CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement”) is made
by and between:

Fakultni nemocnice Hradec Kralové, having a
place of business at Sokolska 581, 500 05 Hradec
Kralové - Novy Hradec Kralové, Czech Republic
Identification number: 00179906, Tax identification
number: CZ00179906, represented by MUDr. Ales
Herman, Ph.D., Director (the “Institution”), and

. aving a
address at Fakultni nemocnice Hradec Kréalové,
Klinika onkologie a radioterapie, Sokolské 581, 500
05 Hradec Kralové — Novy Hradec Kralové, Czech
Republic (the “Investigator”), and

IQVIA RDS Czech Republic, s.r.o., having a place
of business at Pernerova 691/42, 186 00 Praha 8 -
Karlin, Czech Republic, Identification number: 247
68 651, Tax identification number: CZ247 68 651,
represented by Ing. Eva Falbrova, Managing
Director (“IQVIA”), and

Pierre Fabre Médicament, having a place of
business at Les Cauquillous, 81500 Lavaur,
France registered on the French Register of
Commerce and Companies (RCS) in Nanterre
under the number 326 118 502 (“Sponsor”)

Each a “Party” and together the “Parties”.

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (“Smlouva”) je
uzavirana mezi nasledujicimi stranami:

Fakultni nemocnici Hradec Kralové, se sidlem
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceské republika, ICO: 00179906,
DIC: CZ00179906, zastoupenou MUDr. AleSem
Hermanem, Ph.D., feditelem, (,Poskytovatel”), a

. s adresou

Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Ceska
republika (“Zkousejici”), a

IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
republika, IC: 247 68651, DIC: CZ24768651,
zastoupeny Ing. Evou Falbrovou, jednatelkou
(“IQVIA”), a

Pierre Fabre Meédicament, se sidlem Les
Cauquillous, 81500 Lavaur, France, zapsano ve
francouzském obchodnim rejstfiku (RCS) v
Nanterre pod €islem 326 118 502 (“Zadavatel”)

Kazda samostatné jako “Strana” a spolecné jako
“Strany”.

Protocol Title:

binimetinib vs. placebo in fully
resected stage 1IB/C BRAF
V600E/K mutated melanoma: a
randomized triple-blind phase
Il study in collaboration with
the EORTC Melanoma Group

Protocol WO00090GE303 / EORTC- | Cislo Protokolu: | WO0090GE303 / EORTC-2139-
Number: 2139-MG MG
Adjuvant encorafenib P Adjuvantni enkorafenib a

Nazev Protokolu:

binimetinib v  porovnani s
placebem u piné resekovaného
melanomu stadia 1I1B/C s mutaci
BRAF V600E/K: randomizované,
trojité zaslepené klinické
hodnoceni faze Il ve spolupraci
s EORTC Melanoma Group
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Protocol Date:

10 September 2021

Datum
Protokolu:

10. zari 2021

Sponsor:

Pierre Fabre Médicament

Zadavatel:

Pierre Fabre Médicament

Country where

Stat ve kterém
ma sidlo Misto

gg‘;;cﬁng Czech Republic provadent Ceska republika
Study hodnoceni, které

provadi Studii
Location where | Klinika onkologie a | Misto, kde bude

Klinika onkologie a radioterapie,

ECMT/EC/RA

nemocnice Hradec Kralové
Sokolska 581, 500 05 Hradec
Krélové

RA;

Statni ustav pro kontrolu Ieciv,
Srobarova 48, 100 41 Praha
10, Ceska republika

the study will radioterapie, which is a division | provadéna Kterd je soucasti Poskviovatele
be conducted: | of the Institution Studie: / y
B
|
|
]
Dater e Kiicovs  datum | |
Date: . .
zafazeni: ]
.
.
]
I
ECMT; MEK;
Eticka komise Fakultni Eticka komise Fakultni
nemocnice Kralovské nemocnice Kralovské Vinohrady,
Vinohrady, Srobarova 1150/50, Srobarova  1150/50, 100 34
100 34 Praha 10, Ceska Praha 10, Ceska republika
republika
EC; ) LEK;
Eticka komise Fakulini | MEK / EK / SUKL | Eticka komise Fakultni

nemocnice Hradec Kralové
Sokolska 581, 500 05 Hradec
Kralové

SUKL;

Statni ustav pro kontrolu I€Civ,
Srobarova 48, 100 41 Praha 10,
Ceské republika

The following additional definitions shall apply to this

Agreement:

Ve Smlouvé
definice:

jsou pouzity nasledujici smluvni

Protocol: the clinical protocol referenced above as
it may be modified from time to time by the
Sponsor (defined below)

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to record
all of the Protocol-required information to be
reported to Sponsor on each Study Subject.

Protokol: klinicky protokol, na ktery je odkazano
vySe, a ktery mlze podléhat ¢as od ¢asu zménam
provedenym Zadavatelem (ve smyslu nize
uvedené definice)

Formulafe pro zaznamy o subjektech hodnoceni
(Case Report Form) nebo CRFE: formular pro
zaznamy o subjektech hodnoceni (v listinné Gi
elektronické podobé) bude pouzivan Mistem
provadéni klinického hodnoceni za Ucelem
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Study: the clinical trial that is to be performed in
accordance with this Agreement and the Protocol
for purposes of gathering information about the
compound identified in the Protocol.

Study Subject: an individual who participates in
the Study, either as a recipient of the
Investigational Product (defined below) or as a
control.

Study Staff: cooperatingindividuals involved in
conducting the Study under the direction of the
Investigator.

Investigational Product: the investigational
medicinal product according to the meaning in Act
No. 378/2007 Coll., i.e. the compound/ identified
in the Protocol that is being tested in the Study.

Good Clinical Practices or GCPs: International
Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human
Use (ICH) Harmonised Tripartite Guideline for
Good Clinical Practice as amended from time to
time and the principles set out in the Declaration
of Helsinki as revised from time to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’ primary
medical records kept by the Institution on behalf of
the Study Subjects, including, without limitation,
treatment entries, x-rays, biopsy reports,
ultrasound photographs and other diagnostic
images.

Study Data: all records and reports, other than
Medical Records, collected or created pursuant to
or prepared in connection with the Study including,
without limitation, reports (e.g., CRFs, data
summaries, interim reports and the final report)
required to be delivered to Sponsor pursuant to
the Protocol and all records regarding inventories
and dispositions of all Investigational Product.

Government Official: any officer or employee of a
government or of any ministry, department,

zaznamu veSkerych informaci pozadovanych
Protokolem, které podléhaji  oznamovani
Zadavateli ve vztahu ke kazdému Subjektu studie
(ve smyslu nize uvedené definice).

Studie: klinické hodnoceni, které bude provedeno
v souladu s touto Smlouvou a Protokolem pro
UcCely ziskani a shromazdéni informaci o slozce
popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se Gcastni
Studie, bud jakozto pfijemce Hodnoceného Iéciva
(ve smyslu nize uvedené definice) nebo jako
kontrolni subjekt.

Studijni personal: jednotlivé spolupracujici fyzické
osoby zapojené do provadéni Studie pod
dohledem Zkousejiciho.

Hodnocené |é€ivo: hodnoceny IéCivy pfipravek ve
smyslu zdkona €. 378/2007 Sb., slozka/
definovand v Protokolu, ktery je pfedmétem
hodnoceni ve Studii.

Spravna  klinickd  praxe nebo  GCPs:
Harmonizovana tripartitni smérnice pro Spravnou
klinickou praxi vydana Mezinarodni radou pro
harmonizaci technickych pozadavkd na humanni
[éCivé pfipravky (ICH), ve znéni, jez je v prabéhu
¢asu novelizovano a zasady vymezené
Helsinskou deklaraci, revidované v prabéhu ¢asu.

Zadavatel: zadavatel Studie.

Zdravotni zdznamy: primarni zdravotni zdznamy
Subjektl studie vedené Poskytovatelem ve vztahu
k Subjektu studie, zejména zaznamy o poskytnuté
péci, zaznamy o RTG vySetfenich, protokoly o
provedenych biopsiich, snimky z ultrazvukovych
vySetfeni a dal§i snimky diagnostické povahy.

Studijni data a udaje: veSkeré zaznamy, zpravy a
protokoly, jez jsou odlisné od Zdravotnich
zaznamd, a které jsou ziskany, shromazdény di
vytvofeny v navaznosti na ¢&i pfipraveny v
souvislosti se Studii, zejména zpravy, zdznamy a
protokoly (napf., CRFs, datové prehledy,
mezitimni zprdvy a protokoly, a zavérecna
zprava), které jsou pozadovany, aby byly
poskytnuty Zadavateli v souladu s Protokolem a
veSkerymi zaznamy ohledné inventurni evidence
a nakladani s veSkerym mnozstvim Hodnoceného
[éCiva.

Zé&stupce verejné moci: jakykoli Urednik &i jakykoli
zaméstnanec vladniho dfadu ¢&i jakéhokoli
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agency, or instrumentality of a government; any
person acting in an official capacity on behalf of a
government or of any ministry, department,
agency, or instrumentality of a government; any
officer or employee of a company or of a business
owned in whole or part by a government; any
officer or employee of a public international
organization such as the World Bank or the United
Nations; any officer or employee of a political party
or any person acting in an official capacity on
behalf of a political party; and/or any candidate for
political office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

Item(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
payments or equivalents, such as gift certificates;
gifts or free goods; meals, entertainment, or
hospitality; travel or payment of expenses;
provision of services; purchase of property or
services at inflated prices; assumption or
forgiveness of indebtedness; intangible benefits,
such as enhanced social or business standing
(e.g., making donations to government official’s
favored charity); and/or benefits to third persons
related to government officials (e.g., close family
members).

RECITALS:

WHEREAS, IQVIA is providing clinical research
organisation services to Sponsor under a separate
contract between IQVIA and Sponsor. IQVIA’s
services include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, the |Institution and Investigator
(hereinafter jointly the “Site”) represent and warrant
that they have the authority to enter into this
Agreement and that they are not subject to any
obligations which conflict with their obligations under

ministerstva, rezortu, Ufadu & agentury, nebo
zastupce statniho/spravniho Gfadu; jakakoli osoba
jednajici v Uredni funkci jménem
statniho/spravniho Ufadu ci jakéhokoli
ministerstva, Ustavu, Ufadu ¢&i agentury nebo
zastupce vladniho dfadu; jakykoli Gfednik ¢i
zameéstnanec spolecnosti ¢i podnikatelského
subjektu vlastnéného statem, v diléim &i plném
rozsahu; jakykoli Ufednik ¢&i zaméstnanec
mezinarodni organizace vefejného charakteru
jako napf. Svétova banka & Organizace
spojenych narodd; jakykoli Ufednik &i jakykoli
zaméstnanec politické strany ¢&i jakakoli osoba
jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli Iékaf, farmaceut €i jiny
profesional ve zdravotnictvi, pracujici pro €i v
jakékoli nemocnici, Iékarné ¢&i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi Ci
provozovaném statnim/spravnim Ufadem,
ministerstvem ¢&i Ustavem.

Hodnotné véci: budou vykladany v SirSim smyslu
a mohou tak zejména zahrnovat penézni ¢astky,
platby ¢i ekvivalenty plateb, jako napfiklad
darkové certifikaty ¢i poukazy; dary ¢i bezplatné
poskytované vyrobky; pohosténi, zabavu, di
pohostinnost; cesty ¢&i proplaceni naklady;
poskytovani sluzeb; koupé majetku €i sluzeb za
nadhodnocené castky; pfevzeti & prominuti
splatnych ~ zdvazk(i; vyhody  nehmotného
charakteru, jako napfiklad zvySené socialni Gi
podnikatelské postaveni (nap¥., poskytovani dar(
¢i podpory na dobrocinné Ucely, jez jsou
podporovany statnimi/spravnimi Ufady); a/nebo
vyhod vac&i tretim osobam vztahujici se k
zastupcim vefejné moci (napf. blizci Clenové
rodiny).

UVODNI CAST:

VZHLEDEM K TOMU, Ze IQVIA poskytuje Zadavateli

sluzby smluvni vyzkumné organizace, a to na zakladé

samostatné smlouvy uzaviené mezi IQVIA a

Zadavatelem. Sluzby IQVIA zahrnuji monitoring

Studie a uzavirani smluv s Klinickymi vyzkumnymi
centry;

VZHLEDEM K TOMU, Ze Poskytovatel a ZkouSejici
(dale spolec¢né jen “Misto provadéni klinického
hodnoceni”) prohlasuji a zaruéuji, Ze jsou opravnéni
uzavfit tuto Smlouvu, a Ze se na né nevztahuji zadné
zavazky, které by byly v rozporu s jejich zavazky
vyplyvajicimi z této Smlouvy a hodlaji provést Studii a
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the Agreement and are willing to conduct the Study IQVIA po Mistu provadéni klinického hodnoceni,
and IQVIA requests the Site to undertake such Study. pozaduje provedeni takové Studie.

NOW THEREFORE, the following is agreed: NYNi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1. CONDUCT OF THE STUDY 1.PROVEDENI STUDIE

1.1. Compliance with Laws, Regulations, and

Good Clinical Practices

Site agrees that Site and Study Staff shall perform
the Study at Institution in strict accordance with
this Agreement, the Protocol (as amended), the
written instructions from Sponsor and/or IQVIA,
applicable direction received from the institutional
review board/ Ethic Committee (where
applicable), any and all applicable laws
regulations and guidelines, including in particular,
but without limitation, GCPs, Act No. 378/2007
Coll., on Pharmaceuticals and on amendments to
some related acts (“Act on Pharmaceuticals”) and
Decree No. 226/2008 Coll., on good clinical
practice and detailed conditions of clinical trials on
medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and terms
and conditions of performance of such services
(,Act on Medical Services®) or any subsequent
amendments or laws substantially replacing any of
the foregoing.(together “Applicable Laws”). Site
and Study Staff acknowledge that IQVIA and
Sponsor, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery Act 2010
of the United Kingdom (Bribery Act); (ii) the
Foreign Corrupt Practices Act 1977 of the United
States of America (FCPA), (ii) the French
Anticorruption Law named “Sapin Il Law” (2016)
and (iii) any other applicable anti-corruption
legislation.

1.1 Soulad s Pravnimi predpisy, nafizenimi a
Spravnou klinickou praxi

Misto provadéni klinického hodnoceni souhlasi s
tim, ze Misto provadéni klinického hodnoceni a
Studijni personal provede u Poskytovatele Studii v
prisném souladu s touto Smlouvou, Protokolem (v
platném znéni), pisemnymi pokyny Zadavatele
a/nebo spole¢nosti IQVIA a pfislusnymi pokyny
obdrzenymi od nezavislé etické komise nebo
etické komise (pokud je to relevantni), veSkerymi
prislusnymi pravnimi predpisy a nafizenimi,
zejména vcetné pravidel spravné klinické praxe,
zak. ¢. 378/2007 Sb., o léCivech a zménéach
nékterych souvisejicich zakond (“Zakon o
lé¢ivech”) a Vyhlasky ¢. 226/2008 Sb., o spravné
klinické praxi a bliz§ich podminkach klinického
hodnoceni légivych pfFipravkd, v platném znéni,
zak. €. 372/2011 Sb., o Zdravotnich sluzbach a

podminkach jejich poskytovani (,Zakon o
zdravotnich sluzbach®) nebo  jakychkoli
naslednych  pozménujicich &  podstatné

nahrazujicich pravnich predpisd ve vztahu ke
shora uvedenym pravnim normam, (spole¢né
“Pfislusné pravni predpisy”). Misto provadéni
klinického hodnoceni a Studijni personal timto
berou na védomi, ze IQVIA a Zadavatel, a jejich
odpovédné pobocky, se zavazuji dodrzovat (i)
britsky z&kon proti korupci z roku 2010
(“Protikorup€ni zakon”); (ii) zakon USA z roku
1977 o zahrani¢nich korupCnich praktikdch z roku
1977 (“FCPA”) a (iii) francouzsky protikorup¢ni
zakon ,Sapin Il Law* (2016) a (iv) jakékoli dalsi
pravni pfepisy na Useku zdkazu korupénich
praktik.

Zadavatel a IQVIA se timto zavazuji, ze
fgﬁg}ﬁg; ::dotlri\r/lcgn?rzzg?g cggggcr:tt?:r?wﬂﬁtthtig v souvislosti s touto Studii neuzaviou zadnou
Study with a}rl1 employee of the Institution jinou  smlouvu s Zadnym  zaméstnancem

udy y employ ution. Poskytovatele.
1.2. Informed Consent Form 1.2 Formular pisemného informovaného
souhlasu
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Institution and Investigator shall make sure that
the Study Subjects (and/or their legal
representatives) will, in accordance with
applicable laws and regulations, be duly informed
and, where applicable, that each give their
informed consent prior to their participation in the
Study in accordance with the Protocol, applicable
laws and regulations (or as required by applicable
laws and regulations, has not expressed its/her
opposition to his/her participation to the Study)
and if applicable any approval of ethical committee
and/or any other competent authority.

Site agrees to use an informed consent form that
has been supplied by Sponsor or IQVIA and is in
accordance with applicable regulations and the
requirements of the Ethics Committee for
Multicentrics Trials (‘ECMT”) and Local Ethics
Committees (“LEC), jointly Ethics Committees
(“EC”) that is responsible for reviewing the Study.
Investigator shall obtain the prior written informed
consent of each Study Subject.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and Destruction: Site
shall ensure the prompt, complete, and accurate
and up-to-date collection, recording and
classification of the Medical Records and Study
Data.

Site shall:

i. maintain and store Medical Records
and Study Data in a secure manner with
physical and electronic  access
restrictions, as  applicable and
environmental controls appropriate to
the applicable data type and in
accordance with applicable laws,
regulations and industry standards; and
Site shall archive the Study Data and
Medical Records for the minimum
retention period as required by
applicable laws and regulations (the
"Retention Period").

ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed
by Sponsor or IQVIA, Site will submit
Study Data using the electronic system
provided by Sponsor or IQVIA or their
designated representative and in
accordance with Sponsor’s instructions
for electronic data entry. Site shall

Poskytovatel a Zkousejici zajisti, aby Subjekty
studie (a/nebo jejich zakonni zastupci) byli, v
souladu s platnymi zakony a predpisy, fadné
informovani, a, pokud se uplatni, aby kazdy z nich
dal pfed svou Uc€asti ve studii informovany souhlas
v souladu s Protokolem, platnymi zdkony a
predpisy (nebo podle pozadavku platnych zakon
a predpisl nevyjadril svdj nesouhlas s Gc€asti ve
studii) a pfipadné se souhlasem etické komise
a/nebo jiného pfislusného organu.

Misto provadéni klinického hodnoceni souhlasi s
tim, Ze bude pouzivat formulaf informovaného
souhlasu dodaném Zadavatelem nebo IQVIA,
ktery je v souladu s pfisluSnymi pravnimi predpisy
a pozadavky Etické komise pro multicentricka
hodnoceni (“MEK”) a Mistnich etickych komisi
(“LEK), spole¢né déle jen Etickych komisi (“EK”),
které jsou zodpovédné za kontrolu Studie.
ZkouSejici pfedem zajisti pisemny informovany
souhlas kazdého Subjektu studie.

1.3. Zdravotni zdznamy a Studijni data a Udaje
1.3.1. Shromazdovani, uskladnéni a likvidace:
Misto provadéni klinického hodnoceni zajisti
promptni, Uplne, pfesné a aktualni
shromazdovani, zaznamenavéania klasifika¢ni
roztfidéni Zdravotnich zaznamu a Studijnich dat a
udaja.

Misto provadéni klinického hodnoceni bude:

i. veést a skladovat Zdravotni zdznamy a
Studijni data a Udaje bezpecnym
zplisobem s omezenim fyzického i
elektronického pfistupu, dle podminek
konkrétniho pfipadu a s kontrolou
prostfedi pFisluSnou pro konkrétni typ dat
a Uudaja v souladu s pfisluSnymi pravnimi
predpisy, nafizenimi a technickymi
standardy; a Misto provadéni klinického
hodnoceni bude archivovat Gdaje o Studii
a lékafské zaznamy po minimalni dobu
uchovavani vyzadovanou pfisluSnymi
zakony a predpisy ("doba uchovavani").

ii.  chranit Zdravotni zaznamy a Studijni data
a Udaje proti neopravnénému zneuZiti,
pristupu, kopirovani ¢i odhaleni. Bude-li
tak pozadovano Zadavatelem c&i IQVIA,
Misto provadéni klinického hodnoceni
predlozi Studijni data a Udaje za pouZziti
elektronického systému pro elektronicky
zaznam dat, ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo jimi
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prevent unauthorized access to the
Study Data by maintaining physical
security of the electronic system and
ensuring that Study Staff maintain the
confidentiality of their passwords.
Investigator agrees to collect all Study
Data in Medical Records prior to
entering it into the CRF. Site shall
ensure the prompt submission of CRFs;
and

iii. take measures to prevent accidental or
premature destruction or damage of
these documents. Neither Institution
nor Investigator shall destroy or permit
the destruction of any Medical Records
or Study Data without prior written
notification to the Sponsor. The
Institution will keep all Medical Records
and Study Data as well as any
documentation related to study subjects
for 25 years after completing the Study.
Institution will store the documentation
for five (5) years free of charge and for
further SN o
reimbursement specified in Attachment
A. In accordance with the obligations of
a sponsor under the ICH GCP, Sponsor
will inform Site in writing six (6) months
in advance that the Medical Records
and Study Data and other data are no
longer needed even if the minimum
retention period agreed in this
Agreement has not yet elapsed. If
Sponsor does not require that
Institution store the documents any
longer, Institution will be entitled to
destroy them. Otherwise, Sponsor will
pay for additional archiving usual price
at the time when the request is made.

In case of termination of Investigator employment
relationship, the responsibility for maintaining
Medical Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any case be
relieved of its obligations under this Agreement for
maintaining the Medical Records and Study Data.

uréenym zdastupcem, a to v souladu s
pokyny Zadavatele pro elektronicky
zaznam dat. Misto provadéni klinického
hodnoceni  zabrdni  neopravnénému
pfistupu ke Studijnim datdm a Gdajum
zajisténim fyzické bezpecnosti
elektronického systému a dale zajisti, ze
Studijni personal bude zachovavat
vdavérném rezimu jim  pfidélena
pristupova hesla. ZkouSejici souhlasi, ze
shromazdi veSkera Studijni data a udaje
obsazené ve Zdravotnich zaznamech
pfed jejich vlozenim do CRF. Misto
provadéni klinického hodnoceni zajisti
neprodlené predkladani CRFs; a

iii. pfijme opatfeni za ucCelem zabranéni
ndhodného ¢&i predcasného zniceni Ci
poSkozeni  téchto  dokument(G.  Ani
nepovoli likvidaci jakychkoli Zdravotnich
zaznamu ¢i Studijnich dat a Gdaju bez
predchoziho pisemného oznameni
zaslaného  Zadavateli. Poskytovatel
uchova Zdravotni zaznamy a Studijni data
a Udaje, jakoz i veSkerou dokumentaci
vztahujici se ke Subjektiim Studie po dobu
25 let od ukonceni Studie. Poskytovatel
provede archivaci bezplatné po dobu 5 let
a na dalsichjllliliza poplatek uvedeny v
Pfiloze A. Vsouladu s povinnostmi
Zadavatele podle ICH GCP bude
Zadavatel v predstihu Sesti (6) mésicu od
konce zpoplatnéné archivace pisemné
informovat Misto provadéni klinického
hodnoceni o tom, Ze Zdravotni zaznamy
a Studijni data a Udaje nejsou potfebné,
uz pred uplynutim minimaini doby
uchovavani Udajii dohodnuté v této
Smlouvé. Pokud nebude Zadavatelem
pozadovano dokumenty déle uchovavat,
bude je Poskytovatel opravnén zlikvidovat.
V opacném pfipadé bude Zadavatelem
uhrazena dalsi archivace za cenu
obvyklou v dobé vzneseni pozadavku.

