceného 1é¢ivého piipravku od platct tfetich stran, pokud
jsou tyto ndklady jiz kryty dhradami podle této smlouvy. CRO
nebude mit povinnost odménit poskytovatele nebo zkousejictho
za subjekt, ktery je shledan nezplsobilym pro studii, s vyjimkou
nedspésného screeningu, pokud je to uvedeno v piiloze A, ani za
dalSi osoby, které jsou zatazeny do studie bez ptedchoziho
pisemného souhlasu ZADAVATELE a CRO. V piipadég, Ze
subjekt (i) dobrovolné odstoupi; nebo (ii) je vyfazen ze studie z
jakéhokoli jiného ddvodu, neZ je nesplnéni pozadavkii na
zpusobilost ~ subjektu, CRO vyplati poskytovatelinebo
zkouSejicimu odménu podle podminek pifilohy A za postupy
dokoncené do data takového odstoupeni.

15.2 Institution and Investigator shall comply with all
obligations with respect to taxes and social security contributions, if
applicable, which relate to the subject matter of this Agreement
including, without limitation, those that relate to any payments made
hereunder to Institution, Investigator, Study Personnel or, as the case
may be, those that relate to any payments made by Institution or
Investigator to Study Personnel. Institution or Investigator, not
CRO or SPONSOR, shall be responsible for any and all taxes on
any and all income Institution or Investigator receives under this
Agreement.

15.2 Poskytovatel a zkouSejici budou dodrzovat vSechny
povinnosti tykajici se dan{ a piispévkll na socidlni zabezpeceni, je-
li to relevantni, které se vztahuji k pfedmétu této smlouvy, mimo
jiné vcetné téch, které se vztahuji k jakymkoli platbam provadénym
podle této smlouvy ve prospéchposkytovatele, zkousejiciho nebo
persondlu studie, pfipadné téch, které se vztahuji k jakymkoli
platbdm provadénym poskytovatelemnebo zkousejicim ve prospéch
persondlu studie. Poskytovatel nebo zkousejici, nikoli CRO ¢i
ZADAVATEL, ponese odpovédnost za veSkeré dané ze vSech
piijmi, které poskytovatel nebo zkousejici obdrzi podle této
smlouvy.

15.3 Institution and Investigator acknowledge and agree that
its, his or her judgment with respect to its, his or her advice to and
care of each Subject is not and shall not be affected by the

15.3 Poskytovatel a zkousSejici berou na védomi a souhlasi
s tim, Ze jejich dsudek s ohledem na jejich doporuceni kazdému
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compensation Institution and/or receive in

accordance with the Study.

Investigator

subjektu hodnoceni a pé¢i o néj neni a nebude ovlivnén odménou,
kterou poskytovatel a/nebo zkousSejici v ramci studie obdrZzi.

154 Institution and Investigator agree that SPONSOR and
CRO may disclose the fees and expenses payable or paid under
this Agreement to any governmental authorities according to
Applicable Law.

154 Poskytovatel ~ a zkouSejici  souhlasi  stim, Ze
ZADAVATEL a CRO mohou podle platnych zdkonl zpfistupnit
informace o odménich a vydajich splatnych nebo uhrazenych
podle této smlouvy libovolnym statnim orgdntim.

15.5 The pricing, fees, and compensation stated herein are
inclusive of all applicable employment-related, consumer, use
and other similar taxes (except Value Added Tax ("VAT")/sales
tax), levies, duties, fees, and assessments which are legally
enacted on or before the Effective Date (as defined herein),
whether or not then in effect. VAT/sales tax, if applicable, will be
paid by CRO at the applicable rate and upon receipt of a valid
VAT/sales tax invoice.

15.5 Ceny, poplatky a odmény uvedené v tomto dokumentu
zahrnuji vSechny pfislusné dané souvisejici se zaméstndnim,
spotiebni dané¢, dané z uZivan{ a dalsi podobné dané (s vyjimkou
dané z pfidané hodnoty [,,DPH] / dané z prodeje), poplatky, cla,
platby a vymeéry, které jsou zdkonné pfijaty k datu tcinnosti nebo
pred nim (jak je definovano v tomto dokumentu), bez ohledu na
to, zda jsou v té dobé¢ platné ¢i nikoli. DPH / daii z prodeje, je-li
relevantni, uhradi CRO v pfislusné sazbé a po obdrzeni platné
faktury s DPH / danf z prodeje.

15.6 The estimated total value of the remuneration based on the
Agreement is 12 000 000 CZK.

15.6 Predpoklddand celkova hodnota odmény na zdkladé smlouvy
¢ini ¢astku ve vysi 12 000 000 CZK

16. TERMINATION

16. UKONCENI SMLOUVY

16.1 This Agreement will become effective upon publishing
in Contract Registry according to Act No. 340/2015 Coll., on the
Conract Registry (“Effective Date”) regardless of the dates of the
parties’ execution and shall continue in effect for the full duration
of the Study according to the Protocol unless sooner terminated
in accordance with the provisions of this Section. CRO may
suspend or terminate this Agreement immediately, in whole or in
part, upon written notice to Institution and Investigator for any
reasons, including without limitation upon any of the following
occurrences:

16.1 Tato smlouva nabyva ucinnosti k datu uvetejnéni v
registru smluv dle zdkona &. 340/2015 Sb., o registru smluv
(,,datum uc¢innosti*‘), a to bez ohledu na datum, kdy bude faddn¢
uzaviena vSemi stranami, a bude ucinnd po celou dobu trvani
studie podle protokolu, pokud nebude vypovézena diive
v souladu s ustanovenimi tohoto oddilu. CRO muzZe pozastavit
nebo vypovédet tuto smlouvu celou nebo ¢astecné bezprostiedne
pisemnou vypovédi poskytovatelia zkouSejicimu z jakychkoli
divodii, mimo jiné veetné jakychkoli z nasledujicich situaci:

(a) Institution or Investigator has failed to cure a
breach to this Agreement within thirty (30) days
of receipt of written notice specifying such
breach; or

(a poskytovatel nebo zkouSejici nenapravi
poruseni této smlouvy do tficeti (30) dnu
od pfijeti pisemného oznameni uvadejiciho toto
poruseni; nebo

(b) Investigator becomes personally unavailable to
conduct the Study and a CRO- and SPONSOR
approved replacement has not been identified

by Institution and Investigator; or

(b) ZkouSejici neni naddle osobné schopen
provadét studii a poskytovatel a zkousSejici
neurCili nédhradnika schvdleného CRO a

ZADAVATELEM; nebo
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(c) two months after shipment of the
Investigational Medicinal Product, Investigator
has failed to meet the enrolment target for
Subjects set forth in Exhibit A, or has recruited
such a low number of Subjects that it can be
reasonably assumed by CRO that the agreed
number of Subjects will not be reached in
accordance with the schedule set forth in
Exhibit A; or

(©) dva mésice po zasldni Hodnoceného 1é¢ivého
ptipravku se Zkousejicimu nepodafilo splnit cil
naboru tykajici se Subjektti hodnoceni, jak je
uvedeno v Piiloze A, nebo registroval tak maly
pocet Subjektti hodnoceni, Ze CRO nemuZe
rozumn¢ piedpokladat, Ze se podaii dosdhnout
dohodnutého poctu Subjekti hodnoceni v
souladu s harmonogramem uvedenym v Pfiloze
A; nebo

(d) the authorization/authorisation and approval to (d) ptislusny regulacni orgdn stihne povoleni a
perform the Study is withdrawn by the relevant schvaleni k provadéni studie; nebo
regulatory authority or

(e) the audit or regulatory inspection identifies a (e) Audit nebo kontrola regulacniho orgdnu odhali
serious breach or lack of compliance with this zdavazné poruSeni nebo nedodrzeni této
Agreement; or smlouvy; nebo

) if any of the circumstances permitting ®) pokud dojde k jakékoli situaci, kterd umozni

termination pursuant to Section 14.1 occur.

vypovéd smlouvy podle oddilu 14.1.

16.2 This Agreement may be terminated by Institution or
Investigator, upon sixty (60) days’ prior written notice, for breach
of contract by CRO if the breach is not cured within thirty (30)
days of notification. Furthermore, the Institution may terminate
this Agreement with immediate effect upon written notice to the
other party in the event that the Investigator withdraws from this
Agreement, becomes unavailable, or terminates their
employment relationship with the Institution, and despite the
Institution's best efforts, an adequate replacement acceptable also
for SPONSOR cannot be found.

16.2 Poskytovatel nebo zkousejici muiZe vypovédét tuto
smlouvu na zdkladé pisemné vypovédi s vypovédni lhitou
Sedesdt (60) dni, a to z divodu porusené smlouvy ze strany CRO,
pokud nedojde k ndpravé poruseni do tficeti (30) dni po
upozornéni na toto poruseni. Ddle mize poskytovatel vypoveédet
tuto smlouvu s okamZitou G¢innosti na zaklad¢ pisemné vypovédi
druhé stran¢ v piipadé, Ze zkousejici odstoupi od této smlouvy,
prestane byt k dispozici nebo ukon¢i sviij pracovnépravni vztah
s poskytovatelem, a i pfes vynaloZeni maximalniho usili ze strany
poskytovatele nebude mozno nalézt odpovidajici ndhradu, kterd
by byla ptijatelnd i pro ZADAVATELE.

16.3 If this Agreement is terminated prematurely in
accordance with Section 16.1 or 16.2, Institution and Investigator
shall only be entitled to compensation in accordance with the
terms of Exhibit A up to the date of termination and shall:

16.3 Pokud bude tato smlouva pfedCasn€¢ vypovézena v
souladu s oddilem 16.1 nebo 16.2, budou mit poskytovatel a
zkousejici narok na odSkodnéni pouze v souladu s podminkami
ptilohy A aZ do data ukonceni a poskytovatel a zkousejici:

(a) stop enrolling Subjects into the Study and shall
cease conducting procedures on Subjects
already enrolled in such Study as directed by
SPONSOR, through the CRO, to the extent
medically permissible and appropriate;

(a) prestane zafazovat subjekty do studie a pfestane
provadét postupy u subjektl, které jiz byly do
takové studie zarfazeny podle pokyni
ZADAVATELE poskytnutych prostfednictvim
CRO, a to v rozsahu lékafsky piipustném a
vhodném,;
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(b) minimize further costs while maintaining good (b) bude minimalizovat dal$i ndklady a zdroven
medical care of the Subjects; zajiStovat dobrou zdravotni péci subjektim

hodnocent;

() ensure that all Subjects shall complete the () zajisti, aby vSechny subjekty hodnoceni
Study according to the Protocol unless dictated dokonéily studii podle protokolu, pokud
otherwise by Study Instructions; nebude v pokynech ke studii uvedeno néco

jiného;

(d) return to CRO within 30 calendar days of the (d) vrati CRO do 30 kalendafnich dnti od data
effective date of termination any funds not Ucinnosti  ukonceni  veSkeré finan¢ni
expended or irrevocably obligated by prostiedky, které poskytovatel nebo zkousejici
Institution or Investigator prior to the effective nevynaloZil nebo neodvolatelné nezavazal pred
date of the termination; datem ucinnosti ukondéeni;

(e) within 30 calendar days of the effective date of (e) do 30 kalenddinich dni od data uc¢innosti
the termination, submit to CRO a final invoice vypovédi predlozi CRO zavérecnou fakturu
identifying any amounts CRO may owe relative uvadéjici jakékoli castky, které muze CRO
to the terminated Study and pursuant to the dluzit v souvislosti s ukonCenou studii a v
terms of this Agreement; and souladu s podminkami této smlouvy; a

® in accordance with CRO’s instructions, (i) ® v souladu s pokyny CRO (i) bude uchovévat

preserve any data relating to the Study; (ii) turn
over such data; and (iii) furnish CRO an
acceptable investigator’s report for the Study.

veskeré udaje tykajici se studie; (ii) preda tyto
udaje; a (iii) ptedlozi CRO pfijatelnou zpravu
zkousejiciho tykajici se studie.

16.4 Should Investigator conclude that continuation of the
Study is no longer medically justifiable, due to (i) unexpected
results, (ii) the severity or prevalence of serious adverse events or
(iii) the efficacy of the treatment with Medicinal Study Drug
appears to be insufficient; then he/she will promptly notify CRO and
the EC/IRB in writing, and may suspend treatment of Subjects until
such time as CRO (based on consultations with SPONSOR) and
Investigator reach agreement as to the best course of action.

16.4 Pokud zkousSejici dojde k zavéru, zZe pokracovani studie
neni nadéle ze zdravotniho hlediska opodstatnéné z duvodu (i)
neocekdvanych vysledkd, (ii) zavaznosti nebo vyskytu zdvaznych
nezadoucich pithod nebo (iii) ucinnost 1écby hodnocenym
1é¢ivym pripravkem se jevi nedostatecnd, neprodlené o tom
pisemné¢ informuje CRO a EK/IRB a miZe pozastavit 1écbu
subjektti hodnoceni, dokud se CRO (na zdkladé porady se
ZADAVATELEM) se zkouSejicim nedohodnou na nejlepsim
moZném feSeni.

16.5 Termination or expiration of this Agreement by any party
shall not affect the rights and obligations of the parties accrued prior
to the effective date of termination of this Agreement. The parties'
rights and obligations under any provisions set forth in this
Agreement related to ownership of Assests, confidentiality,
publications, use of names, Applicable Laws, governing law,
Materials, data protection and privacy, subject injury and
indemnification, and insurance shall survive expiration or
termination. In addition, any provision of this Agreement that
should survive expiration or termination of this Agreement in order

16.5 Ukonceni nebo uplynuti platnosti této smlouvy kteroukoli
smluvni stranou nema vliv na prava a povinnosti smluvnich stran
vzniklé pfed datem ucinnosti ukonceni této smlouvy. Prava a
povinnosti smluvnich stran vyplyvajici z jakychkoli ustanoveni této
smlouvy tykajicich se vlastnictvi aktiv, davérnosti, publikact,
pouzivani jmen, platnych zdkonl, rozhodného prava, materidll,
ochrany tdajii a soukromi, Gjmy na zdravi a odSkodnéni subjektt a
pojisténi ziistanou v platnosti i po uplynuti platnosti nebo vypovedi.
Dale jakékoli ustanoveni této smlouvy, které by mélo pretrvat i po
uplynuti platnosti nebo vypovédi této smlouvy, aby byl jeji zdmér
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to give proper effect to its intent, shall survive expiration or
termination of this Agreement.

fadn¢ dcinny, zlstane v platnosti i po uplynuti platnosti nebo
vypovézeni této smlouvy.

17. INDEPENDENT CONTRACTOR

17. NEZAVISLY DODAVATEL

171 The relationship of Institution and Investigator to CRO
is that of independent contractor. Institution and Investigator
commit themselves to perform the Services only as independent
contractor and nothing contained herein shall be construed to be
inconsistent with that relationship or status. Institution,
Investigator, and Study Personnel shall not be considered
employees or agents of CRO or SPONSOR and, as such, shall not
be entitled to any benefits available to employees of CRO or
SPONSOR. Institution represents and warrants that it is an
employer subject to, and shall comply with, all Applicable Laws.

171 Vztah poskytovatelea zkousejictho vici CRO ma
povahu nezavislého dodavatele. Poskytovatel a zkousSejici se
zavazuji provadét sluzby pouze jako nezdvisly dodavatel,
pficemZ nic v tomto dokumentu nebude vykldddno v rozporu s
timto vztahem nebo postavenim. Poskytovatel, zkouSejici
a persondl studie nebudou povaZovani za zaméstnance nebo
zastupce CRO nebo ZADAVATELE a jako takovi nebudou mit
ndrok na Zaddné vyhody, které maji zaméstnanci CRO nebo
ZADAVATELE. Poskytovatel prohlasuje a zarucuje, Ze je
zaméstnavatelem, na kterého se vztahuji vSechny platné zdkony a
bude je dodrzovat.

17.2 Institution and Investigator shall not retain any
subcontractors or affiliates to perform any of its obligations in
whole or in part under this Agreement without the prior written
consent of CRO and SPONSOR. Any such consent shall not
relieve Institution and Investigator of its obligations hereunder,
and Institution and Investigator shall remain fully liable for all
acts and omissions of any such subcontractor. CRO shall be
permitted to assign in whole or in part the discharge of obligations
it assumed under this Agreement to any of its Affiliates (or
adequately qualified third-party subcontractors), subject to
SPONSOR approval, without releasing CRO from its
responsibility for the appropriate performance of such assigned
obligations towards Institution.

17.2 Poskytovatel a zkouSejici nesmi bez predchoziho
pisemného souhlasu CRO a ZADAVATELE najmout Ziadného
subdodavatele nebo pfidruZzené spolecnosti, aby plnili kterékoli
z jejich povinnosti podle této smlouvy. Zadny takovy souhlas
neznamend zbaveni poskytovatelea zkousejictho 1ékafe jejich
zavazkl podle této smlouvy s tim, Ze poskytovatel a zkousejici
Iékai zustanou za veSkeré jednani i opomenuti jakéhokoli
takového subdodavatele pln€ odpovédni. CRO bude mit moZnost
se souhlasem ZADAVATELE zcela ¢i ¢astecné pievést plnéni
povinnosti pfevzatych na zdklad¢ této smlouvy na kteréhokoli ze
svych pfidruzenych subjekti (nebo piislusné kvalifikované
subdodavatele tfeti strany), aniZ to zbavi CRO odpovédnosti za
spravné plnéni takto prevedenych smluvnich povinnosti
viciposkytovateli.

17.3 This Agreement shall not constitute, create or in any way
be interpreted as, a joint venture, partnership, or business
organization of any kind.

17.3 Tato smlouva nezfizuje, nevytvaii a nemiZe byt ani
interpretovdna jako spolecny podnik, obchodni sdruzeni nebo
obchodni organizace jakéhokoli typu.

18. CONTRACTUAL

18. NALEZITOSTI SMLOUVY

18.1 Titles to the Sections of this Agreement are solely for
convenience and do not constitute a substantive part of this
Agreement.

18.1 Nadpisy oddili vtéto smlouvé maji pouze zvysit
srozumitelnost a nepfedstavuji vyznamnou soucdst této smlouvy.

18.2 If any provision of this Agreement is held illegal, invalid
or unenforceable by a court of law, in whole or in part, such

18.2 Pokud bude jakékoli ustanoveni této smlouvy shledano
nezdkonnym, neplatnym nebo nevymahatelnym ze strany soudu,

Amgen_PXL_Generic_Czech Republic_Inst PI_CSA_20191101
258026 20210031 Czech Republic Amgen PXL INST PI CSA 20230420 0.1

Page 27 of 52

Amgen_PXL_Genericky formulai_Cesk4

republika INST_PI_CSA__ 20191101

258026 20210031 Ceska republika Amgen PXL INST PI CSA 20230420 0.1
Strana 27 ze 52



provision shall be deemed to be restated to reflect as nearly as
possible the original intentions of the parties in accordance with
Applicable Laws and the legality, validity and enforceability of
the remainder of this Agreement shall not be affected thereby.

at’ jiz zcela nebo z¢asti, bude se mit za to, Ze takové ustanoveni
bude piehodnocovéno tak, aby co nejvérnéji odrazelo pivodni
zameéry stran v souladu s platnymi zdkony, a zdkonnost, platnost
a vymahatelnost zbytku této smlouvy tim nebude dotéena.

18.3 Failure, or delay, to insist upon compliance with any of
the terms and conditions of this Agreement shall not constitute a
general or continuing waiver or relinquishment of any such terms
or conditions, and the same shall remain at all times in full force
and effect. Terms in this Agreement may only be waived by an
express notice in writing signed by the waiving party. The waiver
of one breach hereunder shall not constitute the waiver of any
other or subsequent breach.

18.3 Netrvdni na dodrzovani kterékoli z podminek této
smlouvy nebo opoZzdéné trvani na dodrZovdni nepfedstavuje
vSeobecné nebo dalsi zieknuti se prav ani vzdani se kterékoli
takové podminky, nybrz plati, Ze takovd podminka ziistane po
celou dobu plné platnd a u¢innd. Podminky v této smlouvée se lze
zfici pouze vyslovnym pisemnym ozndmenim podepsanym
ztikajici se stranou. Zieknuti se v piipadé jednoho poruseni této
smlouvy nepfedstavuje zieknuti se jakéhokoli jiného nebo
nédsledného poruseni.

18.4 Institution and Investigator understand and agree that, as
set forth in Section 2.3, SPONSOR is an intended third-party
beneficiary of this Agreement.

18.4 Poskytovatel a Zkousejici se dohodli a souhlasi s tim, Ze
ZADAVATEL je opravnénou tfeti stranou této Smlouvy, jak je
uvedeno v oddilu 2.3.

18.5 The respective signatories of the parties to this
Agreement represent and warrant that they have the authority and
ability to enter into the terms, provisions and conditions of this
Agreement on behalf of their respective parties.

18.5 Pfislusni signatdfi stran této smlouvy prohlasuji
a zaruCuji se, Ze jsou opravnéni a schopni uzaviit ustanoveni
a podminky této smlouvy jménem svych pfisluSnych stran.

18.6 In the event that either party shall be delayed, hindered,
or prevented from the performance of any act required hereunder
by reason of restrictive governmental or judicial orders or
decrees, riots, insurrection, war, or acts of God (each, a “Force
Majeure”), performance of such act shall be excused for the
length of time not to exceed one (1) month, unless otherwise
agreed to by the parties, to resume performance. A party shall not
be liable for any delays resulting from the Force Majeure, except
to the extent such party caused the delay in performing its
obligations hereunder.

18.6 V pripadé¢, Ze kterdkoli ze stran bude zdrZena, bude ji
ztiZzeno nebo ji bude zabranéno v provadéni jakéhokoli dkonu
vyzadovaného podle této smlouvy z diivodu omezujicich statnich
nebo soudnich ptikazi nebo vyhlasek, nepokojl, povstani, valky
nebo zasahu vyssi moci (kazdy z téchto ptipadi déle jen ,,vyssi
moc*), bude neplnéni takového tkonu prominuto na dobu
neptesahujici jeden (1) mésic, pokud se strany nedohodnou jinak,
aby bylo mo7né pokracovat v plnéni. Zidna ze stran nenese
odpovédnost za zpoZdéni vyplyvajici z vyS$i moci, s vyjimkou
ptipadu, kdy takova strana zpusobila zpozdéni pii plnéni svych
zavazku podle této smlouvy.

18.7 This Agreement may not be assigned in whole or in part
by Institution or Investigator without the prior written consent of
CRO.

18.7 Poskytovatel ani zkouSejici nesmi celou tuto smlouvu

ani jeji ¢ast postoupit bez pfedchoziho pisemného souhlasu CRO.

18.8 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party without the prior
consent of Investigator however, the Institution and the
Investigator shall be notified in writing of such referral. This
Agreement shall be binding on the parties and their respective
successors and permitted assigns.

18.8 CRO muize tuto smlouvu postoupit kterékoli ze svych
dcefinych spolecnosti, piidruzenych spole¢nosti nebo tieti stran¢
bez predchoziho souhlasu ¢i zkousejiciho, nicmén€ poskytovatele
a zkousSejiciho o takovémto postoupeni pisemné vyrozumi. Tato
smlouva bude zdvaznd pro strany i jejich piislusné ndstupce a
povolené nabyvatele.
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18.9 This Agreement, and any amendments thereto,
constitutes the entire agreement and final understanding of the
parties with respect to the subject matter hereof and supersedes
and terminates all prior and/or contemporaneous understandings
and/or discussions between the parties, whether written or verbal,
express or implied, relating in any way to the subject matter
hereof. This Agreement may not be altered, amended, modified
or otherwise changed in any way except by a written agreement,
signed by all parties.