V pfipadé ukonceni pracovnépravniho poméru
Zkousejiciho, odpovédnost za vedeni Zdravotnich
zaznamu a Studijnich dat a Udaji bude uréena v
souladu s pfisluSnymi pravnimi predpisy, avSak
Poskytovatel se v zadném pfipadé nezprosti
svych povinnosti, jez ji plynou z této Smlouvy ve
vztahu k vedeni Zdravotnich zaznaml a
Studijnich dat a udaju.
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1.3.2.  Ownership. Institution has sole ownership
of Medical Records. The Institution and the
Investigator will assign to Sponsor all of their
rights, title and interest, including intellectual
property rights, to all Confidential Information (as
defined below) and any other Study Data.

1.3.3. Access, Use, Monitoring and Inspection.
Site shall provide original or copies (as the case
may be) of all Study Data to IQVIA and Sponsor
for Sponsor’s use. Site shall afford Sponsor and
IQVIA and their representatives and designees
reasonable access to Site’s facilities and to
Medical Records and to all pseudonymised Study
Data so as to permit Sponsor and IQVIA and their
representatives and designees to monitor or audit
the Study. The Investigator and Site’s staff shall
be available during the audit and/or inspection
Sponsor and IQVIA shall have the right to audit
Sites’ facilities, Study Data and Medical Records
during the term of the Agreement and for a period
of 10 years thereafter.

Site shall afford regulatory authorities reasonable
access to Site’s facilities and to Medical Records
and Study Data, and the right to copy Medical
Records and Study Data to the extent allowed by
Applicable Laws.

The Site agrees to cooperate with the
representatives of IQVIA and Sponsor who visit
the Site, and the Site agrees to ensure that the
employees, agents and representatives of the Site
do not harass, or otherwise create a hostile
working environment for such representatives.

The Site shall immediately notify IQVIA of, and
provide IQVIA copies of, any inquiries,
correspondence or communications to or from any
governmental or regulatory authority relating to
the Study, including, but not limited to, requests for
inspection of the Site’s facilities, and the Site shall
permit IQVIA and Sponsor to attend any such

1.3.2. Vlastnictvi. Poskytovatel ma ve vyluéném
vlastnictvi Zdravotni zaznamy. Poskytovatel a
ZkouSejici prfevedou na Zadavatele veSkerd sva
prava, naroky a tituly, v€etné prav duSevniho
vlastnictvi k Ddvérnym informacim (ve smyslu
nize uvedeném) a k jakymkoli jinym Studijnim
datdm a udajim.

1.3.3. Pristup, PouZiti, Monitoring a Kontrola.
Misto provadéni klinického hodnoceni poskytne
originaly ¢i kopie (dle podminek konkrétniho
pfipadu) vS8ech Studijnich dat a ddaju IQVIA a
Zadavateli pro  moznost jejich  vyuziti
Zadavatelem. Misto provadéni  klinického
hodnoceni umozni Zadavateli a IQVIA a jejich
zastupctim a zmocnénciim odpovidajici pfistup do
prostor a zafizeni Mista provadéni klinického
hodnoceni a Kk Zdravotnim z&znamim a
pseudonymizovanym Studijnim datdm a udajum,
aby umoznilo Zadavateli a IQVIA a jejich
zastupclim a zmocnéncum provedeni monitoringu
nebo auditu Studie. ZkouSejici a ¢lenové
studijniho tymu musi byt béhem auditu a/nebo
inspekce k dispozici Zadavateli a spole¢nost
IQVIA ma pravo provadét audit zafizeni Mista
provadéni klinického hodnoceni, daju o studii a
lékarskych zaznamu po dobu platnosti smlouvy a
po dobu 10 let po jejim skonceni.

Misto provadéni klinického hodnoceni umozni
regulatornim Ufadum pfiméreny pfistup do prostor
a zarizeni Mista provadéni klinického hodnoceni
a ke Zdravotnim zaznamim a Studijnim datim a
Udajim, a poskytne opravnéni ke kopirovani
Zdravotnich zaznam( a Studijnich dat a Udaju v
rozsahu PFisluSnych pravnich pfedpist.

Misto provadéni klinického hodnoceni souhlasi,
Zze bude spolupracovat se zastupci IQVIA a
Zadavatele, ktefi navstivi Misto provadéni
klinického hodnoceni, a Misto provadéni
klinického hodnoceni souhlasi, ze =zajisti, ze
zameéstnanci a zastupci Mista provadéni
klinického hodnoceni nebudou klast jakékoli
prekazky ¢i jakkoli jinak vytvafet nepfiznivé
pracovni podminky pro takové zastupce.

Misto provadéni klinického hodnoceni neprodlené
vyrozumi IQVIA, a v téZe souvislosti IQVIA
poskytne vedkeré kopie, o jakékoli Zadosti,
korespondenci & komunikaci pfijaté Ci zaslané
jakémukoli  statnimu/spravnimu  Ufadu  &i
regulatorni autorité vztahujici se ke Studii,
zejména vcetné zadosti ¢i oznameni o kontrole
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inspections. The Site will make reasonable efforts
to separate, and not disclose, all Confidential
Information that is not required to be disclosed
during such inspections.

Sponsor shall have the opportunity to review and
comment on any proposed responses to the
regulatory authorities that relate to the Study and
the Site shall incorporate all reasonable requests
for modifications to the responses.

1.3.4. License. Site shall have and maintain for the
term of the Agreement, all licenses,
authorizations, approvals and reviews required to
enable it to comply with its obligations under the
Agreement and permit it to safely, adequately and
lawfully perform the Study.

1.3.5. Survival. This section 1.3 “Medical Records
and Study Data” shall survive termination or
expiration of this Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct of the
Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions. In
particular, but without limitation, it is the
Investigator’s duty to review and understand the
information in the Investigator’s Brochure. IQVIA
or Sponsor will ensure that all required reviews
and approvals by applicable regulatory authorities
and ECs are obtained. The Institution and
Investigator will verify prior to commencement of
the study that all approvals by applicable
regulatory authorities and ECs have been
obtained and to to review all CRFs to ensure their
accuracy and completeness.

The Investigator ensures that she/he is free to
participate in the Study and that there are no rights
which may be exercised by or obligations owed to
any third party which might prevent or restrict
her/his performance of the obligations detailed in
the Agreement.

prostor a =zafizeni Mista vykonu klinického
hodnoceni, a Misto provadéni klinického
hodnoceni umozni IQVIA a Zadavateli, aby se
takovych kontrol zucastnili. Misto provadéni
klinického hodnoceni vyvine nezbytné usili za
GUCelem oddéleni, nikoli v8ak odhaleni gi
zpristupnéni, veSkerych Duvérnych informaci,
jejichz odhaleni ¢&i zpfistupnéni neni v této
souvislosti vyzadovano béhem takovych kontrol.

Zadavatel bude mit moznost pfezkoumat vSechny
predloZzené zpravy regulaénim Gfadum tykajici se
Studie a vyjadfit se k nim a dané Misto klinického
hodnoceni zapracuje do odpovédi vSechny
pfiméfené pozadavky na Upravy.

1.3.4. Licen¢ni opravnéni. Misto provadéni
klinického hodnoceni musi mit a po dobu platnosti
této Smlouvy udrzovat veSkeré licence,
opravnéni, schvaleni a kontroly, které jsou
nezbytné k tomu, aby mohlo plnit své povinnosti
vyplyvajici ze Smlouvy a aby mohlo bezpecné,
pfiméfené a v souladu se zakonem provadét
Studii.

1.3.5 Pretrvavajici platnost. Tento odstavec 1.3
“Zdravotni zaznamy a Studijni data a (daje”
zlistane zavazny i v pfipadé zaniku platnosti Gi
vyprseni platnosti této Smlouvy.

1.4. Povinnosti ZkouSejiciho

ZkouSejici je odpovédny za provedeni Studie u
Poskytovatele a za dohled nad vSemi fyzickymi &i
pravnickymi osobami, kterym svéfi povinnosti a
funkce v souvislosti se Studii. Konkrétné pak jde
zejména ale nejen o povinnost Zkous$ejiciho
zkontrolovat a porozumét informacim obsazenym
v Souboru informaci pro zkousejiciho. IQVIA nebo
Zadavatel zajisti, Zze budou opatfena veskera
pozadovand kontrolni schvéleni od pfisluSnych
regulatornich Ofadi a EK. Poskytovatel a
Zkousejici oveéfi, ze pred zahajenim Studie byly
ziskany veskeré souhlasy a povoleni pfislusnych
regulatornich Ufadt a EK a Ze byly zkontrolovany
vSechny CRF tak, aby byla zajiSténa jejich
presnost a Uplnost.

Zkousejici zajisti, ze se mlze studie Uc¢astnit a ze
neexistuje zadné pravo nebo povinnost vici treti
strané, které by mohla uplathovat a ktera by ji
mohla branit nebo omezovat v plnéni povinnosti
uvedenych ve Smlouvé.
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The Investigator has considered, and is satisfied
that, facilities appropriate to the Study are
available to her/him at the Institution and that
she/he is supported, and will continue to be
supported, by Study Staff of sufficient number and
experience to enable Sponsor and IQVIA to
perform the Study efficiently and in accordance
with its obligations under the Agreement.

During the Study, the Investigator shall not serve
as an investigator or other significant participant in
any study for another sponsor if such activity might
adversely affect her/his ability to perform her/his
obligations under the Agreement.

If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the Institution
and Investigator shall ensure this individual or
party is qualified to perform those Study-related
duties and functions and shall implement
procedures to ensure the integrity of the Study-
related duties and functions performed and any
data generated.

Investigator agrees to provide a written
declaration revealing Investigator's possible
economic or other interests, if any, in connection
with the conduct of the Study or the Investigational
Product.

Investigator agrees to provide a written
declaration revealing Investigator's disclosure
obligations, if any, with the Institution in
connection with the conduct of the Study and the
Investigational Product.

Site agrees to provide prompt advance notice to
Sponsor and IQVIA if Investigator will be
terminating its employment relationship in the
Institution or is otherwise no longer able to perform
the Study. Site shall use all reasonable
endeavours to find a qualified successor
acceptable to Sponsor and/or IQVIA. The
appointment of a new Investigator must have the
prior approval of Sponsor and IQVIA, such
approval or disapproval, as the case may be, shall
be given promptly.

1.5. Adverse Events

The Investigator shall report adverse events and
serious adverse events as directed in the Protocol
and by applicable laws and regulations. The

ZkouSejici je po uvazeni presvédcéen, ze ma k
dispozici zazemi vhodné pro Studii, a ze je a
nadale bude podporovan dostatecnym poctem_a
zkuSenostmi  ¢lend  Studijniho  tymu, aby
Zadavateli a spole€nosti IQVIA umoznil provést
Studii efektivné a v souladu se svymi zavazky
podle této Smlouvy.

Béhem této Studie nesmi ZkousSejici pusobit
v zadné dalsi Studii pro jiného Zadavatele jako
ZkouSejici nebo jiny vyznamny U¢astnik, pokud by
takova c¢innost mohla nepfiznivé ovlivnit jeho
schopnost plnit své povinnosti podle této Smilouvy.

Pokud ZkouSejici a Poskytovatel vyuzivaji k
plnéni povinnosti a funkci v souvislosti se Studii
sluzby jakékoli fyzické nebo pravnické osoby,
museji zajistit, aby tyto fyzické nebo pravnické
osoby byly k plnéni pfisluSnych povinnosti a
funkci souvisejicich se Studii zplsobilé, a zavést
postupy zarucujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a veskerych
generovanych udajl.

ZkouSejici  souhlasi, ze poskytne pisemné
prohlaSeni vztahujici se k potencialnim zajmdm
Zkousejiciho ekonomickeé ¢i jiné povahy, ¢i odhali
jiné zajmy, je-lijich, a to v souvislosti s provadénim
této Studie ¢&i ve vztahu k Hodnocenému IéCivu.

ZkouSejici  souhlasi, ze poskytne pisemné
prohlaSeni, jez bude odhalovat zavazky
ZkousSejiciho, jsou-li néjaké, a to vUCi
Poskytovateli ve vztahu a v souvislosti s
provadénim Studie a Hodnocenym léCivem.

Misto provadéni klinického hodnoceni souhlasi,
Ze zaSle pfedem promptni oznameni Zadavateli a
IQVIA v pfipadé, ze ZkouSejici ukon&i pracovni
pomeér u Poskytovatele ¢i nebude-li ZkouSejici z
jakéhokoli jiného diivodu schopen provadét Studii.
Misto provadéni klinického hodnoceni vynalozi
veskeré pfimérené Usili, aby naslo kvalifikovaného
néstupce pfijatelného pro Zadavatele a/nebo
spoleCnost  IQVIA. Ustanoveni  nového
ZkousSejiciho  bude podiéhat predchozimu
schvaleni Zadavatele a IQVIA, ktefi promptné
udéli souhlas ¢i nesouhlas.

1.5. Nezadouci piihody

ZkouSejici oznami nezadouci pfihody a zavazné
nezadouci pfihody v souladu s pozadavky
Protokolu a pfisluSnymi pravnimi predpisy a
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Investigator shall cooperate with Sponsor in its
efforts to follow-up on any adverse events. The
Site shall comply with its LEC reporting
obligations.

Sponsor will promptly report to the Site, the Site’s
LEC, and IQVIA, any finding that could affect the
safety of participants or their willingness to
continue participation in the Study, influence the
conduct of the Study, or alter the Site’'s LEC
approval to continue the Study.

1.6. Use and Return of Investigational Product
and Equipment

Sponsor or a duly authorized agent of Sponsor,
shall supply Institution or Investigator with
sufficient amount of Investigational Product as
described in the Protocol. The Investigational
Product shall be supplied to the pharmacy No. 20
of the Institution, always duly packed in packaging
designated for the Investigational Product and
labelled in compliance with Sec. 19 par. 1 e) of
Decree No. 226/2008 Coll., on Good Clinical
Practice. Delivery of the Product shall be done
from Monday to Friday between 7 AM and 2 PM.

The Site shall use the Investigational Product and
any comparator products provided in connection
with the Study, solely for the purpose of properly
completing the Study and shall maintain the
Investigational Product as specified by Sponsor
and according to applicable laws and regulations,
including storage in a locked, secured area at all
times.

Upon completion or termination of the Study, the
Site shall return or destroy, at Sponsor’s option,
the Investigational Product, comparator products,
and materials and all Confidential Information (as
defined below) at Sponsor’s sole expense.

Institution and Investigator shall comply with all
laws and regulations governing the disposition or
destruction of Investigational Product and any

nafizenimi. ZkouSejici se zavazuje, Ze bude
spolupracovat se Zadavatelem v souvislosti s jeho
usilim vynalozeném v ramci kontrolniho procesu
ve vztahu k jakékoli nezddouci pfihodé. Misto
provadéni klinického hodnoceni bude jednat v
souladu s oznamovacimi povinnostmi
vyZadovanymi jeho LEK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto vykonu klinického hodnoceni, LEK a IQVIA,
ohledné jakéhokoli zjisténi, jez je zpUsobilé
ovlivnit bezpec€enost Uc€astnikd ¢&i jejich vali a
ochotu pokracovat v G¢asti ve Studii, mit vliv na
provadéni Studie, ¢i zménit vydané souhlasné
stanovisko LEK Mista provadéni klinického
hodnoceni vztahujici se k pokragovani ve Studii.

1.6. Pouziti a vraceni Hodnoceného |éCiva a
Vybaveni

Zadavatel, ¢i jeho rfadné opravnény zastupce,
doda Poskytovateli ¢ ZkouSejicimu dostate¢né
mnozstvi Hodnoceného IéCiva dle podminek
popsanych v Protokolu. Hodnocené IéCivo bude
dodano bezplatné do nemocniéni Iékarny €. 20
Poskytovatele vzdy v fadné zabalenych obalech a
oznacené v souladu s ustanovenim paragrafu 19
odst. 1 pism. e) vyhlaSky ¢&. 226/2008 Sb., o
spravné klinické praxi. Dodavky se budou
uskutecéniovat v Po-Pa od 7.00 h do 14.00 h.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené lécivo a jakykoli komparaéni
produkt poskytnuty v souvislosti se Studii
vyhradné pro Ucely Ffadného dokonéeni Studie a
bude uchovavat Hodnocené lé€ivo dle pokynl
Zadavatele a v souladu s pfisluSnymi pravnimi
predpisy, nafizenimi a pravidly, v€etné povinnosti
skladovat Hodnocené léCivo v uzaméeném a
zabezpeeném prostoru, a to po celou
pfedmétnou dobu.

V névaznosti na dokon&eni ¢€i ukonceni Studie,
Misto provadéni klinického hodnoceni vrati i
zlikviduje, a to pIné dle volby Zadavatele,
Hodnocené |éCivo, komparacni produkty a
materialy, jakoz i veSkeré Davérné informace (ve
smyslu nize uvedené definice) plné a vylu¢né na
néklady Zadavatele.

Poskytovatel a Zkousejici se zavazuji, ze budou
jednat v souladu s veskerymi pravnimi predpisy,
nafizenimi a pravidly upravujicimi nakladani s
Hodnocenym Ié¢ivem ¢i likvidaci Hodnoceného
l[éCiva a jakymikoli instrukcemi a pokyny
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instructions from IQVIA that are not inconsistent
with such laws and regulations.

The Site shall return any equipment or materials
provided by Sponsor for use in the Study unless
Sponsor and Institution have a written agreement
for Institution to acquire the equipment. If there
are Site facility improvements provided by IQVIA
or Sponsor in relation to the Study, then Site shall
enter a separate written agreement with IQVIA or
Sponsor  with  respect to such facility
improvements.

Subject to applicable law, Investigational Product
and comparator products will no longer be
supplied to Study Subjects participating in the
Study after the last treatment visit of the Study
Subject within the Study, as mentioned in the
Protocol.

1.7. Key Enrollment Date

The Site understands and agrees that if Site has
not enrolled at least | GcNcNINGGy the
Key Enroliment Date then IQVIA or/and Sponsor
may terminate this Agreement in accordance with
Section 15 “Term & Termination” Sponsor/IQVIA
has the right to limit enroliment at any time.

2.PAYMENT

In consideration for the proper performance of the
Study by Site in compliance with the terms and
conditions of this Agreement, payments shall be
made in accordance with the provisions set forth in
Attachment A, with the last payment being made
after the Site completes all its obligations
hereunder, and IQVIA has received all properly
completed CRFs and, if IQVIA requests, all other
Confidential Information (as defined below).

The estimated value of financial payment under
this Agreement shall be approximately
All payments will be made in favor of the Institution.

poskytnutymi IQVIA, jez nejsou v rozporu s
takovymi pravnimi pfepisy, nafizenimi a pravidly.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni ¢&i materidly poskytnuté
Zadavatelem pro jejich pouziti ve Studii, nebude-li
uzaviena pisemna smlouva mezi Zadavatelem a
Poskytovatelem, na jejimz zakladé Poskytovatel
nabude vlastnictvi k takovému vybaveni. DoSlo-li
k jakémukoli zhodnoceni zafizeni provozovanych
Mistem provadéni klinického hodnoceni, a to
prostfednictvim IQVIA &i Zadavatele v souvislosti
se Studii, Misto provadéni klinického hodnoceni
se zavazuje, ze uzavie samostatnou smlouvu s
IQVIA nebo Zadavatelem ve vztahu k a v
souvislosti s takovym zhodnocenim zafizeni
provozovanych Mistem provadéni klinického
hodnoceni.

V souladu s platnymi pravnimi pfedpisy nebude
Hodnocené [éCivo a srovnavaci pripravky dale
dodavany Subjektim studie Ucastnicim se studie
po posledni Ié¢ebné navstévé Subjektu studie v
ramci Studie, jak je uvedeno v Protokolu.

1.7. Klicové datum zarazeni

Misto provadéni klinického hodnoceni je
srozumeéno a souhlasi, Zze v pfipadé, Zze Misto
provadéni klinického hodnoceni nezaradi alespor

studie ke Klicovému datu
zafazeni, pak IQVIA a/nebo Zadavatel budou
opravnéni ukonéit tuto Smlouvu v souladu s
Clankem 15 “Platnost & Ukond&eni platnosti.
Zadavatel /IQVIA jsou opravnéni omezit zafazeni
Subjektl studie, a to v kterykoli €asovy okamzik.

2. PLATBY

V souvislosti s fadnym plnénim Studie Mistem
provadéni klinického hodnoceni, a to v souladu s
podminkami a ustanovenimi této Smlouvy, budou
poskytovany platby dle podminek a ustanoveni
definovanych v Priloze A, pfi¢emz posledni platba
bude uskutecnéna poté, co Misto provadéni
klinického hodnoceni spini a dokonéi veSkeré
zavazky, jez mu vyplyvaji z této Smlouvy, a IQVIA
obdrzi veSkeré radné vyplnéné CRF a, bude-li tak
IQVIA vyzadovat, veSkeré daldi Davérné informace
(ve smyslu nize uvedené definice).

Predpokladana hodnota finan¢niho plnéni dle této
Smilouvy ¢&ini priblizng [ Gz
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3. CONFIDENTIALITY

3.1 Definition

"Confidential Information" means the confidential
and proprietary information of Sponsor and
includes (i) all information disclosed by or on
behalf of Sponsor to Institution, Investigator or
other Institution personnel, including without
limitation, the Investigational Product, technical
information relating to the Investigational Product,
all Pre-Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol; and (ii)

Study enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory

authorities, information relating to the regulatory
status of the Investigational Product, and Study
Data and Inventions (as defined in Section 4).

Confidential Information shall not include

information that:

i. can be shown by documentation to have
been public knowledge prior to or after
disclosure by Sponsor, other than through
wrongful acts or omissions attributable to
Investigator, Institution or any of its
personnel;

ii. canbe shown by documentation to have been
in the possession of Investigator, Institution or
any of its personnel prior to disclosure by
Sponsor, from sources other than Sponsor
that did not have an obligation of
confidentiality to Sponsor;

iii. canbe shown by documentation to have been
independently developed by Investigator,
Institution or any of its personnel; or

iv. is permitted to be disclosed by written
authorization from Sponsor.

Veskeré platby budou uskuteénény ve prospéch
Poskytovatele.

3. DUVERNY REZIM
3.1 Definice

"Divérné informace" budou vykladany jako
informace duvérné a majetkové povahy nalezejici
Zadavateli, pficemz budou zahrnovat (i) veSkeré
informace, jez byly Poskytovateli, ZkousSejicimu i
kterémukoli ¢lenu persondlu Poskytovatele,
poskytnuty, odhaleny, zpfistupnény ¢i sdéleny
Zadavatelem ¢&i jeho jménem, zejména vcéetné
informaci o Hodnoceném Ié¢ivu, technickych
informaci vztahujicich se k Hodnocenému Iécivu,
veskeré Existujici duSevni vlastnictvi (ve smyslu
definice uvedené v Clanku 4) Zadavatele, a
Protokol; a (ii) informace vztahujici se k procesu
zafazovani do Studie, informace vztahujici se k
aktualnimu stavu Studie, komunikace vuci a od
regulatornich Gfadll, informace vztahujici se k
aktualnimu stavu Hodnoceného Ié¢iva na
regulatorni Grovni a Studijnich dat a Udajl, a dale
k Objeviim (ve smyslu definice uvedené v Clanku
4).

Pojem Duvérné informace nezahrnuje informace,
ve vztahu ke kterym:

i. na zakladé pfislusné dokumentace Ize
prokazat, ze byly vefejné znamé pred
okamzikem ¢&i po okamziku jejich odhaleni,
zpristupnéni €i sdéleni ze strany Zadavatele,
aniz by tim doslo k jakémukoli protipravnimu
jednani  Ci opominuti  pfic¢itatelnému
ZkousSejicimu, Poskytovateli ¢&i jakémukoli
jejich zaméstnanci;

i. na zakladé prislusné dokumentace Ize
prokazat, ze byly v dispozici Zkousejiciho,
Poskytovatele ¢&i jakéhokoli zaméstnance
pfed jejich zvefejnénim, sdélenim ¢i
zpfistupnénim ze strany Zadavatele, a byly
ziskany ze zdroji odliSnych od Zadavatele,
pficez tyto nebyly vazany povinnosti
davérnosti vici Zadavateli;

iii. na zakladé pfislusné dokumentace Ize
prokazat, ze byly vyvinuty nezavisle
ZkouS$ejicim, Poskytovatelem ¢&i jakymkoli
jejich zaméstnancem; nebo

iv. jejich odhaleni, zpfistupnéni &i sdéleni Ize
provést na zakladé pisemného svoleni
Zadavatele.
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3.2 Obligations
Site and Institution’s personnel, including Study

Staff shall not

i. use Confidential Information for any
purpose other than the performance of the
Study or

ii. disclose Confidential Information to any
third party, except as permitted by this
Section 3. or by Section 5 “Publication
Rights”, or as required by law or by a
regulatory authority or as authorized in
writing by the disclosing party.

To protect Confidential Information, Institution
agrees to:

i limit dissemination of Confidential
Information to only those Study Staff having
a need to know for purposes of performing
the Study;

i. advise all Study Staff who receive
Confidential Information of the confidential
nature of such information; and

iii. use reasonable measures to protect
Confidential Information from disclosure.

Nothing herein shall limit the right of Site to
disclose Study Data as permitted by Section 5
“Publication Rights”.

3.3 Compelled Disclosure

In the event that Institution or Investigator receives
notice from a third party seeking to compel
disclosure of any Confidential Information, the
notice recipient shall provide Sponsor with prompt
notice so that Sponsor may seek a protective
order or other appropriate remedy. In the event
that such protective order or other remedy is not
obtained, the notice recipient shall furnish only
that portion of the Confidential Information which
is legally required to be disclosed, and shall
request confidential treatment for the Confidential
Information.

3.2 Povinnosti
Misto provadéni klinického hodnoceni a
zameéstnanci Poskytovatele, a to v€etné Studijniho
personalu, nebudou
i. vyuzivat Davérné informace pro jakykoli jiny
Ucel, neZli je provadéni Studie, nebo

ii. odhalovat, zpfistupnovat ¢i sdélovat Davérné
informace jakékoli tfeti strané, s vyjimkou
opravnéni povoleného v tomto Clanku 3.
nebo Clanku 5 “Prava na zvefejnéni”, nebo
povinnosti ulozené zakonem ¢&i jakymkoli
regulatornim Ufadem nebo na zakladé
pisemného svoleni odhalujici strany.

Za ucCelem ochrany Ddavérnych informaci,

Poskytovatel souhlasi, Ze:

i. omezi distribuci Davérnych informaci pouze
vuci tém ¢lendm Studijniho personalu, ktefi
takové skute€nosti potfebuji znat v souvislosti
s provadénim Studie;

i. bude informovat vSechny ¢&leny Studijniho
personalu, kterym budou Davérné informace
odhaleny, zpfistupnény ¢i sdéleny, o davérné
povaze takovych informaci; a

iii. pfijme nezbytna opatfeni za ucelem ochrany
Davérnych informaci pred jejich odhalenim Ci
zpristupnénim.

Zadné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni klinického
hodnoceni odhalit, zpfistupnit, zvefejnit ¢i sdélit
Studijni data a udaje v povoleném rozsahu
v souladu s tpravou uvedenou v Clanku 5 “Prava
na zverejnéni”.

3.3 _Zakonem ulozené odhaleni

V ptipadé, ze Poskytovatel ¢i ZkousSejici obdrzi
oznameni &i vyzvu od treti strany, ktera bude
pozadovat odhaleni, sdéleni ¢&i zpfFistupnéni
jakékoli Duvérné informace, pfijemce takové
vyzvy Zadavateli takovou skute€nost neprodlené
oznami, aby mél Zadavatel moznost uplatnit
predbézné/ochranné opatfeni ¢&i jakykoli jiny
vhodny ochranny ¢&i ndpravny prostiedek. V
pfipadé, ze takové prfedbézné/ochranné opatfeni
¢i jiny vhodny ochranny &i napravny prostiedek
neni vydan ¢&i dosazen, pfijemce vyzvy poskytne
pouze takovou ¢&st Davérnych informaci, a to v
rozsahu, v jakém je jejich odhaleni, sdéleni Ci
zpfistupnéni  poZadovano, pficemz  bude
vyzadovat uplatiovani davérného rezimu ve
vztahu k témto Davérnym informacim.
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Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge that
this Agreement shall be published pursuant to
Act no. 340/2015 Sb., on Agreements
Register. As and between the Parties,
Institution agrees to publish the Agreement
pursuant to the foregoing. Any information
which constitutes trade secret of either Party
is exempted from such publication. For the
purposes of this Agreement, trade secrets
include, but are not limited to, Attachment A —
Budget and payment schedule, the minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of
the Study. Furthermore, personal data of the
individuals are also exempted from
publication, unless they have been previously
published in another public register. IQVIA
shall provide the Institution with a redacted
version of this Agreement prior to the signing
of the Agreement. The Institution is obliged to
publish this Agreement in accordance with the
article herein above. The Institution will inform
IQVIA of publishing the Agreement in the
Agreements  Register by sending a
confirmation of publication to the following
email address:

Should the Institution fail to publish this
Agreement within 5 working days from the last
signature date, it may be published by the
Sponsor or IQVIA.

The Parties agree that the initiation visit shall
not occur until the final Agreement has been
published in the Agreements Register and
until then neither Sponsor nor IQVIA shall
supply any Investigational Product to the
institutional pharmacy.

3.4 Return or Destruction

Upon termination of this Agreement or upon any
earlier written request by Sponsor at any time, Site
shall return to Sponsor, or destroy, at Sponsor’s
option, all Confidential Information other than
Study Data.

3.5 Survival

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
fifteen (15) years.

Bez ohledu na vySe uvedené, Poskytovatel,
Zadavatel a IQVIA timto berou na védomi, ze
tato smlouva bude zvefejnéna v souladu se
zak. ¢. 340/2015, o registru smluv. Za
zverejnéni dle predchozi véty odpovida
Poskytovatel. Takovémuto zverejnéni
nepodléhaji ty udaje, které tvofi obchodni
tajemstvi nékteré ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména Priloha A - Rozpocet a platebni
prehled, minimalni cilovy pocet zarazeni,
o¢ekavany zafazeny pocet subjektl a
oc¢ekavana délka trvani Studie. Dale nebudou
takovémuto uvefejnéni podléhat osobni
udaje fyzickych osob, ledaze jsou jiz
zvefejnény v jiném vefejné pfistupném
registru. IQVIA poskytne Poskytovateli
redigovanou verzi této Smlouvy pred
podpisem Smlouvy. Za uvefejnéni smlouvy
dle  predchoziho odstavce odpovida
Poskytovatel. Poskytovatel vyrozumi IQVIA o
uverejnéni smlouvy v registru smluv tak, Ze
zasle potvrzovaci e-mail na

Neni-li smlouva
Poskytovatelem uvefejnéna ve l|haté 5
pracovnich dni od data posledniho podpisu,
jsou k jejimu uvefejnéni opravnéni IQVIA &i
Zadavatel.

Strany berou na védomi, Ze nedojde k
iniciaéni navstévé do okamziku uvefejnéni
kone¢ného dokumentu v registru smliuv,
pficemz nebude ze strany zadavatele C¢i
IQVIA prfed uvefejnénim smlouvy dodano
zadné hodnocené lé¢ivo do nemocniéni
lekarny.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonéeni platnosti této Smlouvy
¢i v kterykoli dfivéjSi okamzik na zakladé
pisemného pozadavku Zadavatele, Misto
provadéni klinického hodnoceni Zadavateli vrati,
pfipadné dle pozadavku Zadavatele zlikviduje,
vesSkeré Dlvérné informace, odliSné od Studijnich

dat a udaja.

3.5 Pretrvavajici platnost

Tento Clanek 3 “Davérny rezim” zlstane v
platnosti i v pfipadé ukonceni platnosti ¢i pfi
vyprSeni platnosti této Smlouvy, a to po dobu
patnacti (15) let.
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4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as of
the Effective Date and all patents, copyrights, trade
secret rights and other intellectual property rights
therein (collectively, “Pre-existing Intellectual
Property”), is not affected by this Agreement, and
no Party or Sponsor shall have any claims to or
rights in any Pre-existing Intellectual Property of
another, except as may be otherwise expressly
provided in any other written agreement between
them.

4.2 Study Results
All information provided by the Sponsor, as well as

all information resulting from the Study conducted
under this Agreement, including all Study Data,
results, and conclusions based on such data
and/or results (“Study Results”) shall be owned
exclusively by the Sponsor, shall be deemed to be
confidential information of Sponsor and cannot be
used for any purpose other than the execution of
this Agreement. All Study Results shall be
disclosed to the Sponsor. Both the Institution and
the Investigator, his potential co-investigators and
other personnel related to the Study shall hold the
disclosure on a confidential basis and shall not
disclose the information to any third party without
the prior written consent of the Sponsor.

4.3 Inventions

For purposes hereof, the term “Inventions” means
all inventions, discoveries, know-how,
developments conceived and other intellectual
property, first reduced to practice or otherwise
discovered or developed by a Party or Sponsor or
any of such entity’s personnel in performance of
the Study. Sponsor shall own all Inventions, that
are conceived, first reduced to practice or
otherwise discovered or developed by the
Institution, the Investigator or any of their
personnel in performance of the Study.

4.4. Assignment of Inventions

Institution shall, and shall cause its personnel to,
disclose all Inventions promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, will assign to Sponsor all
of its rights, title and interest in and to Inventions,

4.

DUSEVNI VLASTNICTVi

4.1 Existujici duSevni vlastnictvi

Vlastnictvi vSech objevd, vynalezl, autorskych dél
a jinych vysledkd duSevni &innosti, jez existuji k
Datu Gcinnosti, a dale veSkeré patenty, autorska
prava, obchodni tajemstvi a dalSi prava k objektim
dusevniho vlastnictvi, s timto souvisejici (spole¢né
dale jen, “Existujici dusevni vlastnictvi”), neni
jakkoli dot¢eno touto Smlouvou, a jakakoli Strana
¢i Zadavatel nemaji naroky vac&i ¢i prava k
jakémukoli pfedmétu Existujiciho duSevniho
vlastnictvi jiného, neni-li tak vyslovné pisemné
ujednano v jakékoli pisemné dohodé mezi
Stranami uzavfené.

4.2 Vysledky Studie
Veskeré informace poskytnuté Zadavatelem,

jakoz i vesSkeré informace vyplyvajici ze Studie
provadéné podle této Smlouvy, vcetné vSech
udaju ze Studie, vysledkd a zavéra zalozenych na
téchto Udajich a/nebo vysledcich ("Vysledky
Studie"), jsou ve vylu¢ném vlastnictvi Zadavatele
a jsou povazovany za duvérné informace
Zadavatele a nemohou byt pouzity k jinym uc¢elim
nez k plnéni této Smlouvy. VeSkeré vysledky
Studie budou zpfistupnény Zadavateli.
Poskytovatel i ZkouSejici, jeho pFipadni
spoluzkousejici a dalSi pracovnici spjati se Studii
jsou povinni zachovavat ddvérnost téchto
informaci a nesméji je bez prfedchoziho
pisemného souhlasu Zadavatele poskytnout
zadné treti strané.

4.3. Objevy

Pojem “Objevy“ znamena pro ucely této Smlouvy
veSkeré objevy, vynalezy, know-how, predméty
vyvoje a ostatni pfedméty duSevniho vlastnictvi,
jez byly vyvinuty, uvedeny poprvé do praxe Ci
jakkoli jinak vynalezeny ¢€i rozvinuty Stranou Gi
Zadavatelem nebo jakymkoli zaméstnancem i
¢lenem personalu takového subjektu pfi provadéni
Studie. Zadavatel bude vlastnikem veskerych
Objevl, jez budou vyvinuty, uvedeny poprvé do
praxe Ci jakkoli jinak vynalezeny ¢&i rozvinuty
Poskytovatelem, Zkous$ejicim &i jakymkoli jejich
zameéstnancem ¢&i ¢lenem personalu v souvislosti s
provadénim Studie.

4.4. Prevod prav k Objevim

Poskytovatel se zavazuje, ze odhali, zpFistupni i
sdéli a dale zajisti, Zze jeji zaméstnanci odhali,
zpfistupni ¢i sdéli veskeré Objevy, a to neprodlené
a plné Zadavateli v pisemné formé, a
Poskytovatel, jménem svym a jménem a v
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including all patents, copyrights and other
intellectual property rights therein and all rights of
action and claims for damages and benefits arising
due to past and present infringement of said rights.
Institution shall cooperate and assist Sponsor by
executing, and causing its personnel to execute, all
documents reasonably necessary for Sponsor to
secure and maintain Sponsor’s ownership rights in
Inventions.

4.5. License

Sponsor hereby grants to Institution a perpetual,
non-exclusive, non-transferable, paid-up license,
without right to sublicense, to use Study Data (i)
subject to the obligations set forth in Section
Confidentiality, for internal, non-commercial
research and for educational purposes, and (i) for
preparation of publications in accordance with
Section 5 “Publication Rights”.

4.6. Patent Prosecution

Site shall cooperate, at Sponsor’s request and
expense, with Sponsor's preparation, filing,
prosecution, and maintenance of all patent
applications and patents for Inventions.

4.7. Survival
This Section 4 “Intellectual Property” shall survive
termination or expiration of this Agreement.

PUBLICATION RIGHTS

5.1. Publication and Disclosure

Sponsor does not object to publication by
Institution or Investigator of the results of the Study
based on information collected or generated by
Institution and Investigator, whether the results are
favorable to the Sponsor Drug. Such publication
shall occur only after completion of the Study and
in compliance with the publication principles set
forth in the Protocol. If no specifications are set
forth in the Protocol, the following principles will
apply: Institution and Investigator agree to submit
any proposed publication or presentation to
Sponsor for review at least thirty (30) days prior to
submitting any such proposed publication to a

zastoupeni svych zaméstnancl, prevede na
Zadavatele veSkera sva prava, naroky a zajmy k
Objevum, véetné vSech patentl, autorskych dél a
jinych prav duSevniho vlastnictvi k tomuto se
vztahujicim, jakoz i veSkera prava procesni
povahy a néroky na nahrady $kod a uzitky, jez jiz
vznikly v disledku minulého ¢&i soucasného
poruSeni shora uvedenych prav. Poskytovatel se
zavazuje, ze bude nalezZité spolupracovat a
poskytne Zadavateli soucinnost pfi vyhotoveni a
uzavfeni, a zajisti, ze jeji zaméstnanci vyhotovi a
uzavrou, veskeré dokumenty dlvodné
Zadavatelem pozadované za UCelem ochrany a
zajisténi vlastnickych prav Zadavatele k Objevim.

4.5. Licencni opravnéni

Zadavatel timto udéluje Poskytovateli trvalé,
nevyhradni, nepfevoditelné, jiz hrazené licenéni
opravnéni, bez prava udéleni sublicence k pouziti
Studijnich dat (i) v souladu s povinnostmi
uloZzenymi v Clanku “Davérny rezim”, pro vnitini
Gcely, vyzkum nekomeréniho charakteru a pro
edukativni Uc€elya (ii) pro pfipravu publikaci v
souladu s oddilem ¢&. 5 "Publikaéni prava".

4.6. Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
soucinnost, a to v navaznosti na vyzvu Zadavatele
a na jeho naklady a s jeho U€asti, v souvislosti s
pripravou, podanim, vedenim patentového Fizeni a
udrzovanim veSkerych patentovych prfihlaSek a
patentl pro veskeré Objevy.

4.7. Pretrvavajici platnost

Tento Clanek 4 “Dugevni vlastnictvi” zdstane v
platnosti i v pfipadé ukondeni platnosti &i pfi
vyprseni platnosti této Smlouvy.

PRAVA NA ZVEREJNENi

5.1. Publikovani a zpristupnéni

Zadavatel nemda namitky proti tomu, aby
Poskytovatel nebo ZkouSejici zvefejnili vysledky
Studie zalozené na informacich shroméazdénych
nebo vytvofenych Poskytovatelem a Zkousejicim,
bez ohledu na to, zda jsou vysledky pfiznivé pro
Hodnocené léCivo &i ne. K takovému zvefejnéni
dojde az po dokonéeni Studie a v souladu se
zasadami zvefejnovani stanovenymi v Protokolu.
Pokud nejsou v Protokolu stanoveny Zzadné
specifikace, pouziji se nésledujici zasady:
Poskytovatel a ZkousSejici souhlasi, ze Zadavateli
predlozi jakoukoli navrhovanou publikaci a
prezentaci pro Ucely jejich kontroly ve Ihité
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publisher or proceeding with such proposed
presentation. Within sixty (60) days of its receipt,
Sponsor may request in writing, and Institution
shall agree to, (a) the deletion of any Confidential
Information relating to the Sponsor, (b) any
reasonable changes requested by Sponsor, or (c)
a delay of such proposed submission for an
additional period, not to exceed 120 days, in order
to protect the potential patentability of any
intellectual property and/or Invention.

5.2. Multi-Center Publications

If the Study is a multi-center study, Institution and
Investigator agree that they shall not, without the
Sponsor’s prior written consent, independently
publish, present or otherwise disclose any results
of or information pertaining to Institution’s and
Investigator’'s activities conducted under this
Agreement until a multi-center publication is
published; provided, however, that if a multi-center
publication is not published within twenty-four (24)
months after completion of the Study and lock of
the database at all research sites or any earlier
termination or abandonment of the Study,
Institution and Investigator shall have the right to
publish and present the results of Institution’s and
Investigator’'s activities conducted under this
Agreement, including Study Data, solely in
accordance with the provisions of Section 5.3
“Confidentiality of Unpublished Data”.

5.3. Confidentiality of Unpublished Data

Institution and Investigator acknowledge and
agree that Study Data that is not published,
presented or otherwise disclosed in accordance
with Section 5.1 or Section 5.2 (“Unpublished
Data”) remains within the definition of Confidential
Information, and Institution and Investigator shall
not, and shall require their personnel not to,
disclose Unpublished Data to any third party or
disclose any Study Data to any third party in
greater detail than the same may be disclosed in
any publications, presentations or disclosures
made in accordance with Section 5.1 or Section
5.2.

alespon tficeti (30) dnu pred predlozenim jakékoli
takové publikace pfislusnému vydavateli ¢i pred
jejich navrhovanou prezentaci. Ve Ihité Sedeséti
(60) dnu od jejich pfijeti, mize Zadavatel pisemné
pozéddat a Poskytovatel musi souhlasit s (a)

vymazanim jakychkoli davérnych informaci
tykajicich se  Zadavatele, (b) jakymikoli
pfiméfenymi zménami pozadovanymi

Zadavatelem nebo (c) odlozenim takového
navrhovaného podani o dalSi obdobi, které nesmi
prekrocit 120 dni, za U€elem ochrany potencialni
patentovatelnosti jakéhokoli duSevniho vlastnictvi
a/nebo Vynalezu.

5.2. Multicentrické publikovani

Je-li tato  Studie  multicentrickou  studii,
Poskytovatel a ZkouS$ejici timto souhlasi, ze bez
predchoziho pisemného souhlasu Zadavatele
nebudou nezavisle publikovat, prezentovat C&i
jakkoli jinak odhalovat, zvefejfiovat, sdélovat Ci
zpfistupriovat jakékoli vysledky nebo informace
vztahujici se k ¢innostem Poskytovatele a
Zkousejiciho, jez jsou provadény na zakladé této
Smlouvy, a to az do doby, nez dojde ke zvefejnéni
multicentrické publikace; to v§ak za podminky, ze
nedojde-li  k  multicentrickému  zvefejnéni
nejpozdéji do dvaceti c&tyf (24) mésica od
okamziku dokonceni Studie a uzavfeni databaze
ve v8ech vyzkumnych centrech &i k jakémukoli

ukonéeni Studie, Poskytovatel a Zkousejici budou
opravnéni publikovat a prezentovat vysledky
¢innosti  Poskytovatele a ZkouSejiciho, jez je
provadéna na zakladé této Smlouvy, a to vCetné
Studijnich dat a 0daju, vyhradné v souladu s
podminkami  stanovenymi v  odstavci 5.3
“Daveérnost nepublikovanych udaju”.

5.3. _Davérnost nepublikovanych udajl

Poskytovatel a ZkouSejici timto berou na védomi a
souhlasi, Ze Studijni data a Udaje, jez nebyly
publikovany, prezentovany ¢&i jakkoli jinak
odhaleny, zvefejnény, zpfistupnény ¢i sdéleny na
zakladé Upravy stanovené v odstavci 5.1 nebo 5.2
(“Nepublikované udaje”), zlstanou zahrnuty do
ramce definice  Duavérnych informaci, a
Poskytovatel a ZkouSejici se zavazuji, ze
neodhali, nezvefejni, nezpfistupni ¢&i nesdéli a
zavazou své zameéstnance ve shodném rozsahu v
této souvislosti, jakékoli Nepublikované udaje
jakékoli treti strané ¢i nezverejni jakakoli Studijni
data €i Udaje jakékoli tfeti strané, a to v rozsahu
vétsim, nezli v jakém mohou byt odhaleny,
zvefejnény, zpfistupnény ¢i sdéleny v jakékoli
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5.4. Media Contacts

Institution and Investigator shall not, and shall
ensure that Institution’s personnel do not engage
in interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the Study, the
Investigational Product, Inventions, or Study Data
without the prior written consent of Sponsor. This
provision does not prohibit publication or
presentation of Study Data in accordance with this
section.