18.9 Tato smlouva s piipadnymi dodatky k této smlouve
predstavuje tplnou dohodu a kone¢né ujedndni smluvnich stran
v souvislosti s pfedmétem této smlouvy a nahrazuje a vypovida
veskerd diivéjsi a/nebo soucasnd ujedndni a/nebo diskuze mezi
smluvnimi stranami, at’ uz pisemné, ¢i Ustni, vyslovné, &i
implicitni, jakymkoli zptisobem souvisejici s pfedmétem této
smlouvy. Tuto smlouvu nelze jakymkoli zplisobem zménit,
upravit, modifikovat nebo jinak pozménit, s vyjimkou pisemné
dohody podepsané vSemi stranami.

18.10  All notices necessary or appropriate to be given pursuant
to this Agreement shall be in writing and effective when delivered
t as of the date it is (i) delivered by hand; (ii) received by
registered or certified mail, postage prepaid, return receipt
requested or (vii) received by nationally recognized, overnight
courier and addressed to the party to receive such notice at the
address set forth below:

18.10  Veskera oznameni nezbytnd nebo vhodnd k piedani
podle této smlouvy musi byt u¢inéna pisemné a budou ucinnd k
datu, kdy jsou doru€ena (i) osobn¢; (ii) doru¢ena doporucenou
postou s pfedplacenym poStovnym, doruc¢enkou nebo (vii) piijata
ndrodné€ uzndvanou kuryrni sluzbou s doru¢enim do druhého dne
a adresovéna strané, kterd je pfijemcem takového ozndmeni, na
adresu uvedenou niZe:

To CRO:

Je-li adresatem CRO:

PAREXEL International (IRL) Limited

PAREXEL International (IRL) Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road

Inchicore Road

Kilmainham Kilmainham
Dublin 8 Dublin 8
Ireland Irsko

Attn: Project [

K rukam: Projek |l

To Investigator:

Je-li adresatem zkousejici:

Address, Attn: [

Klinika onkologie a radioterapie
Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Krilové
Ceska republika

Klinika onkologie a radioterapie
Fakultni nemocnice Hradec Kréalové
Sokolska 581
500 05 Hradec Kralové — Novy Hradec Kralové
Ceska republika

k rukam [

To Institution:

Je-li adresatem poskytovatel:

Address, Attn: Dasa Proktipkova

Fakultni nemocnice Hradec Kralové
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Fakultni nemocnice Hradec Kralové
Pravni odbor
Sokolska 581
500 05 Hradec Kréilové — Novy Hradec Krédlové
Ceska republika

Prévni odbor
Sokolska 581
500 05 Hradec Krilové — Novy Hradec Kralové
Ceska republika
k rukdm Désa Proktpkova

18.11  Any party may change its address or number for notice
by giving notice in accordance with Section 18.10 and 18.12.

18.11 Kterdkoli smluvni strana mtize zménit svou adresu nebo
¢islo pro tucely poskytovani ozndmeni tak, Ze zaSle ozndmeni
podle oddilu 18.10 a 18.12.

18.12  Any delivery that is called for under this Agreement
shall be complete when made by personal delivery, fax, email,
registered post, certified post or courier, in each case with
confirmation of delivery/receipt.

18.12  Veskeré zésilky vyzadané touto smlouvou nebo podle
této smlouvy budou povazovidny za dorucené pii osobnim
doruceni, doruceni faxem, e-mailem, doporucenou postou nebo
kuryrem, v kazdém pfipad¢€ s potvrzenim doruceni/pievzeti.

18.13  The parties agree that this Agreement shall be governed
by the laws of Czech Republic, without regard to the conflicts of
law provisions thereof. In case a dispute is brought before a court
of law, the district courts of Hradec Kralové will have sole
jurisdiction over the litigation.

18.13  Smluvni strany souhlasi, Ze tato smlouva se bude fidit
zdkony Ceské republiky bez ohledu na jeji ustanoveni o koliznich
pravnich normdch. Pokud se spor dostane pfed soud, bude mit nad
jeho prubéhem vyhradni pravomoc Okresni soud v Hradci
Kralové.

18.14  This Agreement, and any amendments, may be executed
in 3 counterparts, each of which shall be an original and all of
which together shall constitute one and the same document,
binding on all parties notwithstanding that each of the parties may
have signed different counterparts. This Agreement and any
amendments may be electronically signed in accordance with Act
on trust services for electronic transactions 297/2016 Coll. Any
electronic signature used by a party to sign shall be treated the
same as handwritten signatures for the purposes of validity,
enforceability and admissibility unless prohibited by Applicable
Law. Without limiting the foregoing, nothing in this section shall
be construed to require a party to sign by electronic signature.

18.14 Tato smlouva a jeji pfipadné dodatky budou
vyhotoveny ve 3 stejnopisech, z nichZ kazdy bude origindlem, a
vSechny spolecné budou predstavovat jeden a tentyZ dokument
zavazny pro vSechny strany bez ohledu na to, Ze kazda ze stran
mohla podepsat rizné stejnopisy. Tato smlouva a jeji piipadné
dodatky mohou byt elektronicky podepsany v souladu se
zakonem €. 297/2016 Sb., o sluzbich vytvarejicich divéru pro
elektronické transakce. S jakymkoli elektronickym podpisem,
ktery smluvni strana pouZije k uzavieni smlouvy, bude zachdzeno
stejné¢ jako s vlastnoru¢nimi podpisy ve vztahu k platnosti,
vymahatelnosti a ptipustnosti, pokud to nezakazuji platné zakony.
Aniz by bylo omezeno vyse uvedené, nic v tomto oddilu nebude
vykladdno tak, Ze by se po smluvnich stranidch poZadovalo
podepisovani prostfednictvim elektronického podpisu.

18.15 Each party understands and agrees that money damages
may not be a sufficient remedy for any breach of this Agreement
and that the non-breaching party or SPONSOR shall be entitled
to seek specific performance, injunctive, and other equitable
relief as a remedy for any such breach. Such remedy shall not be
deemed to be the exclusive remedy for breach of this Agreement
but shall be in addition to any and all other remedies available at
law or in equity.

18.15 Kazd4 ze smluvnich stran bere na védomi a souhlasi s
tim, Ze finan¢ni odSkodnéni nemusi byt dostatenym opravnym
prostfedkem v piipadé¢ jakéhokoli poruseni této smlouvy a Ze
strana, kterd smlouvu neporusila, nebo ZADAVATEL budou
opravnéni usilovat o konkrétni plnéni, soudni piikaz a jiné
ndpravné opatfeni podle spravedlivého ndroku jako opravny
prostiedek v piipadé jakéhokoli takového poruSeni. Takové
ndpravné opatfeni se nepovazuje za vyhradni ndpravné opatfeni v
piipad€ poruseni této smlouvy, ale za doplnéni vSech ostatnich
ndpravnych opatteni dostupnych ze zdkona nebo na zikladé
spravedlivého naroku.
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18.16 Institution and Investigator have been advised that,
under separate agreements, CRO may engage with others
(including without limitation SPONSOR) to perform certain
services in connection with the Study. Institution and Investigator
shall cooperate with, and to the extent appropriate, coordinate its
performance hereunder with the services of such others so as to
ensure successful completion of the Study.

18.16  Poskytovatel a zkouSejici byli informovéni, Ze na
zdkladé samostatnych smluv mtize CRO spolupracovat s dalSimi
stranami (mimo jiné vcetn¢ ZADAVATELE) na provadéni
urcitych sluzeb v souvislosti se studii. Poskytovatel a zkouSejici
budou spolupracovat a v pfiméfeném rozsahu koordinovat své
plnéni této smlouvy se sluzbami takovych dalSich stran, aby bylo
zajisténo dspésné dokonceni studie.

18.17 Institution and Investigator represent and warrant that
they have disclosed the existence and content of this Agreement
to any institutions to which they are affiliated or are a member
and that require such disclosure.

18.17 Poskytovatel a zkouSejici prohlasuji a zarucuji, zZe
zvetejnili existenci a obsah této smlouvy vSem institucim, se
kterymi jsou spojeni nebo jsou jejich €lenem a které takové
zvetejnéni vyzaduji.

18.18 Subject to applicable law, SPONSOR and CRO may
collect and process information regarding investigators or other
personnel involved in Studies. SPONSOR and CRO will notify
such personnel as required by applicable law.

18.18 'V souladu s platnymi zdkony mohou ZADAVATEL a
CRO shromazd’ovat a zpracovavat informace tykajici se
zkousejicich 1ékafd nebo jiného persondlu zapojeného do studii.
ZADAVATEL a CRO budou informovat takovy persondl podle
toho, jak to vyZaduji platné zadkony.

18.19  This Agreement is set in Czech and English, and the
contracting parties consider both language versions to be
equivalent, but in case of interpretation discrepancies between
versions, the contracting parties have agreed that the Czech
version shall prevail.

18.19 Tato smlouva je sepsdna v Ceském a anglickém jazyce a
smluvn{ strany povaZuji ob€ jazykové verze za rovnocenné, avSak
pro piipad vykladovych nesrovnalosti mezi jednotlivymi verzemi
se smluvni strany dohodly, Ze prednost mé Ceskd verze Smlouvy.

The SPONSOR and the CRO hereby undertake not to execute any
other Agreement with any employee of the Institution in
connection with this Study.

Zadavatel a CRO se timto zavazuji, Ze v souvislosti s touto studii
neuzaviou zadnou jinou smlouvu s Zadnym zameéstnancem
poskytovatele.

IN WITNESS WHEREOF, the parties hereto have set their
hands in triplicate with the intention that this is a binding
agreement as provided herein.

NA DUKAZ CEHOZ smluvni strany podepsaly tuto smlouvu
v trojim vyhotoveni s imyslem, Ze se jednd o zdvaznou dohodu,
jak je zde uvedeno.
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1

(2)

3

PAREXEL International (IRL) Limited:

(Signature of Authorized Official) / 4.12.2023
(Podpis opravnéného zastupce)

(Typed or Printed Name) / Date /
(Jméno napsané hilkovym pismem nebo Datum
vytisténé)

Fakultni nemocnice Hradec

Kralové,

(Signature of Authorized Official) / 13.12. 2023
(Podpis opravnéného zastupce)

MUDr. Ale§ Herman, Ph.D.