5.5. Use of Name, Reqistry and Reporting

No Party hereto shall use any other Party’s name,
or Sponsor's name, in connection with any
advertising, publication or promotion without prior
written permission, except that the Sponsor and
IQVIA may use the Site’s name in Study
publications and communications, including
clinical trial websites and Study newsletters.
Sponsor will register the Study with a public clinical
trials registry in accordance with applicable laws
and regulations and will report the results of the
Study publicly when and to the extent required by
applicable laws and regulations.

5.6. Survival
This Section 5 “Publication Rights” shall survive
termination or expiration of this Agreement.

6. PERSONAL DATA

6.1 The Parties recognize a common goal of
securing all personal data and holding such
information in confidence and protecting it from
unauthorized disclosure. The Parties represent
and warrant that they will comply with the
provisions of Applicable Laws relating to the
confidentiality, privacy and security of such
personal data. In addition, the Institution and
Investigator shall comply with the provisions
below.

6.2 Authorization to Use and Disclose Health
Information.

publikaci, prezentaci &i jiném odhaleni na zakladé
odstavce 5.1 nebo 5.2.

5.4. Kontakty s médii

Poskytovatel a ZkouS$ejici nebudou, a zajisti, ze
zaméstnanci Poskytovatele nebudou, poskytovat
jakékoli rozhovory €i jiné formy kontaktl s médii,
zejména vcetné vydavatelstvi novin, provozovateli
radiového vysilani, provozovateli televizniho
vysilani a spoleénostmi plisobicimi na Internetu, a
to v souvislosti se Studii, Hodnocenym Ié¢ivem,
Objevy nebo Studijnimi daty a udaji bez
predchoziho pisemného svoleni Zadavatele. Toto
ustanoveni nebrani moznosti publikovat i
prezentovat Studijni data a daje v souladu s timto
Clankem.

5.5. Pouziti ndzvu & jména, registrace a
Z&dna strana této Smlouvy neni opravnéna pouzit
jména ¢i ndzvu jiné Strany, nazvu Zadavatele, a to
v souvislosti s jakoukoli  reklamni  Cinnosti,
k publikaénim & marketingovym Uceldm bez
predchoziho pisemného svoleni, s vyjimkou
pfipadl, kdy Zadavatel a IQVIA budou opravnéni
pouzit nazvu Mista provadéni klinického
hodnoceni v souvislosti s publikacemi tykajicimi
se Studie a v ramci komunikace, véetné webovych
stranek vénovanych klinickym hodnocenim a pro
Ucely newsletterd vydavanych v souvislosti se
Studii. Zadavatel bude Studii registrovat v souladu
s prislusnymi pravnimi pfedpisy a nafizenimi a
bude oznamovat vysledky Studie vefejné tehdy a
vrozsahu ulozeném  pFislusSnymi  pravnimi
predpisy a nafizenimi.

5.6. Pretrvavajici platnost

Tento Clanek 5 “Prava na zvefejnéni” zdstane v
platnosti i v pfipadé ukondeni platnosti &i pfi
vyprseni platnosti této Smlouvy.

6. OSOBNi UDAJE

6.1. Strany uznavaji spolecny cil zabezpecit
vSechny osobni Gdaje a uchovavat tyto informace
v dlvérnosti a chranit je pfed neopravnénym
zvefejnénim. Strany prohladuji a zarucuji, ze
budou dodrzovat ustanoveni platnych pravnich
predpist tykajicich se duavérnosti, ochrany
soukromi a bezpec€nosti téchto osobnich udaja.
Poskytovatel a ZkouSejici navic dodrzuji nize
uvedena ustanoveni.

6.2. Opravnéni k pouzivani a zverejfiovani
zdravotnich informaci.
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Institution and Investigator shall provide an
appropriate privacy notice to each Study Subject
and obtain a written privacy authorization from
each Study Subject, complying with Applicable
Laws, which will enable Institution and Investigator
to provide Sponsor and other persons and entities
designated by Sponsor access to completed case
report forms (“CRFs”), source documents and all
other information required by the Protocol. If such
an authorization is separate from the ICF,
Institution and Investigator will only use the
authorization that is approved by Sponsor, IRB
and/or competent authority (if applicable).

6.3 Use of Study Subject Personal Data.
Institution and Investigator will use the personal
data obtained from the Study Subjects in
connection with the Study for no purposes other
than outlined in the Protocol and shall manage
such personal data in accordance with Applicable
Laws.

6.4 Disclosure of Study Subject Personal Data.
Institution and Investigator shall not disclose
personal data to IQVIA or the Sponsor except as is
required to satisfy the requirements of the
Protocol, for the purpose of monitoring or adverse
event reporting, or in relation to a claim or
proceeding brought by a Study Subject in
connection with the Study. In all such cases of
disclosure, the Institution and Investigator shall
respect the “data minimization” principle of privacy,
including but not limited to the following example:
actual Study Subject names shall not be included
on any invoices for payment submitted by the
designated payees.

6.5 Personal Data of the Investigator, the Study
Staff _and  Personal Data of IQVIA’s
employees/contractors.

6.5.1. Both prior to and during the course of the
Study, the Institution, the Investigator, the
Study Staff and other
employees/contractors of the Institution or
of the Investigator may be called upon to
provide personal data about the
Investigator, the Study Staff and other

Poskytovatel a Zkousejici poskytnou kazdému
Subjektu Studie pfislusné oznameni o ochrané
osobnich 0daju a ziskaji od kazdého uc€astnika
studie pisemné povoleni k ochrané osobnich udaji
v souladu s platnymi pravnimi predpisy, které
umozni Poskytovateli a ZkouSejicimu poskytnout
Zadavateli a dalSim osobam a subjektdm uréenym
Zadavatelem pfistup k vypInénym formulafdm pro
zdznamy o0 subjektech hodnoceni ("CRF"),
zdrojovym  dokumentim a vS8em  dalSim
informacim pozadovanym Protokolem. Pokud se
takové opravnéni netykda Formulafe pisemného
informovaného  souhlasu,  Poskytovatel a
Zkousejici pouziji pouze opravnéni, které je
schvaleno Zadavatelem, Nezavislou etickou
komisi a/nebo pfislusnym orgdnem (pokud je to
relevantni).

6.3. PouZiti osobnich udaji Subjektl studie.

Poskytovatel a ZkouSejici nebudou pouzivat
osobni Udaje ziskané od Subjektt studie v
souvislosti se Studii k jinym Gc¢eldm, nez je
uvedeno v Protokolu, a budou tyto osobni Gdaje
spravovat v souladu s platnymi pravnimi pfedpisy.

6.4. Zvefejnéni osobnich Udaju Subjektu studie.
Poskytovatel a Zkousejici nesdéli osobni udaje
spole¢nosti IQVIA nebo Zadavateli, s vyjimkou
pfipadd, kdy je to nutné pro spinéni pozadavki
Protokolu, pro ucely monitorovani nebo hlaseni
nezadoucich pfihod nebo v souvislosti s narokem
nebo Fizenim vznesenym Subjektem studie v
souvislosti se Studii. Ve vSech takovych pFipadech
zvefejnéni musi Poskytovatel a ZkouSejici
respektovat zasadu "minimalizace Udaji" o
ochrané soukromi, mimo jiné v€etné nasledujiciho
prikladu: skute¢na jména Subjekt( studie nebudou
uvadéna na zadnych fakturach za platby
predkladanych uréenymi pfijemci.

6.5. Osobni udaje ZkouSejiciho, &lent Studijniho
tymu a osobni data zaméstnancl spoleénosti
IQVIA.

6.5.1. Pfed zahajenim Studie i v jejim pribéhu

mohou byt Poskytovatel, ZkouSejici,
¢lenové  Studijniho  tymu a  dalSi
zaméstnanci Poskytovatele nebo

Zkousejiciho vyzvani k poskytnuti osobnich
Udaju o Zkousejicim, ¢lenech Studijniho

employees/contractors of the Institution or tymu a dalsich zameéstnancich
ploy ! Poskytovatele nebo Zkousejiciho,
of the Investigator to the Sponsor and other
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third parties involved in the conduct of the
Study, including IQVIA. Such personal data
may include names, contact information,
work  experience and  professional
qualifications,  publications,  resumes,
educational background and/or information
relating to payments made pursuant to this
Agreement. The Institution and Investigator
shall provide the information reasonably
requested by Sponsor and/or IQVIA and
shall authorize the processing and storage
of certain personal data about the
Investigator, the Study Staff and other
employees/contractors of the Institution or
of the Investigator to the extent permitted by
Applicable Laws for the following purposes:

e the conduct of the Study;

o verification by government or
regulatory agencies, the Sponsor,
IQVIA, and their agents and
affiliates;

e compliance  with legal and
regulatory requirements;

e publication on www.clinicaltrials.gov
and other websites and/or
databases that serve a comparable
purpose;

o storage in databases to facilitate the
selection of investigators for future
clinical Studys; and

e anti-corruption compliance.

Institution or Investigator shall give an appropriate
privacy notice and obtain consent as required from
the Study Staff and other employees/contractors of
the Institution or of the Investigator for the processing
of their personal data under Applicable Laws.

6.5.2 Institution and the Investigator shall process
personal data relating to IQVIA’s
employees/contractors only to the extent,
and in such a manner as is necessary for the
purposes of this Agreement. The Institution
and the Investigator shall not transfer
personal data relating to IQVIA’s
employees/contractors to a third party
without the prior written consent of IQVIA.

Zadavateli a dalS$im tfetim stranam
zapojenym do provadéni Studie, vcetné
spolecnosti  IQVIA. Tyto osobni Udaje
mohou  zahrnovat jména, kontaktni
informace, pracovni zkuSenosti a odbornou
kvalifikaci, publikace, zivotopisy, vzdélani
a/nebo informace tykajici se plateb
provedenych podle  této smlouvy.
Poskytovatel a ZkouSejici poskytnou
informace pozadované Zadavatelem a/nebo
spole¢nosti IQVIA a povoli zpracovani a
uchovavani urcitych osobnich 0daji o
ZkouSejicim, ¢lenech Studijniho tymu a
dalSich zaméstnancich Poskytovatele nebo
Zkousejiciho v rozsahu povoleném platnymi
pravnimi pfedpisy pro nasledujici ucely:

e provadéni Studie;

e ovéfeni vladnimi nebo regulacnimi
organy, Zadavatelem, spoleénosti
IQVIA a jejich zastupci a pFidruzenymi
spole¢nostmi;

e dodrzovani pravnich a regulac¢nich
pozadavku;

e zvefejnéni na www.clinicaltrials.gov a
dalSich webovych strankéch a/nebo
databazich, které slouzi srovnatelnému
Gcelu;

e uloZeni v databazich pro usnadnéni
vybéru zkousejicich pro budouci
klinické studie; a

e dodrzovani protikorup€nich predpisu.

Poskytovatel nebo ZkouSejici vhodnym zpusobem
informuje ¢€leny Studijniho tymu a dal&i zaméstnance
Poskytovatele nebo zkous$ejiciho o ochrané osobnich
Udaju a ziskd od nich souhlas se zpracovanim jejich
osobnich udaji podle platnych pravnich piedpisa.

6.5.2. Poskytovatel a  Zkousejici budou
zpracovavat osobni Udaje tykajici se
zameéstnanct/smluvnich partnert
spoleénosti IQVIA pouze v rozsahu a
zplsobem, ktery je nezbytny pro Ucely této
dohody. Poskytovatel a zkouSejici nepredaji
osobni Udaje tykajici se
zameéstnanci/smluvnich partnert
spoleCnosti  IQVIA tfeti strané bez
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6.5.3 Each Party warrants that it will take technical
and organizational measures against
unauthorized or unlawful processing,
accidental loss, destruction, and/or damage
of personal data.

The Site and IQVIA agree to comply with any
applicable data privacy or data protection
legislation in the processing of personal data, as it
is defined under such applicable data privacy or
data protection legislation.

Investigator's personal data may be transferred to
countries outside the European Union (“EU”),
European Economics Area and Switzerland, such
as the USA, which may not provide for the same
level of protection as is applicable in Investigator’s
country. In such event, IQVIA or Sponsor, as
applicable, will make sure that appropriate
safeguards are secured in advance of any transfer
in accordance with IQVIA’s or Sponsor’s, as
applicable, legal obligations to ensure the
protection of Investigator’'s personal data according
to the data protection laws and regulations
applicable in Investigator’s country.

The transfer of data of other data subjects to third
countries must comply with Articles 44 to 46 of the
GDPR, in particular according to the Standard
Contractual Clauses No. L 199/37 of Commission
Decision (EU) 2021/914 of 4 June 2021 (L 199/31).
The Processor complies with the measures
pursuant to Article 28 of the GDPR and Article 16
of Act No. 110/2019 Coll., on the processing of
personal data. The Sponsor is the data controller.
The Institution shall be the processor of personal
data in relation to the Sponsor in the performance
of the purpose of this Agreement and the controller
of personal data in relation to patient data, the
Principal Investigator, members of the Study Team
and other employees of the Institution. The
Institution shall transmit patient data only in
pseudonymised form or, if not prevented from
fulfilling the purpose of this Agreement,
anonymised data.

predchoziho pisemného souhlasu

spolecnosti IQVIA.

6.5.3. Kazda ze stran zaruCuje, ze pfijme
technickd a organizaéni opatfeni proti
neopravnénému nebo  nezdkonnému
zpracovani, nahodné ztraté, zniceni a/nebo
poskozeni osobnich udaju.

Misto provadéni klinického hodnoceni a IQVIA se
zavazuji dodrzovat veSkeré pfislusné pravni
predpisy o soukromi Udaji a ochrané Udajl pFi
zpracovavani osobnich (dajd tak, jak jsou
definovany  vtéchto  pfisluSnych  pravnich
predpisech o soukromi Udaji a ochrané udaju.

Osobni udaje Zkou$ejiciho mohou byt pfedavany
do zemi mimo Evropskou unii ("EU"), Evropsky
hospodarsky prostor a Svycarsko, napfiklad do
USA, které nemusi poskytovat stejnou uroven
ochrany, jaka plati v zemi Zkous$ejiciho. V takovém
pfipadé spole¢nost IQVIA nebo pfipadné Zadavatel
zajisti, aby byla pred jakymkoli pfedanim zajisténa
vhodna ochranna opatfeni v souladu s pravnimi
povinnostmi spole¢nosti IQVIA nebo pfipadné
Zadavatele, aby byla zajisténa ochrana osobnich
udaju ZkouSejiciho podle z&konl a predpisu o
ochrané udaju platnych v zemi zkouSejiciho.

Pfedani (daju dalSich subjektld ddaju do tfetich
zemi musi byt v souladu s ¢l. 44 az 46 GDPR,
zejména dle Standardnich smluvnich dolozek €. L
199/37 z Rozhodnuti komise (EU) 2021/914 ze dne
4.6.2021 (L 199/31).

Zpracovatel dodrzuje opatfeni dle ¢l. 28 GDPR a §
16 zakona €. 110/2019 Sb., o zpracovani osobnich
Udaju. Zadavatel je spravcem osobnich Gdaju.
Poskytovatel je vici zadavateli v ramci pInéni Gcelu
této smlouvy zpracovatelem osobnich Gdaju a vuci
udajum pacient(l, Hlavnimu zkouS$ejicimu, ¢lendm
Studijniho  tymu a dal§im zaméstnancim
Poskytovatele  spravcem osobnich udaja.
Poskytovatel predava udaje o pacientech pouze
v pseudonymizované podobé, pfipadné nebrani-li
to plnéni Gcelu této smlouvy, anonymizované udaje.

7 STUDY SUBJECT INJURY, INSURANCE AND DAMAGES 7. POSKOZENI ZDRAVi SUBJEKTU STUDIE, POJISTENI
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Sponsor hereby represents and warrants that
it will provide clinical trial insurance in
accordance with § 58, par. 2 Act on
Pharmaceuticals as may be subsequently
amended.

The Site shall notify promptly IQVIA and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Investigational Product and
cooperate with Sponsor in the handling of the
adverse event.

Sponsor shall reimburse Institution for the
direct, reasonable and necessary medical
expenses incurred by Institution for the
treatment of any adverse event experienced
by, illness of or bodily injury to a Study Subject
that is caused by treatment of the Study
Subject in accordance with the Protocol,
except to the extent that such adverse event,
illness or personal injury is caused by:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or any
applicable  law, regulation or
guidance, including GCPs, issued by
any regulatory authority, or

b) negligence or willful misconduct by
Institution, Investigator or any of their
respective personnel or

Institution shall, for the duration of this

Agreement, hold and maintain a general liability
insurance as shall be reasonably necessary to
cover any legal liability in connection with the
Study under this Agreement. If requested, the
Institution shall provide a copy of the insurance

certificate.

This Section 7 subsection “Study Subject Injury,
Insurance and Damages” shall survive termination

or expiration of this Agreement.

8. IQVIA DISCLAIMER

Zadavatel prohlaSuje a potvrzuje, ze v
souladu s ust. § 58 odst. 2 zadkona €. 378/2007
Sb., o léCivech, v platném znéni, zajisti
pojisténi klinického hodnoceni.

Misto provadéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
IQVIA a Zadavatele o jakémkoli naroku
vztahujicimu se k onemocnéni &i Ujmé na
zdravi, k nimz skute¢né ¢&i Udajné doslo v
souvislosti s nezadouci reakci na Hodnocené
léCivo a zavazuje se pIné spolupracovat se
Zadavatelem pfi feSeni nezadouci udalosti.

Zadavatel uhradi Poskytovateli pfimé,
priméfené a nezbytné zdravotni vydaje, které
vznikly Poskytovateli v souvislosti s Ié¢bou
jakychkoli nezadoucich udalosti, nemoci nebo
Ujmy na zdravi Subjektu studie zplsobené
léCbou Subjektu studie v souladu s
Protokolem, s vyjimkou pfipadu, kdy takova
nezadouci udalost, nemoc nebo Ujma na
zdravi je zplsobena:

a) pochybenim Poskytovatele
ZkouSejiciho nebo jakéhokoliv jejich
zameéstnance jednat v souladu s touto
Smlouvou, Protokolem, jakoukoliv
pisemnou instrukci Zadavatele tykajici se
Studie, nebo jakéhokoliv platného zakona
nebo provadéciho predpisu  nebo
postupu, vcetné GCP, vydaném
jakoukoliv regulaéni autoritou, nebo

b) nedbalosti nebo umysinym
nesprdvnym jednanim Poskytovatele,
ZkouSejicim nebo jakymkoliv  jejich
zastupcem nebo
Poskytovatel ma po celou dobu trvani této
Smlouvy uzaviené pojisténi obecné
odpovédnosti za Skodu, které je pfiméfené
nezbytné ke kryti jakékoli pravni odpovédnosti v
souvislosti se Studii podle této Smlouvy. Na
pozadani poskytne Poskytovatel kopii pojistného
certifikatu.

Tento Clanek 7 podsekce "Podkozeni zdravi
Subjektu  Studie, Pojisténi a Odskodnéni"
zustane v platnosti po ukonéeni nebo uplynuti
doby trvani této Smlouvy.

8. ODMITNUTi ODPOVEDNOSTI IQVIA
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IQVIA expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out
of a condition caused by or allegedly caused
by any Study procedures associated with
such product except to the extent that such
liability is caused by the negligence, willful
misconduct or breach of this Agreement by
IQVIA.

This Section 8 “IQVIA Disclaimer” shall
survive termination or expiration of this
Agreement.

9. INDEMINIFICATION - CONSEQUENTIAL DAMAGES

9.1 Indemnification.

Institution shall defend, indemnify and hold
harmless Sponsor and its affiliates and its and their
respective directors, officers, agents, employees,
personnel and agents and their respective
successors and heirs, from any loss, damage, cost
or expense (including reasonable attorney’s fees)
arising from any third party claim, demand,
assessment, action, suit or proceedings resulting
from: (i) gross negligence or willful misconduct of
the Institution, its directors, officers, agents,
employees, and all Research Staff including the
Investigator, and their respective successors and
heirs, or (ii) any failure to adhere to the terms of the
Protocol, applicable laws and regulation, including
but not limited to GPP and ENCePP regulations, or
of the Agreement, by the Institution, its directors,
officers, agents, employees, and all Research Staff
including the Investigator, and their respective
successors and heirs.

Institution and Investigator agree to provide
Sponsor with prompt notice of, and full cooperation
in handling, any claim that is subject to
indemnification. If so requested by Sponsor,
Institution and Investigator agree to authorize
Sponsor to carry out the sole management of
defense of an indemnification claim.

Institution shall not enter into any settlement
agreement that attributes fault or negligence to
IQVIA or Sponsor, requires any payment by IQVIA
or Sponsor, or restricts the future actions or
activities of IQVIA or Sponsor, without IQVIA’s or
Sponsor’s prior written consent.

9.

IQVIA timto vyslovné odmitd jakoukoli
odpovédnost v souvislosti s Hodnocenym
léCivem, vCetné jakékoliv odpovédnosti za
jakékoliv.  naroky vyplyvajici  z okolnosti
zpUusobené nebo domnéle zpusobené
jakymkoliv  Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, v jakém je
umyslnym  protipravnim  jednanim  nebo
poruSenim této Smlouvy ze strany IQVIA.

Tento Clanek 8 "Odmitnuti odpovédnosti
IQVIA" zGstane v platnosti i po ukonéeni nebo
uplynuti doby trvani této Smlouvy.

NASLEDNA SKODA A ODSKODNENi

9.1 Odskodnéni.

Poskytovatel bude h3jit, odSkodfiovat a chranit
Zadavatele, jeho pfidruzené spolecnosti a jejich
prislusné feditele, Uredniky, zastupce,
zameéstnance, personal a zastupce a jejich
prislusné nastupce a dédice pred jakoukoli ztratou,
Skodou, naklady nebo vydaji (véetné pfiméfenych
poplatkl za pravni zastoupeni) vyplyvajicimi z
jakéhokoli naroku, pozadavku, posouzeni, zaloby,
procesu nebo Fizeni tfeti strany, které vyplyvaji z: (i)
hrubé nedbalosti nebo Umysiného pochybeni ze
strany Poskytovatele, jejich feditell, Grfednikd,
zastupcli, zaméstnanci a v8ech vyzkumnych
pracovniku véetné Zkousejiciho a jejich pfislusnych
nastupcl; nebo =z (i) nedodrzeni podminek
Protokolu, platnych zékond a pfedpist, mimo jiné
véetné predpisd Spravné klinické praxe a ENCePP,
nebo Smlouvy, ze strany Poskytovatele, jejich
feditell, ufednik(l, zastupcl, zaméstnancl a vSech
vyzkumnych pracovnikd véetné ZkousSejiciho a
jejich pfislusnych nastupcu.

Poskytovatel a ZkouSejici se zavazuji, Zze
Zadavateli neprodlené ozndmi jakykoli narok, ktery
je predmétem odskodnéni, a budou s nim plné
spolupracovat pfi jeho feSeni. Pokud o to Zadavatel
pozada, Poskytovatel a Zkousejici souhlasi s tim,
Zze Zadavatele povéfi vyhradnim fizenim obhajoby
naroku na odSkodnéni.

Poskytovatel nesmi bez prfedchoziho pisemného
souhlasu spole¢nosti IQVIA nebo Zadavatele
uzavfit zadnou dohodu o narovnani, ktera by
pficitala vinu nebo nedbalost spoleCnosti IQVIA
nebo Zadavateli, vyzadovala jakoukoli platbu ze
strany spole¢nosti IQVIA nebo Zadavatele nebo
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9.2. Neither IQVIA nor Sponsor shall be
responsible to the Site for any lost profits, lost
opportunities, or other consequential damages,
nor shall Site be responsible to IQVIA or Sponsor
for any lost profits, lost opportunities, or other

consequential damages.

Nothing herein is intended to exclude or limit any
liability of any party for death or personal injury

caused by the negligence of such party.

This Section 9 “Indemnification - Consequential
Damages” shall survive termination or expiration of

this Agreement.
10 DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of
employees, agents or other
persons performing the Study at Institution,
have been debarred, disqualified or banned
from conducting clinical trials or are under
investigation by any regulatory authority for
possible debarment or any similar regulatory
action in any country, and the Site shall notify
IQVIA immediately if any such investigation,

Institution’s

disqualification, debarment, or ban occurs.

This Section 10 “Debarment” shall survive

termination or expiration of this Agreement.

11 FINANCIAL DISCLOSURE _AND CONFLICT OF

INTEREST

11.1. Transparency Law

Upon Sponsor's or IQVIA’s request, Site
agrees that, for each listed or identified
investigator or sub-investigator who is directly
involved in the treatment or evaluation of

9.2 Ani IQVIA ani Zadavatel nebudou vuci Mistu
provadéni klinického hodnoceni odpovédni ve
vztahu k jakémukoli uSlému zisku, ztraté
obchodnich pfilezitosti, ¢i jakymkoli souvisejicim
Skodam, ani Misto provadéni klinického hodnoceni
nebude odpovédné vuci IQVIA nebo Zadavateli ve
vztahu k jakémukoli uSlému zisku, ztraté
obchodnich pfilezitosti, ¢i jakymkoli souvisejicim
Skodam.

Ugelem zadného z ustanoveni této Smilouvy neni
vyloucit nebo omezit odpovédnost kterékoli ze stran
za umrti nebo Ujmu na zdravi osob zplsobené
nedbalosti dané strany.

Tento Clanek 9 "Néasledna $koda a oddkodnéni"
zustane v platnosti po ukonéeni nebo uplynuti doby
trvani této Smlouvy.

10.  VYLOUCENI

Misto provadéni klinického hodnoceni
prohladuje a potvrzuje, ze ani Poskytovatel,
ani Zkousejici, ani kterykoli ze zaméstnanct,
zastupcll Poskytovatele ¢i jakakoli jina osoba,
ktera se podili na vykonu Studie u
Poskytovatele, nebyla zbavena pfislusného
opravnéni, nebyla ji ulozena sankce zakazu
vykonu ¢innosti klinickych hodnoceni a déle,
ze kterykoli z téchto subjektl neni vySetfovan
jakoukoli kontrolni instituci, kdy
pravdépodobnym  vysledkem  takového
Setfeni ¢i fizeni muze byt uloZeni sankce
zdkazu vykonu ¢innosti ¢i  odebrani
opravnéni, a to v kterémkoli staté, a Misto
provadéni klinického hodnoceni se dale
zavazuje neprodlené vyrozumét IQVIA v
pfipadé, Ze dojde ktakovému vySetfovani,
diskvalifikaci, uloZzeni sankce zakazu vykonu
¢innosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 "Vylougeni" zlstane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. FINANENI INFORMACE A STRET ZAJMU

11.1 Transparenéni pravo

Misto  provadéni klinického hodnoceni
souhlasi, ze na zakladé zadosti Zadavatele
nebo IQVIA ZkouSejici pro kazdého
uvedeného a identifikovaného zkousejiciho

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019

Pierre Fabre Médicament/ WO0090GE303 / EORTC-2139-MG
Fakultni nemocnice Hradec Kralové
Version / Verze: redacted // 221122

CONFIDENTIAL/DUVERNE
Page 25 of 54



Study Subjects, Investigator shall promptly
return to IQVIA a financial and conflict of
interest disclosure form that has been
completed and signed by such investigator or
sub-investigator, which shall disclose any

applicable interests held by

investigators or sub-investigators or their

spouses or dependent children.

IQVIA may withhold payments if it does not
receive a completed form from each such

investigator and sub-investigator.

Investigator shall ensure that all such forms
are promptly updated as needed to maintain
their accuracy and completeness during the
Study and for one (1) year after Study

completion.

Site agrees that the completed forms may be
subject to review by governmental
regulatory agencies, Sponsor, IQVIA, and
their agents, and the Site consents to such

review.

The Investigator further consents to the
transfer of his/her financial disclosure data to
the Sponsor’s country of origin and to the U.
S. Such ftransfer shall be performed in
compliance with Data Protection Legislation.

11.2. EU Transparency regulations

The Site and Investigator acknowledge and
agree that Sponsor reserves the right to
collect and publicly disclose information
regarding any payment and/or advantages
provided by Sponsor to the Site and/or the

nebo spoluzkousejiciho, ktefi se pfimo podili
na léceni nebo hodnoceni Subjektl studie
neprodlené preda IQVIA vyplnény a
podepsany formuléf financniho prohlaseni a
konfliktu zajma, ktery byl vyplnén a podepsan
takovym zkouS$ejicim nebo spoluzkousejicim,
ve kterém tito zkouSejici i spoluzkous$ejici
pfiznavaji jakékoli pfislusné zajmy, které maji
oni sami nebo jejich manzelé/manzelky ¢i
nezaopatfené déti.

IQVIA je opravnén pozdrzet platby, v pfipadé,
ze neobdrzi vyplnéné formulafe od kazdého
takového zkousSejiciho a spoluzkous$ejiciho.

ZkouSejici  zajisti urychlenou aktualizaci
formul&rd dle potfeby, s cilem zajistit jejich
presnost a Uplnost v pribéhu realizace Studie
a jeden (1) rok po dokonceni Studie.

Misto provadéni klinického hodnoceni
souhlasi s tim, Ze vypInéné formulafe mohou
kontrolovat statni a regulaéni Gfady,
Zadavatel, IQVIA a jejich zastupci, a Misto
provadéni klinického hodnoceni s takovymi
kontrolami.

Zkousejici dale souhlasi s pfenosem dat o
finanénim  prohlaSeni do zemé sidla
Zadavatele a Spojenych statd americkych.
Tento prenos bude proveden v souladu
s pfedpisy 0 ochrané osobnich udaja.

11.2. Nafizeni Evropské Unie o
transparentnosti

Misto provadéni klinického hodnoceni a
ZkousSejici berou na védomi a souhlasi s tim,
ze  si Zadavatel vyhrazuje pravo
shromazdovat a zvefejiiovat informace
tykajici se jakychkoli plateb a/nebo vyhod
poskytnhutych Zadavatelem Mistu provadéni

Investigator under the Agreement to any local
authorities if requested by local laws and
regulations or to comply with EFPIA
(European Federation of Pharmaceutical
Industries and Associations) Disclosure Code.
Therefore, personal data regarding Site’s
employees and/or Investigator's identity,
professional identification reference, medical
specialty, and any information regarding the
operation (nature, subject, and amount) may
be collected, processed and publicly
disclosed by Sponsor on an aggregate basis
in compliance with Data Protection
Legislation. The Investigator notes that in
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klinického hodnoceni a/nebo ZkouSejicimu na
zakladé této Smlouvy jakymkoli mistnim
organtm, pokud to vyzaduji mistni zakony a
predpisy nebo pokud je to v souladu s
Kodexem zvefejiiovani informaci EFPIA
(Evropskéa federace farmaceutického
priimyslu a asociaci). Zadavatel proto mize
shromazdovat, zpracovavat a zvefejhovat
osobni  Udaje tykajici se  totoznosti
zaméstnancu Mista provadéni klinického
hodnoceni a/nebo ZkousSejiciho, profesni
identifikacni reference, I1ékafské specializace
a jakékoli informace tykajici se jejich ¢innosti
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case of public disclosure, he/she shall have,
at any time, a right of access, rectification and

removal to the information disclosed.

This Section 11 “Financial Disclosure and
Conflict of Interest” shall survive termination

or expiration of this Agreement.
12 ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that their
judgment with respect to the advice and care
of each Study Subject will not be affected by
the compensation they receive from this
Agreement, that such compensation does not
exceed the fair market value of the services
they are providing, and that no payments are
being provided to them for the purpose of
inducing them to purchase or prescribe any

drugs, devices or products.

If the Sponsor or IQVIA provides any free
products or items for use in the Study,
Institution and Investigator agree that they will
not bill any Study Subject, insurer
governmental agency, or any other third party,

for such free products or items.

Institution and Investigator agree that they will
not bill any Study Subject, insurer,
governmental agency for any visits, services
or expenses incurred during the Study for
which they have received compensation from
IQVIA or Sponsor, or which are not part of the
ordinary care they would normally provide for
the Study Subject, and that neither Institution
nor Investigator will pay another physician to

refer subjects to the Study.

13._ANTI-BRIBERY

Institution and Investigator agree that the fees
to be paid pursuant to this Agreement
represent fair compensation for the services
to be provided by Site. Institution and
Investigator represent and warrant
payments or ltems of Value received pursuant
to this Agreement or in relation to the Study
will not influence any decision that Institution,
Investigator, directors, employees, agents,
consultants, or any payee under

(povaha, predmét a ¢astka) na souhrnném
zakladé v souladu s pravnimi predpisy o
ochrané udajli. Zkousejici bere na védomi, ze
v pfipadé zvefejnéni ma kdykoli pravo na
pfistup ke zvefejnénym informacim, jejich
opravu a odstranéni.

Tento Clanek 11 "Finanéni informace a stiet

zajmuQ" zdstane v platnosti po ukonéeni nebo
uplynuti doby trvani této Smlouvy.

12. ZAMEZENi UPLATKARSTVi A PODVODU

Poskytovatel a Zkousejici souhlasi, Ze jejich
Usudek, pokud jde o poradenstvi a péci o
kazdy subjekt hodnoceni, nebude ovlivnén
Uhradou, kterou obdrzi na zakladé této
Smlouvy, a déle osvédcuji, ze tato
kompenzace nepfesahuje realnou trzni
hodnotu sluzeb, které poskytuji a ze zadné
platby nejsou poskytovany za Gcelem pfimét
je k nédkupu nebo predepisovani jakychkoliv
|éka, zafizeni nebo produkta.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo pfedméty pro pouziti
ve Studii zdarma, Poskytovatel a ZkousSejici
souhlasi, Ze nebudou zadat Uhradu po
zadném Subjektu studie, pojistovné nebo
statnim/spravnim Gfadu nebo jakékoli jiné treti
strané za tyto zdarma poskytnuté produkty
nebo predméty.

Poskytovatel a ZkouS$ejici souhlasi, ze
nebudou zadat Uhradu po zadném Subjektu
Studie, pojistovné nebo statnim Gfadé za
jakékoliv navstévy, sluzby nebo vydaje vzniklé
v pribéhu Studie, za které obdrzeli thradu od
IQVIA nebo Zadavatele, nebo které nejsou
soucasti bézné péce, kterou by za normalnich
okolnosti poskytli Subjektu studie a ze ani
Poskytovatel ani  ZkouSejici  nebudou
poskytovat platbu jinému Iékafi za doporuceni
subjektd do Studie.

ZAKAZ PODPLACENI

Poskytovatel a ZkouSejici timto souhlasi, ze
platby, které budou uhrazeny na zakladé této
Smlouvy, predstavuji fadnou kompenzaci za
sluzby  poskytnuté  Mistem  provedeni
klinického hodnoceni. Poskytovatel a
ZkouSejici timto prohladuji a zavazuji se, ze
platby ¢i Hodnotné véci, které obdrzi na
z&kladé této Smlouvy &i v souvislosti se Studii
jakkoli  neovlivni  jakékoli  rozhodnuti
Poskytovatele, Zkousejiciho, €leny spravnich
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Agreement may make, as a Government
Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business.

Institution and Investigator further represent
and warrant that neither they nor any of their,
directors, employees, agents, or consultants,
nor any payee under this Agreement, will, in
order to assist Sponsor or IQVIA to secure an

improper advantage or obtain or

business, directly or indirectly pay, offer or
promise to pay, or give any Items of Value to
any person or entity for purposes of (i)
influencing any act or decision: (ii) inducing
such person or entity to do or omit to do any
act in violation of their lawful duty; (iii) securing
any improper advantage; or (iv) inducing such
person or entity to use influence with the
government or instrumentality thereof to affect
or influence any act or decision of the

government or instrumentality.

In addition to other rights or remedies under
this Agreement or at law, IQVIA or Sponsor
may terminate this Agreement if Site breaches
any of the representations or warranties
contained in this Section or if IQVIA or
Sponsor learns that improper payments are
being or have been made to or by Institution
or Investigator or any individual or entity

acting on its or their behalf.

14 INDEPENDENT CONTRACTORS

The Investigator and Institution and Study
Staff are acting as independent contractors of
IQVIA and Sponsor and shall not
considered the employees or agents of IQVIA

or Sponsor.

Neither IQVIA nor Sponsor shall
responsible for any employee benefits,

14.

organl, zameéstnance, zastupce, konzultanty
Ci jakékoli pfijemce plnéni na zakladé této
Smlouvy k tomu, aby ucinil, jakozto Zastupce
vefejné moci ¢i jakkoli jinak, za 0c¢elem
poskytnuti pomoci Zadavateli & IQVIA v
podobé zajisténi neopravnéné vyhody €i za
UCelem ziskani & zachovani si obchodni
prilezitosti.

Poskytovatel a ZkouSejici dale prohlasuji a
zavazuji se, Ze ani oni, ani jakykoli, ¢len
statutarniho organu, zastupce ¢i konzultant,
ani jakykoli pfijemce plnéni dle této Smiouvy,
a to za Uc¢elem pomoci Zadavateli ¢i IQVIA k
zajisténi neopravnéné vyhody ¢&i ziskani i
zachovani obchodni pfilezitosti, pfimo i
nepfimo, neuhradi, nenabidne ¢&i neslibi
uhradit, nebo nedaruje jakoukoli Hodnotnou
véc jakékoli osobé ¢&i subjektu v souvislosti s
nasledujicimi ucely: (i) ovlivnéni jakéhokoli
jednani €i rozhodnuti: (ii) pobidky ¢i pohnuti
takové osoby ¢i subjektu, aby néco konal
nebo se zdrzel uréitého jednani v rozporu s se
zakonem ulozenou povinnosti; (iii) zajiSténim
jakékoli neopravnéné vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby &i subjektu k
zneuziti vlivu vici statnimu/spravnimu organu
¢i jeho zastupci v této souvislosti, a to za
UCelem ovlivnéni jakéhokoli jednani &i
rozhodnuti statniho/spravniho organu ¢i jeho
zastupce.

Nad ramec ostatnich prav a prostredkd
napravy dle této Smlouvy, &i na zakladé
pFislusnych pravnich predpisd, IQVIA nebo
Zadavatel budou opravnéni ukoncit platnost
této Smlouvy v pfipadé, Ze Misto provadéni
klinického  hodnoceni  porusi  jakékoli
prohlaseni ¢&i zaruky obsazené v tomto
Clanku, pfipadng, pokud IQVIA nebo
Zadavatel zjisti, ze jsou poskytovany ¢i byly
poskytnuty neopravnéné platby vici € ze
strany Poskytovatele ¢&i ZkouSejiciho nebo
jakéhokoli jednotlivce &i subjektu jednajiciho
jejich jménem.

NEZAVISLi DODAVATELE

ZkouSejici a Poskytovatel a Studijni personal
budou jednat jako nezavisli poskytovatelé
smluvniho plnéni IQVIA a nebudou jakkoli
povazovani za zaméstnance C¢i zdéstupce
IQVIA nebo Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
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pensions, workers’ compensation,
withholding, or employment-related taxes as
to the Investigator or Institution or their staff.

15TERM & TERMINATION

15.1 Term

This Agreement will become effective on the
date of its publication in the Register of
Agreements in accordance with Act No.
340/2015 Coll., on Register of Agreements
(the ,Effective Date“) and shall continue until
completion or until terminated in accordance
with this Section 15 “Term & Termination”.

The estimated Study completion date is
approximately and is subject
to change in accordance with the Sponsor and
Protocol requirements.

The expected number of Study Subject
enrolled isjii]

15.2 Termination

IQVIA and/or Sponsor may terminate this
Agreement for any reason effective
immediately upon written notice.

The Site may terminate upon written notice if
circumstances beyond the Site’s reasonable
control prevent completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of
termination, the Site shall immediately cease
any subject recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs, and IQVIA shall make
a final payment for visits or milestones
properly performed pursuant to this
Agreement in the amounts specified in
Attachment A; provided, however, that
Payments will be in each case reduced by ten
(10 %) percent. This reduced amount shall
represent a value of any/all activities related
to close-out of the database, and will be made
upon the final acceptance by Sponsor of all
CRF pages and all data clarifications issued
and satisfaction of all other applicable

15.

benefitim, penzim, nahradam, narokim k
dlchodovému pfipojisténi, pracovnépravnim
odménam, srdzkovym Ci jinym
pracovnépravnim  danim  tykajicim se
Zkousejiciho nebo Poskytovatele nebo jejich
zameéstnanc.

PLATNOST & UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyva Gcinnosti k datu, kdy
bude uverejnéna v Registru smluv dle zakona
€. 340/2015 Sb., oregistru smiluv (,Datum
uc¢innosti“) a zlOstane v U¢innosti do
okamziku dokonéeni ¢i ukonéeni v souladu s
timto Clankem 15 ,Platnost a ukondeni
platnosti®.

Predpokladané datum ukonceni Studie je

pficemz toto datum muze byt
predmétem zmény na zakladé pozadavku
Zadavatele a vsouladu s podminkami
Protokolu.

Predpokladany pocet zarazenych Subjektl
studie jelll}

15.2._ Ukonéeni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukonéit platnost této Smlouvy z jakéhokoli
davodu s okamzitou U¢€innosti neprodlené na
zakladé doruceni pisemného oznameni.

Misto provadéni klinického hodnoceni je
opravnéno ukonc€it platnost této Smlouvy
pisemnym oznamenim v pfipadé, ze
okolnosti, jez jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista provadéni
klinického hodnoceni, zabrani dokonceni
Studie, nebo v pfipadé, ze Misto provadéni
klinického hodnoceni davodné usoudi, ze
pokracovani ve Studii neni bezpec¢né. V
navaznosti na doru¢eni oznameni o ukonceni

platnosti  Misto  provadéni  klinického
hodnoceni neprodlené ukonéi jakykoli nabor
subjektl, bude jednat v souladu s

definovanymi postupy pro ukonéeni, zajisti, ze
ve vztahu k subjektim Studie budou
dokonc&eny jakékoli procesy kontrolni povahy,
a vyvinou nezbytné Usili za ucelem limitace
jakychkoli dalSich nakladl, pficemz IQVIA
provede zavére¢nou Uhradu za navstévy a
milniky, jez byly fadné provedeny na zakladé
a v souladu s touto Smlouvou, a to ve vysSi
Castek definovanych v Priloze A; avSak za
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conditions set forth herein. If a material podminky, ze Platby budou v kazdém pfipadé
breach of this Agreement appears to have snizeny o c¢astku ve vySi deseti (10 %)
occurred and termination may be required, procent. Takto snizend c¢éastka bude
then, except to the extent that Study Subject predstavovat hodnotu veSkerych c&innosti
safety may be jeopardized, IQVIA and/or spojenych s uzavienim databaze, a bude
Sponsor may suspend performance of all or poskytnuta poté, co Zadavatel schvali
part of this Agreement, including, but not vesSkeré stranky formulaft CRF, a dale poté,

limited to, subject enrollment.

co budou poskytnuta veskera vyjasnéni dat a
dale dojde ke splnéni vesSkerych ostatnich
podminek, jez jsou stanoveny v této Smlouvé.
V prfipadé, Ze dojde ke vzniku domnéni, ze
doslo k podstatnému poruseni této Smlouvy a
muze tak dojit k ukonéeni platnosti této
Smlouvy, pak s vyjimkou a v rozsahu, v jakém
muze byt ohrozena bezpecnost Subjektl
studie, IQVIA a/nebo Zadavatel mohou
preruSit naplnéni celé &i ¢asti této Smiouvy,
zejména vcetné zafazovani Subjektd studie.

16NOTICE 16. OZNAMENI
Any notices required or permitted to be given VeSkera oznameni vyzadovand nebo
hereunder shall be given in writing and shall povolena podle této Smlouvy budou ucinéna

be delivered:
a) inperson

b) by certified mail,

v pisemné podobé a budou dorucena:
a) osobné

b) doporuéenym dopisem,

c) by e-mail of .pdf/scan or other non- c) e-mailem ve formatu pdf/scan nebo
editable format notice with confirmed v jiném formatu, ktery znemoznuje zasah do
transmission report, or obsahu s potvrzenou zpravou o prenosu

nebo

d) by a courier that guarantees next day d) kuryrni sluzbou, ktera poskytne potvrzeni.
delivery and provides a receipt, and such Tato ozndmeni budou adresovéana takto:
notices shall be addressed as follows:

Name / Nazev: N

To Sponsor / Zadavateli:

Head of Group Medical Operations
Address / Adresa: Pierre Fabre Research and Development
center

.
|
Tel./ Tel: NN

With a copy to: PIERRE FABRE SA

Attn : Direction Juridique
]
]
|

To IQVIA /IQVIA:

Name / Nazev: IQVIA RDS Czech Republic, s.r.o.

Addressv / Adresa: Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika
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And to/A také

Email:

To Institution / Poskytovatel

Tel./ Tel:
e-mail:

To Investigator / Zkou$ejicimu republika

17 FORCE MAJEURE 17.

The performance by either Party of any
obligation on its part to be performed
hereunder shall be excused by floods, fires or
any other Act of God, accidents, wars, riots,
embargoes, delay of carriers, inability to
obtain materials, failure of power or natural
sources of supply, acts, injunctions, or
restraints of government or other force
majeure preventing such performance,
whether similar or dissimilar to the foregoing,
beyond the reasonable control of the Party
bound by such obligation, provided, however,
that the Party affected shall exert its
reasonable efforts to eliminate or cure or
overcome any of such causes and to resume
performance of its obligations with all possible
speed.