(Typed or Printed Name) / Date /
(Jméno napsané htulkovym pismem nebo Datum
vytisténé)

Investigator: /

Zkousejici 1ékar:

(Signature of Investigator) / 12. 12.2023
(Podpis zkousejiciho 1ékate)

(Typed or Printed Name) / Date /
(Jméno napsané hilkovym pismem nebo Datum

vytisténé)
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Exhibit A — Enrolment and Payment Schedule

Piiloha A — Nabor a harmonogram plateb

Payment of Institution Remuneration

Platba odmény poskytovateli

Protocol Number: 20210031

Cislo protokolu: 20210031

Protocol Title: A Randomized, Double-Blind Study
Evaluating the Efficacy, Safety, and Immunogenicity of
ABP 206 Compared with OPDIVO® (Nivolumab) in Subjects
with Treatment-Naive Unresectable or Metastatic
Melanoma

Nazev protokolu: Randomizovana dvojité zaslepena studie
hodnotici G¢innost, bezpe¢nost a imunogenitu p¥ipravku
ABP 206 v porovnani s pfipravkem OPDIVO®
(nivolumabem) u subjektii s dosud nelééenym,

neresekovatelnym nebo metastatickym melanomem

Payee Details

Udaje o p¥ijemci plateb

Payee /

Payee Details /

Piijemce plateb

Udaje o pifjemci plateb

Protocol Number / 20210031
Cislo protokolu
Site Number / 93121002

Cislo pracovisté

Payee Name /
Nézev/jméno piijemce plateb

Fakultni nemocnice Hradec Kréalové

Payee Address / Sokolska 581
Adresa piijemce plateb

Address Line 2 / NA

2. tadek adresy

Address Line 3 / NA

3. fadek adresy

Province/State/Country /
Provincie/stat/zemé

Ceska republika

City /
Meésto

Hradec Kralové

Postal Code /
Postovni smérovaci ¢islo

500 05

Country /
Zemé

Ceska republika

Payee Contact /
Kontaktni osoba piijemce plateb

Ing. Jitka HaleSova

Payee Contact Phone Number / +420 495 833 827
Kontaktni telefonni ¢islo piijemce plateb

Remittance E-mail Address / jitka.halesova@fnhk.cz
E-mailova adresa pro tihradu

General Finance contract e-mail address if different from above / | NA

Kontaktni e-mailovd adresa pro vSeobecné financni zéleZitosti,

pokud se lisi od vySe uvedené

NPI/ NA

ICP

Tax ID (VAT/GST Registration/TIN/SSN) / CZ00179906

DIC (registrace k DPH / k dani z obratu / DIC / rodné ¢&islo)

Bank Account Holder Name /
Jméno vlastnika bankovniho tctu

Fakultni nemocnice Hradec Kralové

Bank Account Number /
Cislo bankovniho d&tu

24639511/0710

Amgen_PXL_Generic_Czech Republic_Inst PI_CSA_20191101
258026 20210031 Czech Republic Amgen PXL INST PI CSA 20230420 0.1

Page 33 of 52

Amgen_PXL_Genericky formulat_Cesk4

republika INST_PI_CSA__ 20191101

258026 20210031 Ceska republika Amgen PXL INST PI CSA 20230420 0.1
Strana 33 ze 52



IBAN (International Bank Account Number) /
IBAN (mezindrodni ¢islo bankovniho uctu)

CZ23 0710 0000 0000 2463 9511

Bank Name / Cesk4 ndrodni banka
Nézev banky

Bank Number / 0710

Cislo banky

Variabilni symbol

Cislo faktury

Bank Identification Code /
Identifika¢ni k6d banky

CNBACZPP

To ensure proper payment please ensure that all fields above
are completed.

Chcete-li zajistit Fadnou thradu platby, piresvédite se, Ze jsou
vSechna vySe uvedena pole vyplnéna.

In the event that payee details are modified during the course of
the study, the parties agree that no amendments to this Agreement
shall be required, provided that Institution provides written
notification to CRO with revised payee details to the following e-
mail address -.CRO accepts no liability for incorrect payee
details provided by the Institution or its representative. In the
event of a change in invoicing details or VAT number, the CRO
is obliged to inform the Institution (D4sa Prokdpkova — legal
department, e-mail: dasa.prokupkova@fnhk.cz, Ing. Jitka
HaleSovd — Finance and Analysis Department, e-mail:
jitka.halesova@fnhk. cz).

V piipade¢, Ze se udaje piijemce plateb v prub¢hu studie zménd,
strany souhlasi s tim, Ze nebudou vyzadovany zadné dodatky této
smlouvy za pfedpokladu, Ze poskytovatel pisemné ozndmi CRO
nové udaje piijemce plateb na nasledujici e-mailovou adresu:

.CRO nepiebird Zddnou odpoveédnost za nespravné tdaje
piijemce plateb, které poskytl poskytovatel nebo jeho zdstupce.
Pii zméné fakturaénich ddaji nebo DIC je CRO povinen
neprodlené informovat poskytovatele (Dasa Prokidpkova — pravni
odbor, e-mail: dasa.prokupkova@fnhk.cz, Ing. Jitka HaleSova —
Odbor financi a analyz, e-mail: jitka.halesova@fnhk.cz).

1. Enrolment

1. Nabor

The Institution and Investigator agree not to enrol more
than six (6) Study Subjects without SPONSOR’s or
CRO’s prior written approval.

Poskytovatel a zkouSejici souhlasi s tim, Ze bez
predchoziho pisemného souhlasu ZADAVATELE nebo
CRO nezatadi vice neZ Sest (6) studijnich subjekta.

2. Fee Per Completed Subject:

2.  Odména za dokonéeny subjekt hodnoceni:

2.1. Visit schedule with associated budget for

Completed Subject

Casovy pldn navstév s piipojenym rozpodtem
za dokonceny subjekt

2.1.
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Visits/Procedures Completed: / Payment in Kc (includes overhead) /

Dokondené navstévy/postupy: Platba v K¢ (véetné rezijnich nakladi)
Institution Poskytovatel

OLLLLCCCLELELLELLLLLLLL L]
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A more detailed breakdown of the Study Budget can be
found in Attachment 1.

CRO shall not be responsible for ensuring that Institution
makes any payments in this Exhibit A to the Investigator,
Study Personnel and its internal departments.

vivs

Podrobnéjsi rozpis rozpoctu studie naleznete v ptiloze 1.
CRO neni povinna zajistit, Ze poskytovatel uhrad{
jakékoliv platby podle této piilohy A zkouSejicimu,
persondlu studie a svym internim oddélenim.

3.

Other Payments:

3. DalSi platby:

Payment for other fees or expenses that are not included
in the Fees per Completed Subject (as defined in Section
2) will be made according to the following rates.
Institution shall submit invoices for Services performed
and expenses incurred under Section 3, all payments will
be made within fourty (40) days of receipt from the date
of receipt of valid invoice in accordance with this
Agreement. All payments will be made by electronic
wire to the bank account stated above.

Platby ostatnich poplatki a vydaji, které nejsou
zahrnuty do odmény za dokonéeny subjekt hodnoceni
(jak jsou uvedeny v oddilu 2), budou uhrazeny podle
nasledujicich sazeb. Poskytovatel predlozi faktury za
poskytnuté sluzby a vzniklé vydaje podle oddilu 3.
Vsechny platby budou uhrazeny do ¢&tyficeti (40) dnti od
data doruceni platné faktury v souladu s touto smlouvou.
VSechny platby budou provadény -elektronickym
pfevodem na vySe uvedeny bankovni ucet.

Variable Subject Fees

Variabilni poplatky za subjekty

CRO shall pay Institution for the following reasonable
and verifiable variable subject fees related to the Study
and performed in accordance with the Protocol

CRO zaplati poskytovatelindsledujici piiméfené a
ovéfitelné variabilni poplatky za subjekty souvisejici se
studii a provedené v souladu s protokolem (dile jen
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(“Variable Subject Fees”). The Parties agree that the
Variable Subject Fees, as stated below, consist of all
costs associated with such service. Institution shall
invoice CRO upon completion of such service and
provide CRO with all supporting documentation
required for payment (including, in the case of pass-
through Variable Subject Fees, copies of actual third-
party invoices and receipts).

,variabilni poplatky za subjekty*). Smluvni strany se
dohodly, ze variabilni poplatky za subjekty, jak jsou
uvedeny niZe, zahrnuji veSkeré ndklady spojené s
takovou sluzbou. Poskytovatel vystavi CRO fakturu po
dokonceni takové sluzby a poskytne CRO veskerou
podptirnou dokumentaci pozadovanou pro platbu
(vcetné kopii skute¢nych faktur a dctenek ttetich stran v
piipadé prefakturovanych variabilnich poplatkt za

subjekty).
Payment Amount in Kc
Section # / Fee Name and Description / (includes overhead) / Payment Frequency /
Oddil &. Nazev a popis poplatku Platba v K¢ (véetné Cetnost plateb
rezijnich nakladi)
*Screen Failure Fee / Screening amount as per Section 2.1 / Upto Ehrfe 3) S(Ereein Failures /
3.1 “Popl N . . . A7 tfi (3) nedspéchy ve
oplatek za nedspéch ve screeningu Castka za screening podle oddilu 2.1 .
screeningu
Unscheduled Visit Fee
Reimbursement shall be based on Varies based on actual
39 actual procedures performed / procedure(s) performed / Per Occurrence /
' Poplatek za neplanovanou navstévu Lis{ se na zdkladeé skutec¢né Na jeden vyskyt
Uhrada bude vychézet ze skuteénd provedenych postupti
provedenych postupti

*A screening failure that is eligible for payment is considered a
Subject who signs the informed consent form and completes
screening visit procedures but fails under inclusion/exclusion
criteria or withdrawn consent and will not be randomized to the
study.

*Za netispéch ve screeningu zpiisobily k platbé se poklddd pripad,
kdy subjekt hodnoceni podepise formuldr informovaného
souhlasu a podstoupi postupy pri screeningové ndvstéve, ale
nesplni zarazovaci kritéria nebo spliuje vylucovaci kritéria
a nebude randomizovdn do studie.

Site Fees

Poplatky pracovisti

Payment Amount in Kc

Section # / Fee Name and Description / (Includes overhead) / Payment Frequency /
Oddil ¢. Nazev a popis poplatku Platba v K¢ (véetné Cetnost plateb
rezijnich naklada)
Site Start-up Fee ]
Reimbursement shall cover all costs associated
with Study start-up, document preparation, One-time payment after CSA
34 investigator protocol and budget review. / execution /

Start-up poplatek pro centrum

protokolu a rozpoctu zkousejicim.

Uhrada bude pokryvat viechny naklady spojené se
zahdjenim studie, pfipravou dokumentd, kontrolou

Jednordzova platba po podpisu
smlouvy

Iékarnu

Pharmacy Start-up Fee / Start-up poplatek pro

One-time payment after CSA
execution / Jednordzov4 platba
po podpisu smlouvy

Pharmacy Close out Fee / Close-out poplatek
pro lékarnu

One-time payment after site
close -out / Jednordzova platba
po uzavieni centra

Pharmacy preparation Fee / Poplatek za
pripravu v lékarné

For each preparation / za kazdou
piipravu
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Payment Amount in K¢

Section # / Fee Name and Description / (Includes overhead) / Payment Frequency /
Oddil ¢. Nazev a popis poplatku Platba v K¢ (véetné Cetnost plateb
rezijnich nakladi)
P’harmvacy maintenance Fee / Mésicni poplatek - Month / mésic
lékarné
CSA execution Fee / Poplatek za projednani . One-time payment afte,r CSA
execution / Jednordzova platba
smlouvy .
po podpisu smlouvy
-. One-time payment after CSA
CSA Amendment Fee / Poplatek za projednani Amendment execution /
dodatku ke smlouvé Jednorazova platba po podpisu
dodatku ke smlouvé
Document Storage/Archiving (total cost) -
Reimbursement shall cover all costs related to .
. . One-time payment after CSA
archiving of Study documentation. / execution /
3.5 Uchovavani/archivace dokumentii (celkové

naklady)
Uhrada bude pokryvat veskeré ndklady souvisejici
s archivaci dokumentt ze studie.

Jednordzova platba po podpisu
smlouvy

*Pass-through reimbursement will be based on the actual and
reasonable cost of such service to Institution and shall be without
any mark-up whatsoever.

*Prefakturovand tihrada bude vychdzet ze skutecnych a
primérenych ndkladit na takovou sluZbu pro poskytovatele a
nebude obsahovat Zddnou prirdZku.

START UP FEES: A one-time non-refundable start-up
fee in the amount of CZK -.Will be made after
signing the Agreement to the Institution.

A one-time non-refundable fee for negotiating the
contract in the amount of CZK .after signing the
Agreement will be made to the Institution. A one-time
non-refundable start-up fee in the amount of CZK
I il be made after signing the Agreement to the
Institution for nuclear medicine department start-up.

A one-time Pharmacy start-up fee in the amount of CZK
-.Will be made after signing the contract to the
Institution.