Tel./ Te!: INEE

Global Legal Department
100 IMS Drive

Parsippany, NJ 07054 USA
Attention: General Counsel

Fakultni nemocnice Hradec Kralové
Address / Adresa: Pravni odbor, Sokovlské 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Ceska republika

K rukam: Dasi Proklpkové

I
Name / Jméno a prijmeni: | N EEEEEEE |
Address / Adresa: Klinika onkologie a radioterapie, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec Kralové, Ceska

Tel./ Te!-

VYSSi moc

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna na
zakladé podminek této Smlouvy, bude
prominuto v dasledku zaplav, pozara &i jinych
projevd VySSi moci, nehod, vélek, nepokojd,
embarg, prodleni dopravcd, nemoznosti
opatfit pfislusné materidly, nebude-li dodana
elektrickd energie Ci jiné pfirodni zdroje, v
disledku rozhodnuti, z&kazli ¢&i omezeni
statniho/spravniho Gradu ¢i jiného prvku vyssi
moci, ktery zabrani splnéni takové povinnosti,
bez ohledu na to, zda je shodny ¢&i odlisny od
shora uvedeného, a ktery stoji mimo moznost
ovlivnéni pfislusné Strany, kterad je takovou
povinnosti vazana, to vSak za podminky, Ze
takto dotéena Strana vyvine odpovidaji Usili
za UcCelem odstranéni ¢i ndpravy Ci prekonani
jakéhokoli takového davodu ¢i pficiny a bude
pokracovat v plnéni svych povinnosti v
nejbliz§im mozném casovém okamziku.

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019

Pierre Fabre Médicament/ WO0090GE303 / EORTC-2139-MG
Fakultni nemocnice Hradec Kralové,
Version / Verze: redacted // 221122

CONFIDENTIAL/DUVERNE
Page 31 of 54



18. MISCELLANEOUS

18.1 Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study.

18.2 No Waiver/Enforceability

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term.

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

18.3 Assignment of the Agreement. Sub-

contracting.
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Site shall not assign or transfer any rights
or obligations under this Agreement without
the written consent of IQVIA and Sponsor.

Upon Sponsor’s request, IQVIA may assign
this Agreement to Sponsor, and IQVIA shall
not be responsible for any obligations or
liabilities under this Agreement that arise after
the date of the assignment, and the Site
hereby consents to such an assignment. Site
will be given prompt notice of such
assignment by the assignee and such
notification will give effect of the assignment
to Site.

The Site may not sub-contract the
performance of all or any of its obligations
under the Agreement without the prior written
consent of IQVIA and/or Sponsor.

In case of sub-contracting the Site shall
ensure that all its subcontractors are subject
to written obligations no less stringent than
those applicable to them under the
Agreement, notably but not exclusively
regarding maintaining the confidentiality of
proprietary information, and regarding
ownership of data, results, and intellectual
property in connection with the Study.

RUzNE

18.1. Celistvost Smlouvy

Tato Smlouva, vcetné pfiloh, predstavuje
vyhradni, celistvé a UpIné ujednani Stran a
nahrazuje veskeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

18.2. Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni jakéhokoli prava ¢i podminky této
Smlouvy nezaklada domnénku vzdani se
uplatnéni takového prava ¢i podminky.

V pfipadé, ze bude kterakoli ¢ast této Smlouvy
shledana jako nevykonatelna, zbytek této
Smlouvy zlstane i nadéle v platnosti.

18.3.
smlouvy
Tato Smlouva bude zavazna vici Stranam i jejich
pravnim nastupcim a postupnikim.

Misto  provadéni  klinického hodnoceni
neprevede jakdkoli prava &i zavazky z této
Smlouvy bez pfedchoziho pisemného souhlasu
IQVIA nebo Zadavatele.

Na zakladé Zzadosti Zadavatele, IQVIA je
opravnéna prevést tuto Smlouvu na Zadavatele,
a IQVIA nebude odpovédna za jakékoli zavazky
¢i odpovédnosti dle této Smlouvy, jez vyplynou
po datu prevodu a Misto provedeni klinického
hodnoceni s takovym postoupenim souhlasi. .
Mistu provedeni klinického hodnoceni bude
takové postoupeni &i prevod oznameno bez
zbyte€ného odkladu nabyvatelem. Timto
oznamenim nabude postoupeni Uc¢innosti vaci
Mistu provedeni klinického hodnoceni.

Pfrevod  Smlouvy. Subdodavatelské

Misto provéadéni klinického hodnoceni nesmi
zadat pInéni vSech nebo nékterych svych
povinnosti podle Smlouvy subdodavatelim bez
pfedchoziho pisemného souhlasu spolecnosti
IQVIA a/nebo Zadavatele.

V pfipadé subdodavatelského plnéni je Misto
provadéni klinického hodnoceni povinno zajistit,
aby se na vSechny jeji subdodavatele vztahovaly
pisemné povinnosti, které jsou minimalné stejné
prisné jako ty, které se na né vztahuji podle
Smlouvy. Zejména, nikoli vSak vyluéné, pokud
jde o zachovani duvérnosti vlastnickych
informaci a o vlastnictvi Udaji, vysledka a
dudevniho vlastnictvi v souvislosti se Studii.
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The Site shall be responsible for the
performance of the subcontracted activity in
accordance with the terms and conditions of
this Agreement and for the acts and
omissions of its sub-contractors as though
they were its own.

18.4. Applicable Law

This Agreement shall be interpreted and
enforced under the laws of The Czech
Republic.

Claims, controversies or disputes arising out
or in connection with the Agreement which
cannot be settled amicably between the
Parties, shall be subject to the exclusive
jurisdiction of the competent court of Hradec
Kralové, The Czech Republic.

18.5 Prevailing language

The Agreement is drawn up in English and in
Czech language versions. In case of any
dispute Czech language version shall prevail.

18.6 Survival:

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement,
even if not expressly stated herein.

THIS SECTION IS INTENTIONALLY LEFT
BLANK

Misto provadéni klinického hodnoceni odpovida
za provadéni subdodavatelské ¢innosti v souladu
s podminkami této dohody a za jednani a
opomenuti svych subdodavateld, jako by to bylo
jeho vlastni jednani.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana v
souladu s pravnim fadem Ceské republiky.

Zaloby, pfe nebo spory vzniklé ze Smlouvy nebo
v souvislosti s ni, které nemohou byt mezi
stranami vyfeSeny smirnou cestou, podléhaji
vyluéné soudni pravomoci pfislusného soudu v
Hradci Krélové, Ceska republika.

18.5 Rozhodna jazykovd verze.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V pfipadé jakéhokoli
rozporu bude rozhodujici €eskd jazykova verze.

18.6 Pretrvavajici platnost:

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jeZ svoji povahou prekracéuji okamzik
dokonéeni Studie, zlistanou zavazné i v pfipadé
ukonéeni i vyprSeni platnosti této Smouvy, a to
i v pfipadé, Ze tak neni v této Smlouvé vyslovné
uvedeno.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.o.,
/ NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE
IQVIA RDS Czech Republic, s.r.0.,

By/ Jméno: Ing. Eva Falbrova

Title/ Funkce: Managing Director/jednatelka

Signature/ Podpis:

Date/ Datum: 23. 11. 2022

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice Hradec Kralové: / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice Hradec Kralové:

By/ Jméno: MUDr. Ale$s Herman, Ph.D.

Title/ Funkce: Director/reditel
(must authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného
zastupce Poskytovatele):

Signature/ Podpis:

Date/ Datum: 25. 11, 2022

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dikaz souhlasu pfipojuje svaj podpis
Zkousejici:

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum: 23. 11. 2022

Signed by IQVIA RDS Czech Republic, s.r.0., under a Power of Attorney dated 26 Jan 2022 in the name
of Pierre Fabre Médicament Podepsano IQVIA RDS Czech Republic, s.r.o., na zakladé PIné moci
vystavené dne 26.ledna 2022jménem Pierre Fabre Médicament

Name/ Jméno: Ing. Eva Falbrova
Signature/ Podpis: Managing Director/jednatelka
Date/ Datum: 23. 11. 2022
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Attachments: Prilohy:

Attachment A - Budget and payment schedule Pfiloha A — Rozpocet a platebni prehled
Attachment B - Power of attorney/delegation letter  Pfiloha B — PIna moc/delegacni dopis pro IQVIA
of IQVIA
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ATTACHMENT A

PRiLOHA A

BUDGET & PAYMENT SCHEDULE

ROzZPOCET A HARMONOGRAM PLATEB

A. PAYEE DETAILS

A. UDAJE PRIJEMCE PLATEB

The Parties agree that the payee designated below
is the proper payee for this Agreement, and that
payments under this Agreement will be made only
to the following payee (“Payee):

Smluvni strany souhlasi, Ze nize uvedeny Pfijemce
plateb je Fadnym Prfijemcem plateb podle této
Smilouvy a ze platby podle této Smilouvy budou
hrazeny pouze nésledujicimu PFijemci plateb (déle

jen ,PFijemce plateb®):

Contract Payee / Smluvni Prijemce
plateb

Payee Name

(Must match name in the contract) / Jméno
Ptijemce plateb

(Musi se shodovat se jménem ve Smlouvé)

Fakultni nemocnice Hradec Kralové

Payee Address / Adresa Pfijemce plateb

Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kréalové, Ceska republika

VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) / DIC / dariové identifikagni &islo
(Danové identifikacni ¢islo se musi presné
shodovat s vySe uvedenym jménem
PFijemce plateb nebo osvobozenim od
dané, pfipada-li toto v Uvahu)

CZ00179906

Banking Information: / Bankovni spojeni:

Bank Name / Nazev banky

Ceska narodni banka

Bank Street / Ulice

Na Prikopé 28

Bank City / Mésto

Praha

Bank State/Province / Stat/kraj

Ceska republika

Bank Postal Code / PSC 11503
Bank Country / Zemé Ceska republika
Receiving Account Currency / Ména uctu CZK

IBAN

CZ23 0710 0000 0000 2463 9511

Swift Code (8 or 11 Characters) / Swift kod
(8 nebo 11 znaku)

CNBACZPP

Variabilni symbol

Cislo faktury

If the contracted Payment Currency does not match your bank account, you may need to provide
an Intermediary Bank. Please contact your Financial institution for details. If an Intermediary
bank is required, please provide Bank Name, Account Number if applicable and SWIFT Code of
Intermediary Bank along with all other required Wire instructions / Pokud smluvné ujednané
meéna platby neodpovidd méné vaseho bankovniho G¢tu, mozna budete muset uvést
zprostredkovatelskou banku. O podrobnostech se informuijte ve své bance. Pokud bude
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vyzadovana zprostfedkovatelska banka, uvedte nazev banky, pfipadné &islo u¢tu a SWIFT kod
zprostiedkovatelské banky spolu se vSemi dalS§imi pokyny pozadovanymi pro bankovni pfevod

Contact Information / Kontaktni informace

Name of recipient sending invoices to /
Jméno pfijemce odesilajiciho faktury

Ing. Jitka HaleSova

Phone number & Email / Telefonni &islo a
e-mail

Language Preference / Upfednosthovany
jazyk

¢estina

Name of payment recipient to receive
payment notification and details / Jméno
pfijemce plateb, ktery obdrzi oznameni
o platbé a jeji podrobnosti

Ing. Jitka HaleSova

Phone number & Email / Telefonni &islo a
e-mail

Language Preference / Upfednosthovany
jazyk

¢estina

In case of changes in the Payee’s bank details, Site
is obliged to inform IQVIA in writing by sending an
email to

V pfipadé zmén bankovnich udaji Pfijemce plateb
o tom musi Misto provadéni klinického hodnoceni
pisemné informovat spole€nost IQVIA zaslanim e-
mailu na adresu

Site shall contact its IQVIA study team member to
provide signed documentation of changes to
payee’s bank details. Parties agree that in case of
changes in bank details which do not involve a
change of payee or change of country location of
bank account, no further amendments are
required.

Misto provadéni klinického hodnoceni bude
kontaktovat ¢lena tymu klinického hodnoceni
spolecnosti IQVIA, aby mu poskytlo podepsanou
dokumentaci o0 zmeénach bankovnich  udajd
Pfijemce plateb. Smluvni strany souhlasi, ze

v pfipadé zmén bankovnich 0daju, které
neznamenaji zménu Pfijemce plateb nebo zménu
zem& umisténi bankovniho G¢tu, nebude

vyzadovan dal$i dodatek.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Smluvni strany uznavaji, ze uré¢eny Pfijemce plateb
je opravnén prijimat veskeré platby za sluzby
provadéné podle této Smlouvy.

Principal Investigator and Study staff personnel will
be paid by the Institution in accordance with the
Institution’s internal directive.

Odména ZkouSejicimu a ¢lendm  Studijniho
personalu bude vyplacena Poskytovatelem dle
vnitini smérnice Poskytovatele.

Investigator acknowledges that if Investigator is not
the Payee, IQVIA will not pay Investigator even if
the Payee fails to reimburse Investigator.

ZkousSejici bere na védomi, ze pokud ZkouSejici
neni Pfijemcem plateb, spole¢nost IQVIA nebude
ZkousSejicimu platit ani v pfipadé, Ze Prfijemce
plateb ZkouSejicimu odménu neuhradi.

B. MINIMUM ENROLMENT GOAL

B. MINIMALNI CiLOVY POGET ZARAZENYCH SUBJEKTU
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Site acknowledges that Site’s minimum enrolment
goal is | and that Site will use its best
efforts to reach the enrolment goal within a
reasonable timeframe after commencement of the
Study at Site. If Site fails to adhere to this principle,
IQVIA may reconsider Site’s suitability to continue
participation in the Study.

Misto provadéni klinického hodnoceni potvrzuje,
ze jeho minimalni cilovy pocet zafazenych subjektl
ic I 2:c vynalozi maximalni usili
k dosazeni cilového poctu zafazenych subjekti
v pfiméfeném Casovém obdobi po zahdjeni
klinického hodnoceni v Mistu provadéni klinického
hodnoceni. Pokud Misto provadéni klinického
hodnoceni tuto zasadu nedodrzi, mize spole¢nost
IQVIA znovu =zv&zZit, zda je Misto provadéni
klinického hodnoceni nadéale zpusobilé k GCasti
v tomto klinickém hodnoceni.

C.PAYMENT TERM

C.PLATEBNi PODMINKY

IQVIA will pay the Payee quarterly, on a completed
visit per subject basis in accordance with the
attached budget. Ninety percent (90%) of each
payment due, including any Screening Failure that
may be payable under the terms of this Agreement,
will be made based upon prior 3 months enrollment
data received from the Site supporting subject
visitation.

IQVIA bude platit PFfijemci plateb c¢tvriletné za
dokoncené navstévy  subjektd v souladu
s pfipojenym  rozpoétem. Devadesat procent
(90 %) splatné kazdé platby, véetné nelspésnych
screeningll pacienta, které mohou byt proplatitelné
podle této Smlouvy, bude uhrazeno na zakladé
Udaji o zafazovani za predchozi 3 mésice
obdrzenych od Mista provadéni klinického
hodnoceni a dokladajicich navstévy subjekta.

The balance of monies earned, up to ten percent
(10%), will be pro-rated upon verification of actual
subject visits, and will be paid by IQVIA to the
Payee upon final acceptance by Sponsor of all data
entry, all data clarifications issued, the receipt and
approval of any outstanding regulatory documents
as required by IQVIA and/or Sponsor, the return of
all unused supplies to IQVIA, and
upon satisfaction of all other applicable conditions
set forth in the Agreement.

Zbyvajici ¢ast platby ve vysSi az deset procent
(10 %) bude po ovéfeni skutecnych navstév
subjekti pomérné upravena  a zaplacena
spole¢nosti IQVIA PFijemci plateb po zavéreéném
prijeti vS8ech zadanych (daji Zadavatelem,
vyjasnéni vSech (dajl, prevzeti a schvéleni
jakychkoli chybéjicich regulaénich dokument, jak
je vyzadovano spolec¢nosti IQVIA a/nebo
Zadavatelem, vraceni veskerého
nespotfebovaného materialu spole¢nosti IQVIA a
po spinéni vS8ech dalSich platnych podminek
stanovenych v této Smlouvé.

Any expense or cost incurred by Site in performing
this Agreement that is not specifically designated
as reimbursable by IQVIA or Sponsor under the
Agreement (including this Budget and Payment
Schedule) is the sole responsibility of the Site.

Jakékoliv naklady nebo vydaje vzniklé Mistu
provadéni klinického hodnoceni pfi provadéni této
Smlouvy, které nejsou specificky oznaceny
spole¢nosti  IQVIA nebo Zadavatelem jako
refundovatelné podle této Smlouvy (véetné tohoto
rozpoétu a harmonogramu plateb), jsou vyhradni
zodpovédnosti  Mista  provadéni  klinického
hodnoceni.

For major, disqualifying Protocol violations,
which adversely impact eligibility criterion(a),
corresponding visits will not be paid under this
| Agreement

Pfi zasadnich, diskvalifikujicich porusenich
protokolu, ktera nepftiznivé ovlivni kritérium
(kritéria) zpusobilosti, nebudou prislusné
navstévy podle této Smiouvy uhrazeny
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BUDGET TABLE / TABULKA ROZPOCTU

VisiT
NAVSTEVA

VisiT AMOUNT | SCREEN FAILURE
INCLUDING AMOUNT INCLUDING
OVERHEAD CZK/ | OVERHEAD CZK
CASTKA ZA | / CASTKA ZA
NAVSTEVU __ VEETNE | NEUSPESNY SCREENING
REZIJNICH NAKLADU | PACIENTAVGETNE

K¢ REZIJNICH NAKLADU K¢

MOLECULAR PRE-SCREENING VISIT / NAVSTEVA
S PREDBEZNYM MOLEKULARNIM SCREENINGEM

SCREENING VISIT / VSTUPNi NAVSTEVA

DAY 1/1. DEN

.
I

MONTH 1 /1. MESIC

MONTH 2 / 2. MESIC

MONTH 3 / 3. MESIC

MONTH 4 / 4. MESIC

MONTH 5 /5. MESIC

MONTH 6/ 6. MESIC

MONTH 7 / 7. MESIC

MONTH 8 / 8. MESIC

MONTH 9/ 9. MESIC

MONTH 10/ 10. MESIC

MONTH 11/11. MESIC

MONTH 12 / END OF TREATMENT / 12. MESIC / KONEC
LECBY

SAFETY 30-DAYS FoLLOW-UP /  BEZPECNOSTNI

KONTROLNi NAVSTEVA PO 30 DNECH

MONTH 15/ 15. MESIC

MONTH 18/ 18. MESIC

MONTH 21 /21. MESIC

MONTH 24 / 24. MESIC

MONTH 27 / 27. MESIC

MONTH 30/ 30. MESIC

MONTH 33 / 33. MESIC

MONTH 36 / 36. MESIC

MONTH 42 / 42. MESIC

MONTH 48 / 48. MESIC

MONTH 54 / 54. MESIC

MONTH 60 /60. MESIC

YEAR 6 /6. ROK

YEAR 7 /7. ROK

YEAR 8/8. ROK

YEAR 9/9. ROK

YEAR 10/10. ROK

TOTAL

FoLLow-up MONTH 3% / KONTROLNi NAVSTEVA
3. MESic?

FoLLow-UuP MONTH 6" / KONTROLNi NAVSTEVA
6. MESiC"
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FoLLow-uP MONTH 97 / KONTROLNi NAVSTEVA
9. MESic?
FoOLLOW-UP MONTH 12* / KONTROLNi NAVSTEVA
12. MESic?

Z DUVODU SLEDOVAN{ PREZITI®

SURVIVAL PHONE VISIT® / TELEFONICKA NAVSTEVA

POST RECURRENCE LONG-TERM FOLLOW-UP
DLOUHODOBE SLEDOVAN| PO RECIDIVE *

/

TELEMEDICINE ~ VISIT** / NAVSTEVA
TELEMEDICINY**

S VYUZITIM

UNSCHEDULED VISIT*** / NEPLANOVANA NAVSTEVA***

AlF A SUBJECT EARLY DISCONTINUES STUDY
INTERVENTION WITHIN THE FIRST YEAR (DURING
TREATMENT PERIOD) AND ACCEPTS TO BE FOLLOWED
WITH ON-SITE VISITS, HE/SHE WILL BE FOLLOWED
EVERY 3 MONTHS (REFERENCE DATE = DATE OF
RANDOMIZATION) TILL M12. AFTERWARDS, THE
SUBJECT SHOULD CONTINUE WITH POST-TREATMENT
PERIOD.

APOKUD SUBJEKT PREDCASNE UKONCi HODNOCENOU
LECBU BEHEM PRVNIHO ROKU (BEHEM OBDOBI LECBY)
A BUDE SOUHLASIT S TiM, ZE BUDE SLEDOVAN PRI
NAVSTEVACH V MiSTU PROVADENi  KLINICKEHO
HODNOCENi, BUDE SLEDOVAN KAZDE 3 MESICE
(REFERENCNI DATUM = DATUM RANDOMIZACE) AZ DO
M12. POTE BY MEL SUBJEKT POKRACOVAT OBDOBIM
PO LECBE.

°lF A SUBJECT EARLY DISCONTINUES STUDY
INTERVENTION AND DOES NOT ACCEPT TO BE
FOLLOWED WITH ON-SITE VISITS, THE SUBJECT WILL
CONTINUE TO BE CONTACTED BY PHONE FOR SURVIVAL
AND DISEASE STATUS UNLESS HE/SHE SPECIFICALLY

°POKUD SUBJEKT PREDCASNE UKONCi HODNOCENOU
LECBU A NEBUDE SOUHLASIT STiM, ZE BUDE
SLEDOVAN PRI NAVSTEVACH V MISTE PROVADENI
KLINICKEHO HODNOCENI, BUDE NADALE KONTAKTOVAN
TELEFONICKY OHLEDNE PREZITI A STAVU

REQUESTS THAT HE DOES NOT WANT TO BE | ONEMOCNENi, POKUD VYSLOVNE NEPOZADA, ZE
CONTACTED. NECHCE BYT KONTAKTOVAN.
*REPEATING VISIT *OPAKOVANA NAVSTEVA

**TELEMEDICINE VISIT CAN OCCUR IN PLACE OF ANY
ONSITE VISIT FOLLOWING SCREENING VISIT.

*NAVSTEVA S VYUZITIM TELEMEDICINY SE MUZE
USKUTECNIT NAMISTO JAKEKOLI NAVSTEVY V MISTE
PROVADEN| KLINICKEHO HODNOCENi PO VSTUPNI
NAVSTEVE.