ZAHAJOVACI POPLATKY:  Poskytovateli bude
uhrazen jednorazovy nevratny zahajovaci poplatek
(start-up fee) ve vysi . K¢ po podpisu smlouvy.
Poskytovateli bude uhrazen jednordzovy nevratny
poplatek za projedndni smlouvy ve vysi K¢ po
podpisu  smlouvy. Poskytovateli bude uhrazen
jednordzovy nevratny zahajovaci poplatek pro Oddéleni
nukledrni mediciny (start-up fee) ve vysi K¢ po
podpisu smlouvy.

Poskytovateli bude uhrazen jednordzovy Start-up
poplatek pro l1ékarnu ve vysi .K¢ po podpisu
smlouvy.

ARCHIVING FEES: The Institution will perform free
archiving for 5 years and will perform paid archiving for
the next 20 years for -.CZK/year. An invoice for
paid archiving will be issued after signing the
Agreement. The CRO shall notify the Institution 6
months in advance of the end of the paid archiving
period in the event further archiving is required and shall
pay the costs associated with it. In the event that the CRO
does not communicate the request for further archiving
or does not pay the fee for further archiving within the

ARCHIVACNI POPLATKY: Poskytovatel provede
bezplatnou archivaci 5 let a na dal$ich 20 let provede
zpoplatnénou  archivaci — LK¢/rok. Na
zpoplatnénou archivaci bude vystavena faktura po
podpisu smlouvy. CRO v ptedstihu 6 mésict od konce
zpoplatnéné archivace ozndmi poskytovateli, Ze trvd na
dalS$i archivaci a wuhradi ndklady stim spojené.
V piipadé, Ze ve shora uvedené lhit¢ CRO nesdéli
pozadavek na dal$i archivaci ¢i neuhradi poplatek na
dalsi archivaci, je poskytovatel opravnén k likvidaci
vSech archivovanych dokumentt studie.
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above-mentioned period, the provider is entitled to
dispose of all archived documents of the Study.

Pro-Rata Payments:

Pomérné platby:

4.1 Payment for Subjects who do not complete the
Study may be made to Institution on a pro rata
basis. Payment will include only those Subjects
who were enrolled before the premature
termination of the Study or the date that notice
is received of such premature termination,
whichever is later.

4.1 Platby za subjekty, které nedokoncily studii,
mohou byt poskytovateli uhrazeny pomérnym
dilem. Platba bude zahrnovat pouze ty subjekty
hodnoceni, které byly zafazeny pted
pfedCasnym ukonéenim studie nebo k datu
obdrZzeni upozornéni o tomto piedcasném
ukonceni, podle toho, co nastane pozdéji.

4.2 Should CRO terminate the Study prior to
completion, pro-rated expenses and fees shall
be paid as set forth in Section 2.1 for each
Subject visit performed before the premature
termination of the Study or the date notice is
received of such premature termination,
whichever is later.

4.2 Jestlize CRO wukon¢i studii pied jejim
dokoncenim, vydaje a poplatky budou placeny
pomérnym dilem tak, jak je to stanoveno v
oddilu 2.1, za kaZdou navstévu subjektu
hodnoceni vykonanou pfed pfed€asnym
ukoncenim studie nebo k datu, kdy bylo
obdrZzeno upozornéni o takovém piedcasném
ukonceni, podle toho, co nastane pozdé&ji.

4.3 If other non-cancelable costs are incurred by
Institution in accordance with Section 16.1 of
the main Agreement, written justification must
be provided to CRO for review and approval,
and payment of such costs is subject to
SPONSOR’s approval.

4.3 Jestlize poskytovatelivznikly jiné nezruSitelné
ndklady v souladu s oddilem 16.1 hlavni
smlouvy, musi CRO dostat ke kontrole a
schvéleni pisemné odiivodnéni, pficemz platba
téchto néklada podléha schvéleni
ZADAVATELE.

Protocol Violators

Poruseni protokolu

Payments for Study Subjects who are deemed to have
been in violation of the Protocol may be paid up to the
point that the violation occurred at the discretion of
SPONSOR and/or CRO.

Platby za subjekty hodnoceni, u nichZ se ma za to, Ze
doslo k poruseni protokolu, mohou byt uhrazeny az do
doby, kdy podle ndzoru ZADAVATELE a/nebo CRO
doslo k poruseni.

Payment Conditions Platebni podminky
6.1 Payee 6.1 Piijemce plateb

The payee under this Exhibit A shall be the Institution.

Podle této piilohy A bude piijemcem plateb
poskytovatel.

6.2 Periodic Payments

6.2 Periodické platby
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Institution shall submit invoices for Services performed
and expenses incurred (as defined in Sections 2. & 3.
herein) on a quarterly basis. Payments will be made by
electronic wire to the bank account stated above. CRO
shall provide Institution with the information necessary
to determine the amount of remuneration due to
Institution. Institution shall issue its invoice based on
this information. Payments shall only be made when the
following criteria have been met:

NP

Poskytovatel predloZzi ¢tvrtletné fakturu za poskytnuté
sluzby a vzniklé vydaje (jak jsou definovany v oddilech
2 a 3 této Smlouvy). Platby budou provadény
elektronickym pievodem na vySe uvedeny bankovni
ucet. CRO poskytne poskytovateli informace nutné k
urceni Castky k proplaceniposkytovateli. Poskytovatel
ptipravi fakturu zalozenou na téchto informacich. Platby
budou provadény az poté, co budou splnéna nésledujici
kritéria:

(a) Subject meets the inclusion and exclusion
criteria as defined in the Protocol; and

(a) Subjekt hodnoceni splni kritéria pro zatazeni,
resp. nesplni kritérium pro  vyfazeni,
definovand protokolem; a

(b) Study procedures have been conducted in full
compliance with the Protocol; and

(b) Postupy ve Studii byly provedeny v plném
souladu s Protokolem; a

(©) Completed CRFs for the quarter have been
delivered to and/or received by CRO according
to any stipulated points in time and the data
contained therein can be verified by reference
to the Study Subject’s medical files and is
complete and correct.

() Vyplnéné formuldfe CRF za Cd&tvrtleti byly
doruceny a/nebo pfijaty spolecnosti CRO v
souladu s veSkerymi uréenymi Casovymi
terminy a udaje obsazené v téchto formulatich
CRF lze ovéfit odkazem na zdravotni
dokumentaci Subjektti hodnoceni a jsou dplné
a spravné.

6.3 Final Payment

6.3 Zdvérecnd platba

Notwithstanding the criteria defined in Section 6.2
above, the final payment shall be contingent upon the
following additional conditions:

Bez ohledu na kritéria definovana v oddilu 6.2 vyse bude
zavérecnd platba podminéna ndsledujicimi dodate¢nymi
podminkami:

(a) all required Subject visits have been completed;
and

(a) vSechny vyZadované navstévy Subjektt
hodnoceni byly dokoncené a

(b) CRO has received all Subject data in a form
suitable for analysis; and

(b) CRO obdrzela vSechny udaje tykajici se
Subjektti hodnoceni ve formulati vhodném pro
analyzu a

(c) all data clarification queries have been resolved
to CRO’s satisfaction; and

(©) vSechny ptipominky vyZadujici objasnéni byly
vyfeSeny ke spokojenosti CRO a poskytovatele

(d) CRO has verified that all required regulatory
documentation is complete, and

(d) spolecnost CRO si ovetila, Ze veskerad
dokumentace vyzadovana predpisy je uplnd, a

(e) Institution has returned all required equipment,
drugs and other material to SPONSOR or CRO
or its Affiliates; and

(e) Poskytovatel — vratil veskeré vyZadované
vybavent, 1éky a dalsi materidly
ZADAVATELI nebo CRO nebo jeji
pfidruzenym subjektim; a

® the Study close-out visit has been completed; ® zavére€nd ndvstéva ve Studii byla dokoncena; a
and
() Institution has provided final invoices within 30 (2) Poskytovatel poskytl zavérecné faktury v

days of close out visit.

obdobi 30 dnti od zavérecné navstevy.
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If, at the completion of the Study, CRO has paid sums
under the terms of this Agreement that exceed the total
Study cost as provided in Exhibit A, Institution shall,
within thirty (30) calendar days reimburse to CRO or
SPONSOR any amount paid by CRO that exceeds the
adjusted Study cost. Institution agrees to provide CRO or
its representative with all requests for payment under the
terms set forth in Exhibit A within sixty (60) calendar
days after receipt of the adjusted Study/final payment.
Neither CRO nor SPONSOR shall be obligated to make
any payments after this period has expired.

Pokud CRO pfi dokonceni studie vyplati ¢4stky podle
podminek této smlouvy, které presahuji celkové naklady
studie uvedené v piiloze A, poskytovatel do tficeti (30)
kalendafnich dnt vyplati CRO nebo ZADAVATELI
jakoukoli ¢éastku zaplacenou CRO, kterd pfevySuje
upravené naklady studie. Poskytovatel souhlasi s tim, Ze
poskytne CRO nebo jejimu zastupci veskeré zadosti
o platbu za podminek uvedenych v pfiloze A do Sedeséti
(60) kalendainich dnti po pfijeti upravené platby za
studii / zavére¢né platby. Po uplynuti této lhiity nebudou
CRO ani ZADAVATEL povinni provadét Zadné platby.

6.4 Administrative Fees

6.4 Administrativni poplatky

A one- time non refundable payment for CSA
Amendment in the amount of . CZK will be paid
against the receipt of the invoice after Amendment
execution.

Jednordzovy nevratny poplatek za projednani dodatku
ke smlouvé ve vysi .K¢ bude uhrazen po obdrZeni
faktury po podpisu dodatku.

A one- time non refundable payment for Pharmacy
Close out in the amount of - CZK will be paid
against the receipt of the invoice after center close -out.

Jednordzovy nevratny poplatek za uzavieni 1ékarny ve
vysi -Ké bude uhrazen po obdrzeni faktury po
uzavieni centra.

A monthly payment for Pharmacy Maintenance in the
amount of - CZK will be paid against the receipt
of the invoice.

Mésicni poplatek 1ékarng ve vysi [} K¢ bude
uhrazen po obdrZenf faktury.

A payment for Pharmacy Preparation in the amount of
-. CZK will be paid for each infusion preparation
in the pharmacy against the receipt of the invoice after
Amendment execution.

Poplatek 1ékarné za pripravu ve vysi - K¢ bude
uhrazen za kaZzdou pfipravu infuze v 1ékarn¢ po obdrzeni
faktury.

6.5 Statutory default interest

6.5 Zdkonny iirok z prodleni

CRO or SPONSOR acknowledge that in the event they
fail to pay a duly issued invoice on time, the Institution
shall be entitled to statutory default interest in
accordance with Section 1970 of Act No. 89/2012 Coll.,
Civil Code, as amended.

CRO nebo ZADAVATEL berou na védomi, Ze pokud
neuhradi fadné¢ vystavenou fakturu véas, ma
poskytovatel ze zdkona ndrok na zdkonné troky
z prodleni v souladu s § 1970 zdkona €. 89/2012 Sb.,
obcansky zdkonik, v platném znéni.

Payment Instructions

Platebni pokyny

To expedite faster payment turnaround, please
electronically email invoices in the format shown in
Exhibit C to CRO at the following email address:

V z4jmu urychleni platby prosim zasilejte elektronické
faktury e-mailem ve formitu uvedeném v Pifloze C
spolec¢nosti CRO na tuto e-mailovou adresu:
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If for some reason electronic email transmission is not
possible then please send invoices in the format shown
in Exhibit C to the following postal address:

Pokud z néjakého diivodu nemuiZete zaslat elektronicky
dokument e-mailem, zaSlete prosim fakturu ve formétu
uvedeném v Pfiloze C na nésledujici poStovni adresu:

PAREXEL International (IRL) Limited, One
Kilmainham  Square,  Inchicore = Road,
Kilmainham, Dublin 8 Ireland

PAREXEL International (IRL) Limited, One
Kilmainham  Square,  Inchicore = Road,
Kilmainham, Dublin 8, Irsko

Invoices submitted for Services performed and expenses
incurred are rendered to a non-Canadian entity and are not
subject to Indirect Tax.