***UNSCHEDULED VISIT CAN BE REPEATED MORE THAN
ONCE.

***NEPLANOVANOU NAVSTEVU LZE OPAKOVAT VICE
NEZ JEDNOU.

TELEMEDICINE AND UNSCHEDULED VISITS ARE NOT
PART OF THE PER PATIENT BUDGET AND WILL BE PAID

NAVSTEVY S VYUZITIM TELEMEDICINY A NEPLANOVANE
NAVSTEVY NEJSOU SOUCASTI ROZPOCTU NA PACIENTA

TO INVESTIGATOR RESPONSIBILITY WILL NOT BE PAID.

ONLY IF INCURRED. A BUDOU UHRAZENY POUZE V PRIPADE, ZE SE
USKUTECNI.
VISITS WITH IMPORTANT PROTOCOL DEVIATIONS DUE | NAVSTEVY S VYZNAMNYMI ODCHYLKAMI oD

PROTOKOLU Z DUVODU ODPOVEDNOSTI ZKOUSEJICIHO
NEBUDOU UHRAZENY.

E. ADMINISTRATIVE PAYMENTS

F. ADMINISTRATIVNI POPLATKY

E. STuDY START-UP FEE

E. POPLATEK ZA ZAHAJENi KLINICKEHO HODNOCENI

A one-time, non-refundable payment will be paid in

Bude uhrazena jednordzova nevratna platba ve

the amount of o cover Study start-up | vysi na pokryti &innosti spojenych se
activities  after signing the  Angreement | zahdjenim klinického hodnoceni po podpisu
and receipt of invoice. smlouvy a obdrzeni faktury.
AGREEMENT NEGOTIATION FEE POPLATEK ZA PROJEDNANI SMLOUVY
A one-time, non-refundable payment for
agreement negotiation of |||l vi! be made
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after receiving the invoice following signature of the
Agreement.

Jednordzovy nevratny poplatek za projednani
smlouvy ve vysSi bude uhrazen po
obdrzeni faktury po podpisu Smlouvy.

AMENDMENT FEE

One-time fee of | Elior conclusion of an
amendment will be paid to Institution on the basis
of an invoice issued after execution of such
amendment.

POPLATEK ZA UZAVRENI DODATKU
Jednorazovy nevratny poplatek za uzavfeni
dodatku ve vysi bude Poskytovatel
uhrazen po zaslani faktury. Faktura bude
vystavena po podpisu dodatku.

PHARMACY SET-UP FEE

POPLATEK ZA ZAHAJENI CINNOSTI LEKARNY

A one-time, non-refundable payment will be paid in
the amount of | llto cover pharmacy set-up
upon signing the Agreement and
receipt of invoice.

Bude uhrazena jednordzova nevratna platba ve
vySi na pokryti zahajeni Cinnosti Iékarny
po podpisu smlouvy a obdrzeni faktury.

DOCUMENT STORAGE

UCHOVAVANi DOKUMENTU

A document storage payment of | R il
be made upon receipt of invoice and are not

included in the attached Budget. In accordance
with Sponsor’s Protocol requirements, Institution
shall maintain all Study records in a safe and
secure location to allow easy and timely retrieval,
when needed. Invoicing after signing the contract.

Po obdrzeni faktury bude uhrazena platba za
uchovavani dokumentd ve vysi ktera
neni zahrnuta v pfilozeném rozpoétu. V souladu
s pozadavky protokolu Zadavatele bude
Poskytovatel uchovavat vSechny zaznamy
klinického hodnoceni na bezpecném
a zabezpeceném misté, aby bylo v pfipadé potreby
mozné je snadno a vcas vyhledat. Fakturace po
podpisu smlouvy.

G.PRE-SCREENING AND SCREENING FAILURE

G.PREDBEZNY SCREENING A NEUSPESNY SCREENING
PACIENTA

Reimbursement for pre-screen failures will be at
the amount indicated on the Molecular Pre-
screening Visit of the attached budget table.

Uhrada za nelspésné screeningy pacienta pfi
predbézném screeningu bude provedena ve vysi
uvedené v pfilozené tabulce rozpoétu u navstévy
s pfedbéznym molekularnim screeningem.

Reimbursement for screen failures will be at the
amount indicated on the Screening Visit of the
attached budget table.

Uhrada za nelspésné screeningy pacienta bude
provedena ve vySi uvedené v pfilozené tabulce
rozpoctu u vstupni navstévy.

To be eligible for reimbursement of a molecular
pre-screening and screening visit, supporting data
entry must be completed and submitted to IQVIA
along with any additional information, which may
be requested by IQVIA to appropriately document
the subject pre-screening and screening
procedures.

Aby mohla byt uhrazena navstéva s predbéznym
molekularnim screeningem a vstupni navstéva,
musi byt vyplnény podkladové (daje a odeslany
spole¢nosti  IQVIA spolu s veSkerymi dalSimi
informacemi, které muize IQVIA pozadovat pro
fadné dolozeni postupu predbézného screeningu
a vstupnich postupd.

H. DISCONTINUED OR EARLY TERMINATION SUBJECTS

H.SUBJEKTY, U NICHZ DOJDE K PRERUSENi NEBO

PREDCASNEMU UKONCENI

Reimbursement for discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

Uhrada za subjekty, u nichz dojde k pferuseni
nebo pred¢asnému ukonceni, bude pomérné
rozpocitdna podle poctu potvrzenych dokoncenych
navstév.

|.UNSCHEDULED VISITS

I.NEPLANOVANE NAVSTEVY
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Payment for unscheduled visits will be reimbursed
in the amount of | [which includes
overhead]. To be eligible for reimbursement for
unscheduled visits, supporting data entry must be
completed and submitted to IQVIA, along with any
additional information which may be requested by
IQVIA, to appropriately document the unscheduled
visit. Unscheduled visit is not part of the per patient
budget and will be paid only if incurred.
Unscheduled visit can be repeated more than
once.

Platba za neplanované navstévy bude hrazena ve
vyS (coz zahrnuje rezijni naklady]. Aby
mohly byt uhrazeny neplanované navstévy, musi
byt vyplnény podkladové (daje a odeslany
spole¢nosti  IQVIA spolu s veSkerymi dalSimi
informacemi, které muize IQVIA pozadovat pro
fadné dolozeni neplanované navstévy.
Neplédnovana navstéva neni soucasti rozpoctu na
pacienta a bude uhrazena pouze v pfipadé, ze se
uskutecni. Neplanovanou navstévu lze opakovat
vice neZ jednou.

J. VISITS VIA TELEPHONE INTERVIEW

J. NAVSTEVY PROSTREDNICTViM TELEFONICKEHO
ROZHOVORU

Payment for visits via telephone interview will be
reimbursed in the amount of [which
includes  overhead]. To be eligible for
reimbursement for visits via telephone interview,
supporting data entry must be completed and
submitted to IQVIA, along with any additional
information which may be requested by IQVIA, to
appropriately document the unscheduled visit. Visit
via telephone interview is not part of the per patient
budget and will be paid only if occurred. Visit via
telephone interview can occur in place of any
onsite visit following Screening visit.

Platba za navstévy prostfednictvim telefonického
rozhovoru bude uhrazena ve vysi coz
zahrnuje rezijni naklady]. Aby mohly byt uhrazeny
navstévy prostfednictvim telefonického rozhovoru,
musi byt vyplnény podkladové udaje a odeslany

spole¢nosti IQVIA spolu s veSkerymi dalSimi
informacemi, které muze spolecnost IQVIA
pozadovat pro fadné dolozeni neplanované

navstévy. Navstéva prostiednictvim telefonického
rozhovoru neni soucasti rozpocétu na pacienta
a bude uhrazena pouze v pfipadé, ze se uskutecni.
Navstéva prostfednictvim telefonického rozhovoru
se muze uskute¢nit namisto jakékoli navstévy
v Misté provadéni klinického hodnoceni po vstupni
navstéve.

PATIENT TRAVEL REIMBURSEMENT

CESTOVNI VYDAJE PACIENTU

_Subject travel expenses will be reimbursed upon
receipt of invoices at a flat rate of | NN (per
visit per subject per round trip) and are not
included in the attached Budget. Invoices must
contain the subject number, amount paid, and
visit number and visit date in which subject travel
is being requested.

Cestovni vydaje pacientd budou uhrazeny po
obdrzeni prvopist podkladovych faktur v pausaini
castce [ (na jednu navitévu, na jednoho
pacienta a jednu cestu tam a zpét) a nejsou
zahrnuty do pfilozeného Rozpo¢tu. Faktury musi
uvadét Cislo pacienta, vyplacenou ¢astku a Cislo a
datum navstévy, pro kterou se pozaduje Uhrada
cestovnich vydajl pacienta.

Compensation for pregnant patient, or partner
of study subject

One-time payment in the amount of [ wil
be paid to pregnant patient, or pregnant partner of
study subject for providing information about her
pregnancy. Invoices must include supporting
documentation and contain the subject number

Kompenzace pro téhotnou pacientku nebo
partnerku subjektu hodnoceni

Téhotné pacientce, a/nebo téhotné partnerce
subjektu hodnoceni bude poskytnuta jednorazova
kompenzace za poskytovani informaci o
téhotenstvi ve vysSi Faktury musi
obsahovat podpdrnou dokumentaci a obsahovat
Cislo subjektu.

CONDITIONAL PROCEDURES

PODMINENE POSTUPY

The following conditional procedure costs will be
reimbursed on a pass-through basis upon receipt

Nasledujici naklady na podminéné postupy budou
hrazeny jako pfefakturovavané po obdrzeni faktury
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of an invoice in the amount indicated in the table | ve vySi uvedené v nize uvedené tabulce (ktera
below (which includes overhead). Subject number | zahrnuje rezijni naklady). Na vystavené fakture
and procedure dates must be included on the | musi byt uvedeno €islo subjektu a data postupu.

invoice for payment to be issued.

Procedure / Postup Procedure amount CZK
ukon Ké

Serious adverse events (SAE) / Zavazné nezéddouci pfihody (SAE)
Re-consent, Informed consent performed again with the same patient /
Opétovny souhlas, informovany souhlas provadény znovu u stejného
pacienta

Pregnant partner informed consent - fo allow collection of pregnancy
information in case female participant or female partner of a male
participant becomes pregnant / Informovany souhlas t€hotné partnerky —
ma umoZznit shromazd'ovani informaci o téhotenstvi v pfipadé, Ze otéhotni
ucastnice nebo partnerka tcastnika

Single 12-lead ECG: Includes tracing, interpretation and report - for
unscheduled testing / Jedno 12svodové EKG: Zahrnuje sledovani,
interpretaci a zpravu — pri neplanovaném testovani

Electrocardiogram, 12 Lead ECG - Triplicate; Includes tracing,
interpretation and report - for repeated or unscheduled testing /
Elektrokardiogram, 12svodové EKG — troji; zahrnuje sledovani,
interpretaci a zpravu — pfi opakovaném nebo neplanovanem testovani
Office consultation with a specialist including a detailed history and
physical examination. Typically, 40 minutes are spent face-to-face with the
patient. - for cardiologist and/or dermatologist / Konzultace v ordinaci

s odbornikem vcetné podrobné anamnézy a fyzikalniho vySetreni.
Obvykle se s pacientem osobné stravi 40 minut — v kardiologa a/nebo
dermatologa

Echocardiography, transthoracic, real-time with image documentation
(2D), includes M-mode recording, when performed, complete, with
spectral Doppler echocardiography, and with color flow Doppler
echocardiography - for Screening, M1, M3, M6, M9, M12/EOT, Safety 30-
day follow-up, and repeated assessment in case of cardiac events, if
clinically indicated / Echokardiografie, transtorakalni, v realném ¢ase

s obrazovou dokumentaci (2D), zahrnuje zaznam M-mdédu, pokud se
provadi, kompletné se spektralni dopplerovskou echokardiografif

a barevnou dopplerovskou echokardiografii — pri vstupni navsteve, M1,
M3, M6, M9, M12/EOT, bezpecnostni kontrolni navstévé po 30 dnech

a pri opakovaném vysetfeni v pripadé srdec¢nich prihod, pokud je to
klinicky indikovano

Interpretation and Report: Echocardiography, transthoracic, real-time with
image documentation (2D), includes M-mode recording, when performed,
complete, with spectral Doppler echocardiography, and with color flow
Doppler echocardiography / Interpretace a zprava: echokardiografie,
transtorakalni, v realném Case s obrazovou dokumentaci (2D), zahrnuje
zaznam M-modu, pokud se provadi, kompletné se spektralni
dopplerovskou echokardiografii a barevnou dopplerovskou
echokardiografii
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Cardiac blood pool imaging, radionuclide ventriculography, left ventricular
ejection fraction (LVEF) (RNV) (MUGA), single study at rest or stress, plus
ejection fraction, with or without additional quantitative processing_- for
Screening, M1, M3, M6, M9, M12/EOT, Safety 30-day follow-up, and
repeated assessment in case of cardiac events, if clinically indicated /
VySetfeni srdce zobrazovacimi metodami (tzv. blood pool), radionuklidova
ventrikulografie, ejekéni frakce levé komory (LVEF) (RNV) (MUGA),
samostatna studie v klidu nebo pfi zatézi, plus ejekéni frakce, s dalsim
kvantitativnim zpracovanim nebo bez né&j — pri vstupni navsteéve, M1, M3,
M6, M9, M12/EOT, bezpecnostni kontrolni navstévé po 30 dnech a pri
opakovaném vysetreni v pripadé srdec¢nich prihod, pokud je to klinicky
indikovano

Interpretation and Report; Cardiac blood pool imaging, radionuclide
ventriculography, left ventricular ejection faction (LVEF) (RNV) (MUGA),
single study at rest or stress / Interpretace a zprava; vySetfeni srdce
zobrazovacimi metodami (tzv. blood pool), radionuklidova ventrikulografie,
ejekeni frakce levé komory (LVEF) (RNV) (MUGA), samostatna studie

v klidu nebo pfi zatézi

Full physical examination: Includes a comprehensive medical history; a
comprehensive physical examination including one set of vital signs,
weight - for Unscheduled visit /| Kompletni fyzikalni vySetfeni: Zahrnuje
komplexni zdravotni stav v minulosti; UpIné fyzikalni vySetfeni véetné
jedné sady zakladnich zivotnich funkci, hmotnosti — pri neplanované
navstéve

Office consultation with a specialist (gynecologist, urologist or
gastroenterologist) including a problem focused history and physicial
examination. Typically, 15 minutes are spent face-to-face with the patient -
for rectal or vaginal (for women only) touch exam at screening (if not done
in the past 6 months) and as clinically indicated / Konzultace v ordinaci

s odbornikem (gynekolog, urolog nebo gastroenterolog) véetné podrobné
anamnézy zameéfené na problém a fyzikalniho vySetfeni. Obvykle se

s pacientem osobné stravi 15 minut — pfi rektalnim nebo vaginalnim
dotykovém vySetfeni (pouze zeny), dotykové vysSetreni pfi vstupni
navstévé (pokud nebylo provedeno v poslednich 6 mésicich) a podle
klinické indikace

Dermatologic assessment - for Unscheduled visit / Dermatologické
vySetieni — pri neplanované navstévé

Ophthalmological services: medical examination and evaluation with
initiation of diagnostic and treatment program: intermediate, established
patient - for repeated ophthalmic monitoring and/or Unscheduled visit /
Oftalmologické sluzby: Iékarské vySetieni a hodnoceni se zahajenim
diagnostického a l1é€ebného programu: stfedni, zavedeny pacient — pri
opakovaném oftalmologickém sledovani a/nebo neplanované navstéve

Screening test of visual acuity, best-corrected visual activity (BCVA),
quantitative, bilateral - for repeated ophthalmic monitoring / Vstupni test
zrakoveé ostrosti, nejlépe korigovana zrakova ostrost (NKZO), kvantitativni,
oboustranna — pri opakovaném oftalmologickem sledovani

Slit lamp examination, biomicroscopy, bilateral - for repeated ophthalmic
monitoring / Vy$etfeni §térbinovou lampou, biomikroskopie, oboustranné
— pii opakovaném oftalmologickém sledovani

Single intraocular pressure (IOP), bilateral, tonometry: Includes
interpretation and report - for repeated ophthalmic monitoring / Jediné
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méreni nitroo¢niho tlaku (IOP), oboustranné, tonometrie: Zahrnuje
interpretaci a zpravu — pri opakovaném oftalmologickem sledovani

Ophthalmoscopy, extended, with retinal drawing, Fundoscopy, Optic
Nerve Examination; initial; unilateral: Includes interpretation and report -
for repeated ophthalmic monitoring / Oftalmoskopie, roz8ifena, s kresbou
sitnice, fundoskopie, vySetfeni zrakového nervu; pocatecni; jednostranné:
Zahrnuje interpretaci a zpravu — pri opakovaném oftalmologickém
sledovani

Scanning computerized ophthalmic diagnostic imaging, optical coherence
tomography (OCT), posterior segment; retina, bilateral - for repeated
ophthalmic monitoring and/or in case of the suspicion of retinal
abnormalities / Snimkovani pocitacovym oftalmologickym diagnostickym
zobrazovanim, opticka koherentni tomografie (OCT), zadni segment;
sitnice, oboustranné — pri opakovaném oftalmologickém sledovani a/nebo
v pfipadé podezieni na abnormality sitnice

Interpretation and Report; Scanning computerized ophthalmic diagnostic
imaging, posterior segment, with interpretation and report, bilateral; retina
/ Interpretace a zprava; snimkovani poc¢itacovym oftalmologickym
diagnostickym zobrazovanim, zadni segment, s interpretaci a zpravou,
oboustranné; sitnice

Fluorescein angiography (includes multiframe imaging): Includes
interpretation and report; unilateral - in case of the suspicion of retinal
abnormalities / Fluoresceinova angiografie (zahrnuje vicesnimkové
zobrazovani): zahrnuje interpretaci a zpravu; jednostranna— v pripade
podezieni na abnormality sitnice

Blood draw, phlebotomy, routine venipuncture for collection of
specimen(s) for local (hematology, biochemistry, viral serology,
coagulation, serum pregnancy testing if applicable) and/or central
(ctDNA biomarkers) laboratory, complex: Includes preparation of
specimen - for ctDNA analysis if there is not recurrence for M15, M18,
M21 and M24; and/or for repeated or unscheduled testing / Odbér krve,
flebotomie, rutinni venepunkce k odbéru vzorku (vzorkd) pro mistni
laborator (hematologie, biochemie, virova sérologie, koagulace,
téhotensky test ze séra, je-li to relevantni) a/nebo centralni laboratof
(biomarkery ctDNA), komplexni: Zahrnuje pfipravu vzorku — na analyzu
ctDNA, pokud nedojde k recidivé v M15, M18, M21 a M24; a/nebo pri
opakovaném nebo neplanovaném testovani

Haematology: includes the measurement of erythrocytes (red blood cells
or RBC), leukocytes (white blood cells or WBC), hemoglobin, hematocrit
(volume of packed red blood cells or VPRC), platelet or thrombocyte
count, and indices (mean corpuscular hemoglobin or MCH, mean
corpuscular hemoglobin concentration or MCHC, mean corpuscular
volume or MCV, and red cell distribution width or RDW). Includes
automated differential of the white blood cells: neutrophils or granulocytes,
lymphocytes, monocytes, eosinophils, and basophils (local lab) /
Hematologie: zahrnuje méfeni erytrocytt (Cervenych krvinek neboli
RBC), leukocytu (bilych krvinek neboli WBC), hemoglobinu, hematokritu
(objemu zabalenych ¢ervenych krvinek neboli VPRC), po¢tu krevnich
desti¢ek neboli trombocytl a indexy (stfedni korpuskularni hemoglobin
neboli MCH, stfedni korpuskularni koncentrace hemoglobinu neboli
MCHC, stfedni korpuskulérni objem neboli MCV a §Sifka distribuce
Cervenych krvinek neboli RDW). Zahrnuje automatizovany diferencidl
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bilych krvinek: neutrofily nebo granulocyty, lymfocyty, monocyty, eozinofily
a bazofily (mistni laboratofr)

Biochemistry: Includes Albumin; Bilirubin, total; Calcium; Bicarbonate;
Chloride; Creatinine; Glucose; Phosphatase, alkaline; Potassium; Protein,
total; Sodium; Transferase, alanine amino (ALT); Transferase, aspartate
amino (AST); Urea Nitrogen (BUN) (local lab) / Biochemie: zahrnuje
albumin; celkovy bilirubin; vapnik; hydrogenuhli€itan; chlorid; kreatinin;
glukoézu; alkalickou fosfatazu; draslik; celkové bilkoviny; sodik;
transferazu, alaninamimotransferazu (ALT); aspartataminotransferazu
(AST); dusik mocoviny v krvi (BUN) (mistni laborator)

Biochemistry: Uric acid; blood, serum (local lab) / Biochemie: kyselina
mocova; krev, sérum (mistni laboratof)

Biochemistry: Glutamyl transferase, gamma (GGT) (local lab) /
Biochemie: gamaglutamyltransferaza (GGT) (mistni laborator)
Biochemistry: Lactate dehydrogenase (local lab) / Biochemie:
laktatdehydrogenaza (mistni laborator)

Biochemistry: Creatine kinase; total (local lab) / Biochemie: celkova
kreatinkindza (mistni laboratof)

Biochemistry: Magnesium (local lab) / Biochemie: hof¢ik (mistni
laborator)

Biochemistry: Creatinine clearance; blood, serum (local lab) /
Biochemie: clearance kreatininu; krev, sérum (mistni laboratof)
Biochemistry: Bilirubin; direct (local lab) - if total Bilirubin is >= 2xULN /
Biochemie: pfimy bilirubin (mistni laboratof) — pokud je celkovy
bilirubin>= 2 x ULN

Coagulation: Thromboplastin time, partial (aPTT); plasma or whole
blood, serum (local lab) / Koagulace: parcialni tromboplastinovy ¢as
(aPTT); plazma nebo plna krev, sérum (mistni laborator)

Coagulation: International Normalized Ratio (INR) (local lab) /
Koagulace: mezinarodni normalizovany pomér (INR) (mistni laboratof)
Coagulation: Prothrombin time (PT) (local lab) / Koagulace:
protrombinovy ¢as (PT) (mistni laboratof)

Viral serology: Infectious agent detection by nucleic acid (DNA or RNA);
hepatitis C quantification; HCV RNA, quantification (local lab) - for
detection of HCV viral load if HCV antibody test is positive / Virova
sérologie: detekce infekénich agens nukleovou kyselinou (DNA nebo
RNA); kvantifikace hepatitidy C; kvantifikace HCV RNA (mistni laboratof)
— ke zjisténi virové naloZe HCV, pokud je test na protilatky proti HCV
pozitivni

Viral serology: Antibody; HIV-1 and HIV-2, single assay (local lab) - if
mandated locally |/ Virova sérologie: protilatky proti HIV-1 a HIV-2, jediny
test (mistni laboratof) — pokud je to mistné nafizeno

Serum pregnancy, gonadotropin chorionic (hCG) (BetahCG); quantitative
(local lab) - for women of childbearing potential / Téhotensky test ze séra,
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choriovy gonadotropin (hCG) (BetahCG); kvantitativni (mistni laborator) —
u zen v plodném véku