Faktury piedloZené za provedené sluzby a vzniklé vydaje jsou
poskytnuty nekanadskému subjektu a nepodléhaji nep¥rimé
dani.

Please note that invoices, preferably in English to facilitate faster
payment, must contain the following information:

Nezapomeiite prosim, Ze faktury, pokud mozno v anglictiné v
zajmu urychlen{ platby, musi obsahovat nasledujici tidaje:

(a) Protocol Number; and (a) ¢islo protokolu a

(b) Invoice Number; and (b) Cislo faktury; a

(©) Invoice, Place & Date; and (©) misto a datum faktury; a

(d) Date & Description of Services Provided; and (d) datum a popis poskytnutych sluZeb; a

(e) CRO Project Number; and (e Cislo projektu spole¢nosti CRO; a

®) Total amount payable; and ® celkovou splatnou ¢astku; a

(2) Exchange rate used (where applicable); and (2) pouZzity sménny kurz (tam, kde je to relevantni);

a

(h) Investigator Name; and (h) jméno Zkousejiciho; a

@) Site Number; and @) Cislo pracoviste; a

() Payee Name and Address (per this Agreement); () jméno a adresu pifjemce platby (podle této
and Smlouvy); a

(k) CRO Address listed above; and (k) adresu CRO uvedenou vyse; a

) Payment Terms (40 days)

) platebni podminky (40 dnf)

Invoices and associated documentation should be de-identified of
patient personal information (e.g. name, date of birth, initials,
etc.) prior to being submitted to CRO. Where the payee is
registered for Indirect Tax then the following information should
also be provided (unless prohibited by the law governing the
payee’s jurisdiction):

Faktury a s nimi spojena dokumentace by mély byt pred zaslanim
CRO zbaveny osobnich informaci pacientl (napf. jméno, datum
narozeni, inicidly atd.). JestliZe je pifijemce plateb registrovin
jako platce nepiimé dané, pak je zapotiebi uvést i nasledujici
udaje (pokud to nezakazuji zdkony platné v jurisdikci piifjemce
platby):

(a) Indirect Tax registration number of the supplier (a) registracni ¢islo dodavatele (pfijemce plateb) k
(payee); and nepiimé dani; a
(b) Name, address and Irish VAT registration (b) jméno, adresu airské registracni ¢&islo DIC

number of the customer (CRO); and

zékaznika (CRO); a
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(©) On the face of the invoice the words “Reverse
Charge”

(o) na pfedni strané¢ faktury musi byt uvedeno
,,Reverse Charge* (pteneseni  dafiové
povinnosti).

In order to expedite faster payment of invoices by CRO, CRO

Pro urychleni platby faktur CRO vyzaduje CRO, aby

requires that all invoices must be substantially in the form set

vSechny faktury byly v podstaté ve formé uvedené v priloze

forth in Exhibit C. If however, additional information is

C. Pokud je vSak nutné zadat dalSi udaje v souladu se

required to be entered, in accordance with the law governing
the payee’s jurisdiction, then the payee should ensure that

zakonem platnym v _jurisdikci prijemce plateb, mél by
piijemce plateb zajistit, aby tyto idaje byly rovnéz uvedeny

this information is also included on invoices submitted to
CRO for payment.

na fakturach predlozenych CRO k proplaceni.

8. Vendor Provided Equipment or Materials

8. Vybaveni a materialy poskytnuté dodavatelem

CRO or Sponsor will arrange for a vendor to provide the
following equipment or proprietary materials (“Vendor
Property”) for use in this Study:NONE

A separate loan agreement shall be executed for this equipment.

CRO nebo zadavatel zafidi, aby dodavatel pro pouziti v této studii
poskytl nésledujici vybaveni nebo chrdnéné materidly (dale
»~majetek dodavatele®): ZADNY

Pro vybaveni bude pifipadné¢ uzaviena separdtni smlouva o
vypijcce.
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Exhibit B — Definitions

Piiloha B — Vymezeni pojmi

“Affiliate” means in relation to either party to this Agreement,
any company, partnership or other entity which directly or
indirectly controls, is controlled by, or is under common control
with such party. For purposes of this definition, “control” means
the beneficial ownership of more than fifty (50) per cent of the
issued voting shares or the legal power to direct or cause the
direction of the general management of the company, partnership
or other entity in question, and “controlled” shall be construed
accordingly.

,PlidruZzeny subjekt* znamend v souvislosti s jakoukoli stranou
této smlouvy jakoukoli spole¢nost, partnerstvi nebo jiny subjekt,
ktery piimo ¢i nepfimo kontroluje nebo je kontrolovin nebo je
pod spolec¢nou kontrolou s touto stranou. Pro ucely této definice
znamena ,.kontrola“ skute¢né vlastnictvi vice nez padesati (50)
procent vydanych hlasovacich podili nebo zdkonnou moc fidit
nebo ovliviiovat fizeni pfedstavenstva spolecnosti, partnerstvi
nebo jiného takového subjektu, pfic¢emz pojem ,kontrolovan‘
bude vyklddan odpovidajicim zpisobem.

“Applicable Law” means any international, national, federal,
state, provincial, commonwealth, or local government law,
statute, rule, requirement, code, regulation, guidance or ordinance
that applies to any party or to a Study, the Services, or this
Agreement, as well as the current good clinical practices
guidelines of the International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals for
Human Use Topic E6: Guidelines on Good Clinical Practice,
local laws implementing the European Clinical Trials Regulation
536/2014, in particular Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, Act No. 372/2011 Coll., on Health
services, and Decree No. 226/2008 Coll., as amended, which The
Good Clinical Practice and the detailed conditions of the clinical
evaluation of medicinal products are established by Decree No.
463/2021 Coll., on the detailed conditions of the clinical
evaluation of human medicinal products, as well as all national
legislation, European regulations and regulations regarding the
protection of personal data, as implemented on at the national
level by Act No. 110/2019 Coll., on the processing of personal
data, in particular by Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on the protection
of natural persons in connection with the processing of personal
data and on the free movement of such data (GDPR) the Protocol,
written instructions and policies provided or referenced by CRO
or SPONSOR (including Amgen's Global Code of Ethics for
Clinical Trials (accessible at www.amgen.com) and the 1996
version of the World Medical Association Declaration of Helsinki
on Ethical Principles for Medical Research Involving Human
Subjects, and, where applicable, rules governing good
manufacturing practice and good laboratory practice, and rules
governing the collection and Processing of Personal Data and the
collection and storage of human tissue samples and the
performance of DNA testing.

,Platné zdkony* znamenaji jakykoli mezindrodni, ndrodni,
federdlni, statni, regiondlni, konstitu¢ni ¢i mistni vladni nafizen,
predpis, pravidlo, pozadavek, zdkonik, zdkon, pokyn nebo
vyhlasku, které se tykaji kterékoli strany nebo studie, sluZzeb nebo
této smlouvy, ale i aktudlnich pokynt pro spravnou klinickou
praxi Mezindrodni konference pro harmonizaci technickych
pozadavkl na registraci farmaceutickych humannich pfipravkd,
téma E6: Pokyny pro spravnou klinickou praxi, mistni zakony,
kterymi se provadi evropské nafizeni ¢. 536/2014 o klinickych
hodnocenich, a to zejména zdkonem ¢. 378/2007 Sb., o 1éCivech,
ve znéni pozdgjSich predpist, zdkonem ¢. 372/2011 Sb., o
zdravotnich sluzbach, a vyhldskou €. 226/2008 Sb., ve znéni
pozdéjsich predpist, kterou se stanovi Spravna klinicka praxe a
bliz§i podminky klinického hodnoceni 1éCivych piipravkd,
vyhlaskou ¢. 463/2021 Sb., o blizS§ich podminkach provadéni
klinického hodnoceni humdnnich 1éCivych ptipravki, jakoz i
veskerou ndrodni legislativou, evropskymi nafizenimi a piedpisy
ohledné ochrany osobnich udajt, jak byly implementovany na
ndrodni drovni zdkonem ¢. 110/2019 Sb., o zpracovani osobnich
udaju, zejména Naiizenim Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochran¢ fyzickych osob v
souvislosti se zpracovanim osobnich tdaji a o volném pohybu
téchto 1udaji (GDPR), protokol, pisemné pokyny a zdsady
poskytnuté nebo odkazované CRO nebo ZADAVATELEM
(v€etné Globalniho etického kodexu spole¢nosti Amgen pro
klinickd hodnoceni, dostupné na adrese www.amgen.com), , a
verze Helsinské deklarace Svétové 1€karské asociace z roku 1996
o etickych principech 1ékatského vyzkumu zahrnujictho lidské
subjekty, a kde je to relevantni, pravidla upravujici spravnou
vyrobni praxi a spravnou laboratorni praxi, a pravidla upravujici
shromazd’ovéni a zpracovani osobnich tdaji a shromazd’ovéni a
uchovéavani vzorku lidské tkané a provadéni testovani DNA.

“Completed Subject” means any Subject who has completed the
prescribed course of treatment for a subject in the Study in
accordance with the Protocol.

,Dokonceny subjekt hodnoceni” pfedstavuje jakykoli subjekt
hodnocenti, ktery dokoncil ptedepsanou 1é¢bu subjektu hodnoceni
ve studii v souladu s protokolem.

Amgen_PXL_Generic_Czech Republic_Inst PI_CSA_20191101
258026 20210031 Czech Republic Amgen PXL INST PI CSA 20230420 0.1

Page 45 of 52

Amgen_PXL_Genericky formulai_Cesk4

republika INST_PI_CSA__ 20191101

258026 20210031 Ceska republika Amgen PXL INST PI CSA 20230420 0.1
Strana 45 ze 52



“Confidential Information” refers to any and all Information
belonging to SPONSOR, CRO and/or their respective Affiliates
including, but not limited to, Information that SPONSOR, CRO
and/or their respective Affiliates consider to be trade secrets and
/ or the release of which could prejudice legal, commercial or
other interests of SPONSOR, CRO and/or their respective
Affiliates and which are (i) provided, disclosed or submitted to
Institution or Investigator or (ii) which are otherwise obtained by
Institution and Investigator.

»Duveérné informace* odkazuji na jakékoli a veSkeré informace
ndlezejici ZADAVATELI, CRO a/nebo jejich piislusSnym
pfidruzenym  subjektim, mimo jiné informace, které
ZADAVATEL, CRO a/nebo jejich ptislusné ptidruzené subjekty
povazuji za obchodni tajemstvi a/nebo takové, jejichz publikace
by poskodilo zdkonné, obchodni ¢i jiné zajmy ZADAVATELE,
CRO a/nebo jejich ptislusnych pridruZenych subjektt a které jsou
(i) ptedany, zpfistupnény nebo pfedloZeny poskytovatelinebo
zkouSejicimu nebo (ii) které poskytovatel a zkousejici ziskali
jinym zpUsobem.

“Data Security Breach” means: (a) the loss or misuse (by any
means) of Personal Data; (b) the inadvertent, unauthorized,
and/or unlawful Processing, disclosure, access, alteration,
corruption, transfer, or sale or rental, destruction, or use of
Personal Data; or (c) any other act or omission that compromises
the security, confidentiality, or integrity of Personal Data.

o ¢

,Poruseni bezpecnosti udaji* znamena:(a) ztritu nebo zneuZiti
(jakymikoli prostfedky) osobnich udaji; (b) neumyslné,
neopravnéné a/nebo nezdkonné zpracovani, zptistupnéni, ptistup,
pozménéni, poSkozeni, pfeddni nebo prodej ¢i prondjem, zniceni
¢i pouziti osobnich udaji; nebo (c) jakékoli jiné konani Ci
opomenuti, které ohroZuje bezpecnost, divérnost ¢i integritu
osobnich udaju.

“eCRFs/CRFs” (Electronic Case Report Forms or Case Report
Forms) are paper or electronic questionnaires specifically used by
Institution and Investigator pursuant to the Protocol for Subject
data reporting.

,,eCRF/CRF* (elektronické zdznamy subjektu hodnoceni nebo
zédznamy subjektu hodnoceni) jsou dotazniky v papirové nebo
elektronické podobé pouZivané konkrétné poskytovatelema
zkouSejicim 1ékafem v souladu s protokolem pro ucely hldSeni
udaju o subjektu hodnoceni.

“Fully Cooperate” means to assist in completing a specified end
or purpose.

,PIn¢ spolupracovat“ znamend poskytnout soucinnost pii
dosahovani urcitého cile ¢i ucelu.

“Information” refers to any and all oral, written (including all
other tangible forms) and other information, material and assets
of any nature, whether or not protected by Intellectual Property
Rights or any applications for such rights, such as, but not limited
to, data, data information, data and Reports on the Study and the
Medicinal Study Drug, (¢)CRFs (whether completed or not), final
Reports, all other clinical data, manufacturing data, the Protocol,
the Investigator Brochure, laboratory records, information
contained in submissions to regulatory authorities, unpublished
data and Reports, any and all other Study documentation,
technical information, findings, samples, interim results and
results, Intellectual Property Rights and any other information
and assets potentially subject to any kind of intellectual property
rights, whether protectable or not, and any existing or future
rights therein; Subjects’ medical files and documents facilitating
identification of the Study Subjects.

Informace* znamenaji jakékoli a veSkeré ustni, pisemné (véetné
veskerych jinych hmotnych forem) a jiné informace, materidl a
majetek jakékoli povahy, at’ jiZz chrdanéné pravy k duSevnimu
vlastnictvi, pfipadné jakékoli pouZiti takovych prav, mimo jiné
naptiklad data, datové informace, data a zpravy tykajici se studie
a hodnoceného 1é¢ivého pripravku, formuldie CRF (at’ vyplnéné,
¢i nevyplnéné), zdveérecné zpravy, veskeré dalsi klinické udaje,
vyrobni tdaje, protokol, soubor informaci pro zkousSejiciho,
laboratorni zdznamy, informace obsaZené v piedloZenych
materidlech pro regulacni organy, nepublikovand data a zpravy,
jakdkoli a veSkerd dalsi studijni dokumentace, technické
informace, nélezy, vzorky, prubézné vysledky a vysledky, prava
k dusevnimu vlastnictvi a veSkeré dal$i informace a majetek
potencidlné podléhajici jakymkoli pravim k duSevnimu
vlastnictvi, at’ jiZ s moznosti ochrany, nebo bez ni, a k veSkerym
stdvajicim ¢i budoucim praviim s tim souvisejici; zdravotni
zaznamy a dokumentace subjekti hodnoceni usnadnujici
identifikaci subjekt hodnoceni.
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“Intellectual Property Rights” refers to existing and / or future
patents, patent applications, trade marks, trade names, service
marks, domain names, copyrights, moral rights, rights in and to
databases (including rights to prevent the extraction or
reutilization/reutilisation of Information from a database), design
rights, topography rights, know-how, trade secrets and all rights
or forms of protection of a similar nature or having equivalent or
the similar effect to any of them which may subsist anywhere in
the world, whether or not any of them are registered and including
applications for registration of any of them; furthermore rights of
use, rights of exploitation, rights of utilization and licenses,
whether royalty-free or otherwise.

s
1

»Prava k duSevnimu vlastnictvi“ se tykaji stdvajicich a/nebo
budoucich patentli, patentovych pfihlaSek, obchodnich znacek,
obchodnich nazvl, znamek sluzeb, ndzvt domén, autorskych
prav, morélnich prav, prav v databazich a k nim (v€etné€ prav pro
zabranéni extrakci nebo opétovnému pouziti informaci
z databdze), prav k primyslovym vzoriim, topografickych prav,
know-how, obchodnich tajemstvi a vSech prdv nebo zpisobt
ochrany podobné povahy nebo takovych, které maji stejny nebo
obdobny ucinek vici kterymkoli z téch, které mohou existovat
kdekoli na svété, at’ uz jsou kterékoli z nich registrované, véetné
zadosti o registraci, nebo nikoli; ddle pak prava k pouZiti, priva
k zuzitkovéani, prava k vyuziti alicence, at uz bez licen¢niho
poplatku, ¢i jinak.

“Investigational Medicinal Product” refers to SPONSOR’s
investigational medicinal product(s) including the Medicinal
Study Drug and / or investigational medical device and to
placebo, comparator drug / device or any other control material
as defined in the Protocol.

,Hodnoceny 1éCivy piipravek® ptedstavuje hodnoceny 1éCivy
piipravek nebo hodnocené 1é¢ivé pripravky ZADAVATELE,
vcetn€ hodnoceného 1é¢ivého piipravku a/nebo hodnoceného
zdravotnického prostiedku a placeba, srovndvactho ptipravku /
prosttedku nebo jakéhokoli jiného kontrolniho materidlu
definovaného v protokolu.

“Investigator” is the individual named in item (3) in the
introduction to this Agreement and is the person responsible for
the conduct of the Study at Institution. If a Study is conducted by
a team of individuals at an Institution, Investigator is the
responsible leader of the team and may be called the principal
investigator.

s¢c

~ZkouSejici* je osoba identifikovand v Casti (3) v dvodu této
smlouvy a je to osoba odpovédnd za provadeéni studieu
poskytovatele. Pokud studii provadi tym osobu poskytovatele, je
zkousejici 1€kaf odpovédny vedouci tohoto tymu a mulzZe se
oznacovat jako hlavni zkousSejici.

“Personal Data” means any information relating to an identified
or identifiable natural person; an identifiable person is one who
can be identified, directly or indirectly, in particular by reference
to an identification number or to one or more factors specific to
his physical, physiological, mental, economic, cultural or social
identity.

,»Osobni udaje” predstavuji jakékoli informace tykajici se
identifikované nebo identifikovatelné fyzické osoby; za
identifikovatelnou osobu povaZujeme osobu, kterou Ize piimo ¢i
nepiimo identifikovat, pfedevs§im odkazem na identifikacni ¢islo
nebo na jeden ¢i vice faktort, které jsou specifické pro jeho/jeji
fyzickou, fyziologickou, dusevni, ekonomickou, kulturni ¢i
socidln{ identitu.

“Reports” means any reports that are required by the applicable
regulatory committee to close out the Study.

~Zpravy* predstavuji jakékoli zpravy, které vyzaduje piislusna
regulacni komise k ukonceni studie.

“Resources” refers to any facilities and equipment that are
utilized for the conduct of the Study.

,-Zdroje* odkazujf na jakékoli prostory a vybavent, které slouzi k
provadeéni studie.

“Services” means the services to be provided by the Institution,
the Investigator and/or the Study Personnel under the terms of
this Agreement.

»Sluzby“ predstavuji sluzby, které poskytuje poskytovatel,
zkousSejici 1€kat a/nebo persondl studie podle podminek této
smlouvy.
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“Study” means the scientific research as defined in the Protocol.

»tudie® znamend védecky vyzkum definovany v protokolu.

“Study Instructions” means any written document, other than the
Protocol, issued by SPONSOR or CRO that specifically relates to
and references the Study and which provides additional
information and/or instructions on how the Institution and
Investigator shall conduct the Study. Study Instructions may be
transmitted from SPONSOR or CRO to Institution and/or
Investigator by personal delivery, fax, e-mail, registered post,
certified post or courier.

»Pokyny ke studii“ pfedstavuji jakykoli pisemny dokument,
kromé protokolu, vydany ZADAVATELEM nebo CRO, ktery se
konkrétné tyka studie nebo na ni odkazuje a ktery poskytuje dals{
informace a/nebo pokyny k provadéni studie ze strany
poskytovatele a zkousejictho. Pokyny ke studii 1ze pfenaset od
ZADAVATELE nebo CRO na poskytovatele a/nebo
zkousejiciho osobné€, faxem, elektronickou poStou, cennym
psanim, doporucenou posStou nebo kuryrem.

“Study Personnel” means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study, including
Sub-Investigator(s), Study coordinator(s), and any other
contractors, agents, representatives and employees of Institution
or Investigator who assist Institution and Investigator with the
Study.

,,Personal studie* znamena jakékoli zaméstnance
poskytovatelenebo zkousejictho a/nebo dodavatele najaté
poskytovatelemnebo zkousSejicim, ktefi se ucastni provadeéni

studie, véetné spoluzkousejictho/spoluzkousejicich,
koordindtora/koordinitortt  studie a  jakychkoli  dalSich
dodavateld, zprostiedkovatelli, zastupcd a zaméstnanci

poskytovatelenebo zkousSejiciho, ktefi pomdhaji poskytovatelia
zkouSejicimu se studii.

“Study Results” refers to any and all Information and any other
material and results directly or indirectly arising from or in
connection with the Study, regardless of whether the Study was
aimed at yielding the relevant Study Results or whether they are
ancillary in connection with the Study.

,Vysledky studie“ pfedstavuji jakékoli a veSkeré informace a
jakykoli dalsi materidl a vysledky, které pfimo ¢i neptimo vznikly
ze studie nebo ve spojeni s ni, bez ohledu na to, zda bylo cilem
studie ziskat vysledky studie nebo zda maji v souvislosti se studii
doplitkovou povahu.

“Sub-Investigator” is any individual member of the Study team
designated and supervised by the Investigator at Institution to
perform critical trial-related procedures and/or to make important
trial-related decisions (e.g., associates, residents, research
fellows).

s

»Spoluzkousejici“ je jakykoli ¢len studijntho tymu urceny
zkousSejicim l1ékafem ve zdravotnickém zafizeni poskytovatele,
ktery na n&j dohliZi. Jeho dkolem je provadét dilezité postupy
souvisejici s klinickym hodnocenim a/nebo ¢init dilezita
rozhodnuti souvisejici s klinickym rozhodnutim (napf.
spolecnici, interni zaméstnanci, kolegové z vyzkumu).

“Subject” is a person participating in the Study and identified in
the signed informed consent form.

s

,»Subjekt hodnoceni* je osoba, kterd se ucastni studie a kterd je
identifikovana v podepsaném formuléii informovaného souhlasu.
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Exhibit C

Priloha C

Template #1

Sablona & 1

Issued to: / Vydano pro:

[INSERT NAME OF PAYEE] /
[VLOZTE JMENO PRIJEMCE PLATEB]
[INSERT ADDRESS] /
[VLOZTE ADRESU]

[
[INSERT VAT NUMBER (if any)] /
[VLOZTE DIC (pokud existuje)]

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland / Irsko

Irish VAT Number: / Irské DIC: IE 3249971HH

Invoice No: / C. faktury:

Date: / Datum:

Protocol Number: / Cislo protokolu:
Project Number: / Cislo projektu:
Site Number: / Cislo pracoviste:

Services in relation to the carrying out of a clinical trial in the period from [insert date]

to [insert date]. /

Sluzby souvisejici s provadénim klinického hodnoceni v obdobi od [vloZte datum]

do [vloZte datum].

“Reverse Charge” /

,, Plreneseni danové povinnosti

[Insert exchange rate if invoice is issued in a different currency to contract currency] /

[VloZte sménny kurz, pokud je faktura vystavena v jiné nez smluvni mén¢]

Total due / Celkova dluzna ¢astka

CZK

Exhibit D

Priloha D

Data Protection

Ochrana osobnich tidaju
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Unless otherwise defined herein, all terms used in this Exhibit and
not otherwise defined shall have the meanings assigned to them
in the Agreement. For the purposes of this Exhibit, the following
terms will have the meanings given below.

Neni-li v této smlouvé stanoveno jinak, vSechny pojmy pouZité
v této piiloze a nedefinované jinak maji vyznam, ktery jim byl
pridélen ve smlouvé. Pro tcely této ptilohy budou mit nasledujici
pojmy niZe uvedeny vyznam.

“Data Controller” as defined in the GDPR.

»Spravcee udaji“, jak je definovan v obecném natizeni o ochrané
udaju.

"Data Subject" means any participant in or applicant wishing to
participate in the Study together with any next of kin, if
appropriate, and/or any other person about whom Personal Data
may be collected in the performance of this Agreement;

»Subjekt tidaji‘ znamend jakéhokoli tcastnika ve studii nebo
Zadatele, ktery se chce ucastnit studie, piipadn¢€ spolecné s

nejbliz§imi ptibuznymi a/nebo jakoukoli jinou osobou, o které
mohou byt pfi plnéni této smlouvy shromazd’ovany osobni tidaje;

"European Economic Area (EEA)" means all the member states
of the European Union and Norway, Liechtenstein and Iceland;

Evropsky hospodarsky prostor (EHP)“ piedstavuje vSechny
¢lenské staty Evropské unie a Norska, Lichtenstejnska a Islandu;

"GDPR"
Regulation;

means the European General Data Protection

,»,GDPR* znamend evropské obecné nafizeni o ochrané osobnich
udaju;

"Processing" means any operation or set of operations performed
on Personal Data, including the collection, use, modification,
retrieval, transfer, storage, deletion, processing (both by computer
and manually), combination or other use of Personal Data as
contemplated by applicable data protection laws; and

»Zpracovanim“ se rozumi jakdkoli operace nebo soubor operaci
provadénych s osobnimi tddaji, vcetné shromaZdovani,
pouZzivéni, uprav, vyhleddvéni, pfenosu, uchovdvani, vymazéni,
zpracovani (jak pocitaCem, tak rucné), kombinace nebo jiného
pouziti osobnich udajt, jak je zamysleno platnymi zdkony na
ochranu udaji; a

"Trial Data" means all Personal Data relating to any Data Subject
collected by Institution, Investigator or Study Personnel or all of
these entities for the purposes of this Study.

,Udaje z Klinického hodnoceni“ predstavuji veskeré osobni
udaje tykajici se jakéhokoli subjektu udaju
shromdzdénéposkytovatelem, zkousSejicim nebo persondlem
studie nebo vSemi témito subjekty pro ucely této studie.

Institution and Investigator are Data Controllers of, and therefore
responsible for, the Personal Data of Data Subjects existing and
stored in the medical file of the Data Subjects at the Institution.
SPONSOR is Data Controller of, and therefore responsible for,
the processing of Trial Data.

Poskytovatel a zkouSejici jsou spravci tidaji, a proto odpovidaji
za osobni tdaje subjektti udaju, které existuji a jsou uloZeny ve
zdravotni dokumentaci subjektd tudaji ve zdravotnickém
zatizeni. ZADAVATEL je spravcem udaju, a proto je odpoveédny
za zpracovani idaju z klinického hodnoceni.

The respective roles of the SPONSOR and the parties is as
described below:

Ptislusné role ZADAVATELE a smluvnich stran jsou popsany
niZe:
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Personal Data Amgen as Controller / | Institution and Institution and Investigator | CRO as
contained in: / Spole¢nost Amgen Investigator as as Processor / Processor /
Osobni tdaje jako spravce Controllers / Poskytovatel a zkouSejici CRO jako
obsazené v: Poskytovatel a jako zpracovatel zpracovatel
zkousejici jako spravci

CRF/
CRF (zaznam subjektu X X X
hodnoceni)
Medical Records /

.o X X
Zdravotni zdznamy
Patient Disposition Log /
Dispoziéni protokol X X X
pacienta

For the Study, Institution, Investigator and Study Personnel
(collectively referred to as “Processor”) are Processing Trial
Data on behalf of the Controller which is SPONSOR and will act
as Processor for such data. Where Institution and Investigator are
acting as Processor, Institution and Investigator will follow (and
ensure Study Personnel follow) SPONSOR instructions and the
following provisions shall apply.

Pro tucely studie poskytovatel, zkouSejici 1ékaf a persondl studie
(spole¢né¢ dile jen ,zpracovatel) zpracovdvaji udaje z
klinického hodnoceni jménem sprévce, kterym je ZADAVATEL,
a budou jednat jako zpracovatel téchto tidaji. Pokud poskytovatel
a zkouSejici jednaji jako zpracovatel, budou poskytovatel a
zkousejici dodrzovat (a zajisti, aby persondl studie dodrzoval)
pokyny ZADAVATELE, pficemz budou platit nasledujici
ustanoveni.

Processor will comply, at their expense, with GDPR and all
Applicable Laws, as amended from time to time, with respect to
the Processing of Trial Data, and with the following provisions.

Zpracovatel bude na své ndklady dodrZovat nafizeni GDPR a
vSechny platné zdkony, ve znéni pozdé&jsich predpisti, s ohledem
na zpracovani udaji z klinického hodnoceni a nasledujici
ustanoveni.

(i)  Process only Trial Data collected by the Processor in
accordance with this Agreement and solely for the
purposes of the Study as specified in the applicable
Protocol or as otherwise instructed in writing from
time to time by SPONSOR and not further collect and
process such Trial Data in any other manner;

(i) bude zpracovavat pouze tudaje z klinického
hodnoceni shromazdéné zpracovatelem v souladu s
touto smlouvou a vyhradné€ pro tucely studie, jak je
uvedeno v piislus§ném protokolu nebo jak je jinak
pisemné stanoveno ZADAVATELEM, a nebude
dale shromazd’ovat a zpracovdvat tyto udaje z
klinického hodnoceni Zddnym jinym zpisobem;

(i)  Not to disclose or transfer Trial Data to any third party
without the prior written permission of SPONSOR,
except (a) where such disclosure or transfer is required
by any Applicable Law or supervisory authority, in
which case Processor will notify promptly in writing
(and in any event within 5 calendar days of receipt)
SPONSOR before complying with any such request
for disclosure or transfer and comply with all
reasonable directions of SPONSOR with respect to
such disclosure or transfer, or (b) where such
disclosure or transfer is limited only to persons within
the Processor’s organization located in the EEA who
have a need to know to perform the services
contemplated in the Agreement or (c) where such
disclosure or transfer is to Amgen Inc. and its
affiliates’ employees or representatives in the EEA or
in countries outside the EEA, including the U.S;

(i) nezpfistupni ani nepievede tudaje z klinického
hodnoceni Zadné treti stran€ bez predchoziho
pisemného souhlasu ZADAVATELE, s vyjimkou
ptipadu, (a) kdy je takové zpfistupnéni nebo predani
vyZadovano platnymi zdkony nebo dozorovym
uradem, v takovém piipadé bude zpracovatel
neprodlené pisemné informovat (a v kaZzdém piipadé
do 5 kalendéinich dnt od pfijeti) ZADAVATELE
pfedtim, neZz vyhovi jakékoli takové Ziadosti o
zptistupnéni nebo prevod, a bude dodrZovat vSechny
pfimétené pokyny ZADAVATELE tykajici se
takového zpfistupnéni nebo pievodu, nebo (b) kdy je
takové zptistupnéni nebo pfeddni omezeno pouze na
osoby v organizaci zpracovatele se sidlem v EHP,
které potfebuji védét o poskytovani sluZzeb
zamySlenych ve smlouvé, nebo (c) kdy je takové
zptistupnéni nebo pfeddni ucinéno spolecnosti
Amgen Inc. a zaméstnanci nebo zdstupci jejich
pfidruZzenych spolecnosti v EHP nebo v zemich
mimo EHP, vcéetné USA;
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(iii) Ensure that all the technical and organizational (i) zajisti, aby byla vzdy pfijata vSechna technickd a
measures specified in the Protocol and in article 32 of organizacni opatfeni specifikovand v protokolu a
GDPR or requested by SPONSOR from time to time v ¢lanku 32 nafizeni GDPR nebo ¢as od casu
are taken at all times to protect Trial Data against vyzadovand ZADAVATELEM, aby byla chranéna
accidental or unlawful destruction, loss, damage or data klinického hodnoceni pied ndhodnym nebo
alteration as well as unauthorized or unlawful forms nezdkonnym znicenim, ztrdtou, poskozenim nebo
of Processing (each a “Security Incident”); pozménénim, jakoz i pfed neopravnénymi nebo

nezdkonnymi formami zpracovdni (jednotlivé
,.bezpecnostni incident*);

(iv) Notify SPONSOR promptly in writing (and in any (iv) neprodlené¢ pisemné informovat ZADAVATELE (a
event within 5 calendar days of receipt) of any v kazdém piipadé do 5 kalendatnich dnti od pfijeti) o
communication received from a Data Subject relating jakékoli komunikaci obdrZzené od subjektu udajt
to the Data Subject’s rights to access, modify, correct tykajici se prav subjektu udaji na pfistup, dpravu,
or get a copy of his/her Trial Data and to comply with opravu nebo ziskani kopie jeho ddaji z klinického
all instructions of SPONSOR before responding to hodnoceni a  dodrZovat  vSechny  pokyny
such communications; ZADAVATELE piedtim, nez na takova sdéleni

odpovi;

(v)  Ensure that Processor’s Representatives authorized to (v)  zajistit, aby zdstupci zpracovatele povéfeni
process Trial Data are bound by the same obligations zpracovanim Uudaji z klinického hodnoceni byli
of confidentiality under this Agreement; vazéani stejnymi povinnostmi divérnosti podle této

smlouvy;

(vi)  Without limiting SPONSOR’s audit rights under the (vi) aniZ by byla omezena priva ZADAVATELE na
Agreement, SPONSOR or its designee may, upon audit podle této smlouvy, mize ZADAVATEL nebo
reasonable notice, undertake an assessment and audit jim povétend osoba po piiméfeném ozndmeni
of Processor’s compliance with this Exhibit. provést posouzeni a audit dodrZovani této piilohy
Processor shall, and shall cause its Representatives to, zpracovatelem. Zpracovatel bude pfi provadéni
cooperate with SPONSOR in the conduct of any such takovych auditt spolupracovat se ZADAVATELEM
audits; a zajisti, aby tak ucinili i jeho zastupci;

(vii) Cooperate with SPONSOR’s requests for information (vii) spolupracovat pii Zadostech ZADAVATELE o
reasonably necessary to (a) demonstrate Processor’s informace, které jsou pfimétené nezbytné k tomu,
compliance with the requirements set forth in this aby (a) prokézal, Ze zpracovatel dodrZuje poZadavky
Exhibit, (b) support SPONSOR’s consultations with, stanovené v této piiloze, (b) podpofil konzultace
or responses to any inquiries of, governmental ZADAVATELE se stitnimi orgdny nebo odpovédi
authorities including without limitation national data na jakékoli dotazy statnich orgdnti, mimo jiné vcetné
protection authorities, and (c) support SPONSOR in ndrodnich dfadd pro ochranu osobnich udajt, a (c)
conducting a privacy impact assessment of the podpofil ZADAVATELE pfi provddéni hodnoceni
Processing activities subject to this Agreement; and dopadu cinnosti zpracovani, na které se vztahuje tato

smlouva na soukromi; a

(viii) Without limiting Processor’s notification obligations (viii) aniz by tim byly omezeny oznamovaci povinnosti
under the Agreement, provide notice to SPONSOR zpracovatele podle této smlouvy, neprodleng
promptly by electronic mail at privacy @amgen.com, informovat ZADAV ATELE elektronickou poStou na
but in no event later than 24 hours, after Institution, adrese privacy@amgen.com, ale v Zadném ptipadé
Investigator or Study Personnel discovered or became ne pozd&ji nez 24 hodin poté, co poskytovatel,
aware of a Privacy Incident. zkousejici nebo persondl studie zjisti nebo se dozvi

o incidentu v oblasti ochrany osobnich tidaja.
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