Gonadotropin; follicle stimulating hormone (FSH) (local lab) - for
confirmation of postmenopausal status, if needed | gonadotropin; folikuly
stimulujici hormon (FSH) (mistni laboratof) — k otvrzeni
postmenopauzalniho stavu v pfipadé potfeby

Lab handling and/or shipping of specimen(s) for central laboratory,
complex - for ctDNA biomarkers, in case of relapse [ Manipulace

v laboratofi a/nebo expedice vzorku (vzorkl) pro centralni laboratof,
komplexni — na biomarkery ctDNA, v pfipadé relapsu

Dry Ice - Per Shipment - for PK blood samples / Suchy led — na zasilku —
pro vzorky krve na FK

Urine collection for local (urinalysis, urine pregnancy testing if
applicable) laboratory - for repeated or unscheduled testing / Odbér
moci pro mistni laboratof (rozbor mog¢i, pripadné téhotensky test
Zz mo¢i) — pri opakovaném nebo neplanovaném testovani

Urinalysis, by dip stick or tablet reagent (local lab) / Rozbor modi
diagnostickym prouzkem nebo ¢inidla ve formé tablety (mistni laborator)

Urine pregnancy, gonadotropin chorionic (hCG) (BetahCG); qualitative
(local lab) - for women of childbearing potential / Téhotensky test z modi,
choriovy gonadotropin (hCG) (BetahCG); kvalitativni (mistni laboratof) —
u Zen v plodném véku

Collection of samples from throat, nose, nares, sputum by swab or
brushing - for COVID-19 testing / Odbér vzorkl z krku, nosu, nosnich
direk, sputa vytérem nebo kartackem — na testovani na COVID-19

Infectious agent detection by nucleic acid (DNA or RNA); severe acute
respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease
[COVID-19]), amplified probe technique - for COVID-19 testing / Detekce
infek&nich agens nukleovou kyselinou (DNA nebo RNA); koronavirus 2
zpUsobujici syndrom akutniho respiraéniho selhani (SARS-CoV-2)
(koronavirové onemocnéni [COVID-19]), metoda amplifikace sondy — na
testovani na COVID-19

EORTC QLQ-C30, subject-administered - in case of recurrence, to be
performed at the time of the closest physical exam visit planned /
Dotaznik EORTC QLQ-C30, provadény subjektem — v pripadé recidivy
provést v ¢ase nejblizsiho planované fyzického vysetfeni

Study specific ltem List I-110, subject-administered - in case of
recurrence, to be performed at the time of the closest physical exam visit
planned |/ Seznam polozek specifickych pro klinické hodnoceni 11-110,
provadéno subjektem — v pripade recidivy provést v case nejblizsiho
planované fyzického vysetreni

EQ-5D-5L; subject-administered - in case of recurrence, to be performed
at the time of the closest physical exam visit planned / Dotaznik EQ-5D-
5L, provadény subjektem — v pripadé recidivy provést v ¢ase nejblizsiho
planované fyzického vysetieni

Geriatric 8 health status, health care worker-administered - for patients =
70 years | Geriatricky zdravotni stav 8, provadény zdravotnickym
pracovnikem — u pacientl = 70 let

Administrative/Personnel Costs - Per Visit / Administrativni/personalni
néklady — na ngvstévu

IP destruction / Likvidace HP
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Computerized axial tomography, one area (CT Scan); with contrast
material(s) / Poc¢itaCova axialni tomografie, jedna oblast (vySetfeni CT); s
kontrastni(mi) latkou/latkami

Computerized axial tomography, two areas (CT Scan); with contrast
material(s) / PocitaCova axialni tomografie, dvé oblasti (vySetfeni CT); s
kontrastni(mi) latkou/latkami

Computerized axial tomography, three areas (CT Scan); with contrast
material(s) / PocitaCova axialni tomografie, tfi oblasti (vySetieni CT); s
kontrastni(mi) latkou/latkami

Interpretation and Report; Computerized axial tomography, one area (CT
Scan); with contrast material(s) / Interpretace a zprava, pocitacova axialni
tomografie, jedna oblast (vySetfeni CT); s kontrastni(mi) latkou/latkami
Interpretation and Report; Computerized axial tomography, two areas (CT
Scan); with contrast material(s) / Interpretace a zprava, pocitacova axialni
tomografie, dvé oblasti (vySetfeni CT); s kontrastni(mi) latkou/latkami
Interpretation and Report; Computerized axial tomography, three areas
(CT Scan); with contrast material(s) / / Interpretace a zprava, pocitatova
axialni tomografie, tfi oblasti (vySetfeni CT); s kontrastni(mi) latkou/latkami
Magnetic resonance imaging, one area (MRI); with contrast material(s)
(eg, proton) / Snimkovani magnetickou rezonanci, jedna oblast (MR); s
kontrastni(mi) latkou/latkami (napf. proton)

Magnetic resonance imaging, two areas (MRI); with contrast material(s)
(eg, proton) / Snimkovani magnetickou rezonanci, dvé oblasti (MR); s
kontrastni(mi) latkou/latkami (napf. proton)

Magnetic resonance imaging, three areas (MRI); with contrast material(s)
(eg, proton) / Snimkovani magnetickou rezonanci, tfi oblasti (MR); s
kontrastni(mi) latkou/latkami (napf. proton)

Interpretation and Report; Magnetic resonance imaging, one area (MRI);
with contrast material(s) (eg, proton) / Interpretace a zprava; snimkovani
magnetickou rezonanci, jedna oblast (MR); s kontrastni(mi) latkou/latkami
(napf. proton)

Interpretation and Report; Magnetic resonance imaging, two areas (MRI);
with contrast material(s) (eg, proton) / Interpretace a zprava; snimkovani
magnetickou rezonanci, dvé oblasti (MR); s kontrastni(mi) latkou/latkami
(napf. proton)

Interpretation and Report; Magnetic resonance imaging, three areas
(MRI); with contrast material(s) (eg, proton) / Interpretace a zprava;
snimkovani magnetickou rezonanci, tfi oblasti (MR); s kontrastni(mi)
latkou/latkami (napf. proton)

Response Evaluation Criteria in Solid Tumors (RECIST); clinician-rated /
Kritéria hodnoceni onkologické odpovédi u solidnich tumort (RECIST);
hodnoceno klinickym pracovnikem

Submission/transfer of imaging data for central review, Complex (e.g.
CT/MRI imaging) - Per Copy / Odeslani/pfenos Udaji ze zobrazovacich
vySetfeni k centralnimu posouzeni, komplexni (napf. snimkovani CT/MR)
— za kopii

Staining and preparation of the slides including shipping and handling to
central lab - for confirmation of recurrence / Barveni a pfiprava sklicek
véetné manipulace a odeslani do centralni laboratofe — k potvrzeni
recidivy

Tangential biopsy of skin (e.g., shave, scoop, saucerize, curette) single
lesion - for confirmation of recurrence [ Tangencialni biopsie kGze (napf.
,shave", I1Zi€ka, saucerizace, kyreta) jednotlivé 1éze — k potvrzeni recidivy
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Tangential biopsy of skin (e.g., shave, scoop, saucerize, curette); each
separate/additional lesion / Tangencialni biopsie kGize (napf. ,shave”,
Izicka, saucerizace, kyreta) kazda samostatné / dalsi 1éze

Punch biopsy of skin (including simple closure, when performed) single
lesion - for confirmation of recurrence / Pribojnikova biopsie kGze (v€etné
jednoduchého uzavreni po provedeni) jednotlivé |éze— k potvrzeni recidivy

Punch biopsy of skin (including simple closure, when performed); each
separate/additional lesion / Pribojnikova biopsie kiize (véetné
jednoduchého uzavreni po provedeni) kazda samostatné / dalSi l1éze

Therapeutic, prophylactic or diagnostic injection (local anesthesia);
subcutaneous or intramuscular / Terapeutickd, profylaktickd nebo
diagnosticka injekce (lokalni anestezie); subkutanni nebo intramuskularni

Level Il - Surgical pathology, gross and microscopic examination: Includes
examination and reporting (e.g. Skin) (Biopsy) (local lab) - histopathology
of skin recurrences / Uroven Il — chirurgicka patologie, hrubé

a mikroskopické vySetfeni: Zahrnuje vySetfeni a podani zpravy (napf.
kiiZze) (biopsie) (mistni laboratof) — histopatologie koznich recidiv

Biopsy or excision of lymph node(s); by needle, superficial (eg, cervical,
inguinal, axillary) - for regional lymphatic and nodal recurrences | Biopsie
nebo excize lymfatické uzliny (uzlin); jehlou, povrchové (napf. cervikalni,
tfiselna, axilarni) — u regionalni lymfatické a nodalni recidivy

Biopsy or excision of lymph node(s); open - for regional lymphatic and
nodal recurrences | Biopsie nebo excize lymfatické uzliny (uzlin);
oteviena — u regionalni lymfatické a nodalni recidivy

Unlisted surgical pathology procedure (e.g. tumor biopsy - other tumor
locations) / Neuvedeny chirurgicky patologicky postup (napf. biopsie
nadoru — jina umisténi nadoru)

Ultrasonic guidance for needle placement (eg, biopsy, aspiration injection,
localization device), imaging supervision and interpretation - for biopsy /
Ultrazvukové navadéni za Géelem umisténi jehly (napf. biopsie, aspiraéni
injekce, lokaliza¢ni zafizeni), dohled nad snimkovanim a jeho interpretace
— u biopsie

Fluoroscopic guidance for needle placement (eg, biopsy, aspiration,
injection, localization device) - for biopsy—/Fluoroskopické navadéni za
ucelem umisténi jehly (napf. biopsie, aspirace, lokalizaéni zafizeni) —
u biopsie

Computed tomography guidance for needle placement (eg, biopsy,
aspiration, injection, localization device), radiological supervision and
interpretation - for biopsy / Navadéni pocitaCovou tomografii za iCelem
umisténi jehly (napf. biopsie, aspirace, injekce, lokaliza¢ni zafizeni),
radiologicky dohled a interpretace — u biopsie

Magnetic resonance guidance for needle placement (eg, for biopsy,
needle aspiration, injection, or placement of localization device)
radiological supervision and interpretation - for biopsy / Navadéni
magnetickou rezonanci za u¢elem umisténi jehly (napf. u biopsie,
aspirace jehlou, injekce nebo umisténi lokalizaéniho zafizeni),
radiologicky dohled a interpretace — u biopsie

Level IV - Surgical pathology, gross and microscopic examination:
Includes examination and reporting (e.g. Lymph Node Biopsy) (local lab) -
histopathology for regional lymphatic and nodal recurrences / Uroveri IV —
chirurgicka patologie, hrubé a mikroskopické vySetfeni: zahrnuje vySetfeni
a podani zpravy (napf. biopsie lymfatické uzliny) (mistni laboratof) —
histopatologie u regionalnich a nodalnich recidiv
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Moderate sedation services provided by the physician or other
qualified health care professional performing the diagnostic or
therapeutic service that the sedation supports, requiring the presence of
an independent trained observer to assist in the monitoring of the patients
level of consciousness and physiological status; initial 15 minutes of
intraservice time- for biopsy and/or excision of malignant lesion / Stfedni
sedace poskytovana lékafrem nebo jinym kvalifikovanym
zdravotnickym pracovnikem provadéjicim diagnostickou nebo
terapeutickou sluzbu, pro niz sedace poskytuje podporu, vyZzadujici
pFitomnost nezavislého proSkoleného pozorovatele, ktery pomaha pfi
sledovani urovné védomi a fyziologického stavu pacienta; prvnich

15 minut éasu poskytovani sluzby- v biopsie a/nebo excize maligni
léze

Moderate sedation services provided by the physician or other
qualified health care professional performing the diagnostic or
therapeutic service that the sedation supports, requiring the presence of
an independent trained observer to assist in the monitoring of the patients
level of consciousness and physiological status; each additional 15
minutes intraservice time - for biopsy and/or excision of malignant lesion
/ Stfedni sedace poskytovana stejnym Iékafem nebo jinym
kvalifikovanym zdravotnickym pracovnikem provadéjicim
diagnostickou nebo terapeutickou sluzbu, pro niz sedace poskytuje
podporu, vyzadujici pfitomnost nezavislého proSkoleného pozorovatele,
ktery pomaha pfi sledovani Urovné védomi a fyziologického stavu
pacienta; kazdych dalSich 15 minut ¢asu poskytovani sluzby —

u biopsie a/nebo excize maligni léze

Excision, malignant lesion including margins, trunk, arms, or legs; excised
diameter 0.5 cm or less - in case of occurrence of KA and/or SCC /|
Excize, maligni Iéze v&etné okrajd, trup, paze nebo nohy; vyfiznuty
primér 0,5 cm nebo méné — v pripadé vyskytu KA a/nebo SCC

Excision, malignant lesion, trunk, arms or legs 1.0 cm - in case of
occurrence of KA and/or SCC | Excize, maligni 1éze, trup, paze nebo
nohy; 1,0 cm — v pripade vyskytu KA a/nebo SCC

Excision, malignant lesion, trunk, arms or legs 2.0 cm - in case of
occurrence of KA and/or SCC | Excize, maligni l1éze, trup, paze nebo
nohy; 2,0 cm — v pripadé vyskytu KA a/nebo SCC

Excision, malignant lesion including margins, trunk, arms, or legs; excised
diameter 2.1 to 3.0 cm - in case of occurrence of KA and/or SCC | Excize,
maligni léze véetné okraju, trup, paze nebo nohy; vyfiznuty pramér 2,1 az
3,0 cm — v pripadé vyskytu KA a/nebo SCC

Excision, malignant lesion including margins, trunk, arms, or legs; excised
diameter over 4.0 cm - in case of occurrence of KA and/or SCC | Excize,
maligni Iéze vEetné okraju, trup, paze nebo nohy; vyfiznuty pramér nad
4,0 cm — v pripadé vyskytu KA a/nebo SCC

Daily Facility Charge Complex - Per day - for biopsy and/or excision of
malignant lesion /| Celkovy denni poplatek zafizeni — za den — pri biopsii
a/nebo excizi maligni léze

Study Coordinator - Per Hour - for biopsy and/or excision of malignant
lesion [ Koordinator klinického hodnoceni — za hodinu — pfi biopsii a/nebo
excizi maligni léze

Physician - Per Hour - for biopsy and/or excision of malignant lesion /
Lékar — za hodinu — pri biopsii a/nebo excizi maligni léze
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EC/IRB/IEC FEES

PoPLATKY EK/IRB/NEK

EC/IRB/IEC costs will be paid upon receipt of an
invoice issued by the EC/IRB/IEC, and are not
included in the attached Budget. Payment will be
made directly to the EC/IRB/IEC. Any subsequent
re-submissions or renewals, upon approval by
IQVIA and Sponsor, will be paid upon receipt of
appropriate documentation.

Naklady na EK/IRB/NEK budou placeny po
obdrzeni faktury vystavené EK/IRB/NEK a nejsou
zahrnuty v pfilozeném rozpoctu. Platba bude
uhrazena pfimo EK/IRB/NEK. Jakéakoliv nasledna
opakovana podani nebo obnoveni budou po
schvaleni spoleCnosti IQVIA a Zadavatelem
zaplacena po obdrzeni pfislu§né dokumentace.

L. EQUIPMENT

L. VYBAVENI

All materials and  equipment  provided
(“Equipment”) by the Sponsor or IQVIA/vendors
contracted by the Sponsor shall remain the sole
property of the Sponsor/IQVIA/vendor, as the case
may be.

Veskeré materialy a vybaveni (dale jen ,vybaveni®)
poskytnuté Zadavatelem nebo spolecnosti IQVIA /
dodavateli, s nimiZ ma Zadavatel uzavienou
smlouvu, zlstanou v jednotlivych pfipadech
vyhradnim vlastnictvim Zadavatele / spole¢nosti
IQVIA / dodavatele, podle okolnosti.

The Sponsor agrees to provide the Site with an
serial
number: | G vaued ot I for
the exclusive use in the Study, of which the Parties
shall keep written records. The clinical trial site
shall return the equipment to the Sponsor at the
end of the Study.

Zadavatel se zavazuje poskytnout Mistu provadéni
klinického hodnoceni tablet || EGcGzNGEIEIEG
I jobni cislo: I
v hodnoté | pro Gcely jeho vyhradniho
pouziti ve Studii, o kterém Strany povedou

pisemnou evidenci. Misto provadéni klinického
hodnoceni vrati vybaveni po skonceni Studie
Zadavateli.

Therefore, it is hereby agreed that such Equipment
shall:

Z tohoto diivodu se ujednava, ze takové vybaveni:

a)be subject to removal at any time upon the
Sponsor’s or, IQVIA’ demand provided that such
removal does not prevent the Site from
conducting the Study and carrying out their
obligations under this Agreement;

b)be used only for the purposes of the Study;

a) bude kdykoli na zadost Zadavatele nebo
spole¢nosti IQVIA vraceno za predpokladu, ze
takové vraceni nebude branit Mistu provadéni
klinického hodnoceni pfi provadéni klinického
hodnoceni aplnéni jeho zavazku podle této
Smlouvy;

b) bude pouzivano pouze pro ucely klinického
hodnoceni;

c) be used in accordance with any manuals or
instructions while in possession of the Site;

c) bude po dobu, kdy bude vdrzeni Mista
provadéni  klinického hodnoceni, pouzivano
v souladu s jakymikoli pfiru¢kami nebo pokyny;

d) shall remain in the same condition, ordinary
wear and tear excepted. As long as the Equipment
are in the possession of the Site, it is liable for
maintenance or any risk of loss in connection with
the Equipment during the conduct of the Study;

d) zustane ve stejném stavu, pficemz bézné
opotfebeni se predpoklada. Pokud bude Vybaveni
v drzeni Mista provadéni klinického hodnoceni,
odpovida toto za udrzbu nebo jakékoli riziko ztraty
v souvislosti s Vybavenim bé&hem provadéni
klinického hodnoceni;

e) be clearly identified as the sole property of the
Sponsor/IQVIA/vendor, as applicable, by clearly
stating “BELONGS TO “Name of legal owner” in
order to notify any third parties, including creditors,
that the legal owner retains title thereto; and

e) bude jasné oznaceno jako vyhradni majetek
Zadavatele / spole€nosti IQVIA / pfipadné
dodavatele tak, ze na ném bude jasné uvedeno
+WVLASTNICTVI ,jméno zakonného majitele”, aby
byly tfeti strany, v€etné véfiteld, informovany, ze si
zdkonny maijitel ponechava vlastnické pravo
k tomuto vybaveni; a
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f) upon completion or termination of the Study,
IQVIA or Sponsor, together with Site assistance,
shall arrange the return of all equipment provided
for the Study within one (1) month of request to
return, or if requested by the Sponsor or IQVIA in
writing, arrange for the disposal of the Equipment
as soon as reasonably practicable.

f) po dokon€eni nebo ukonceni klinického
hodnoceni zafidi spole¢nost IQVIA nebo Zadavatel
s pomoci Mista provadéni klinického hodnoceni
vraceni veSkerého vybaveni poskytnutého pro
klinické hodnoceni do jednoho (1) mésice od
zadosti o vraceni nebo, pokud o to Zadavatel nebo
spolecnost IQVIA pisemné pozada, zajisti likvidaci
vybaveni, jakmile to bude mozné.

M.PAYMENT DISPUTES

M.PLATEBNi SPORY

Site will have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies during the course of the Study.

Misto provadéni klinického hodnoceni bude mit
tficet (30) dnG od obdrzeni zavérecné platby na
rozporovani pfipadnych nesrovnalosti plateb
v pribéhu klinického hodnoceni.

N. INVOICES

N. FAKTURY

Payments will be issued by IQVIA based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only
upon receipt of corresponding invoices, including
back-up documentation, in the specified currency,
as described below. Invoices will be payable within
30 days from the date of receipt by IQVIA of the
invoice, including any applicable back-up
documentation.

Platoy bude vystavovat spolec¢nost IQVIA na
zaékladé rozpoctu navstév, frekvence plateb
a platebnich podminek popsanych vySe. Platby
budou uhrazeny az po obdrzeni pfislusnych faktur,
véetné podkladové dokumentace a ve stanovené
meéné, jak je popséano nize. Faktury budou splatné
do 30 dnd od data obdrzeni faktury spole¢nosti
IQVIA, vcetné vesSkeré prislusné podkladové
dokumentace.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to IQVIA and
approved by sponsor. All invoices shall be raised
in the following manner:

Faktury za jakékoli dodate¢né platby nad ramec
plateb stanovenych touto Smlouvou (ij. dodate¢né
Uhrady) musi byt rovnéz zaslany spole¢nosti IQVIA
a schvaleny Zadavatelem. VSechny faktury budou
vystaveny takto:

Invoices to be billed to:

Fakturacni adresa:

IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/41, 186 00

Praha 8 - Karlin,

Czech Republic

IQVIA RDS Czech Republic, s.r.0.,
Pernerova 691/41, 186 00

Praha 8 - Karlin,

Ceska republika

Invoices to be sent to:

Adresa pro zasilani faktur:

Email original invoices including back up to:

Originaly faktur véetné podkladové
dokumentace zasilejte e-mailem na adresu:

Emailed invoices and backup are preferred. In

Preferujeme zasilani faktur a podkladové

the event of invoices in hard copy need to be

dokumentace e-mailem. V pripadé, ze je tieba

sent, please send to the following address:

zaslat faktury v tisténé podobé, zasilejte je

prosim na nasledujici adresu:

Att Clinical Trial Payments

Att Clinical Trial Payments

IQVIA, 5th floor.

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

210 Pentonville Rd, King Cross

London N1 9JY

London N1 9JY

United Kingdom

Spojené kralovstvi
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Email: [

Email: N = |

The following information should be included on
the invoice:

Faktura by méla obsahovat nasledujici udaje:

Complete INVESTIGATOR name, address and
phone number

celé jméno, adresa a telefonni Cislo
ZKOUSEJICIHO

Invoice Date

datum faktury

Invoice Number

Cislo faktury

Payee Name (must match Payee indicated in
CTA)

jméno Prfijemce plateb (musi se shodovat s
pfijemcem uvedenym v CTA)

Payment Amount

¢astka k Uhradé

Complete description of services rendered

kompletni popis poskytovanych sluzeb

Study Number:

¢islo klinického hodnoceni:

Sponsor Name

nazev zadavatele

Invoices should be printed on site/institution
letterhead

faktury by mély byt vytistény na hlavickovém
papife Mista provadéni klinického hodnoceni /
Poskytovatele

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments a

Veskeré dotazy tykajici se faktur a plateb budou
adresovany pfimo spole¢nosti IQVIA Clinical Trial
Payments na adresu

If the billing address or VAT number changes, the
Sponsor/IQVIA is obliged to immediately inform the

rovider (DaSa Proklpkova - Legal Department,
and Ing. Jitka HaleSova

Pokud dojde ke zméné fakturacni adresy nebo
DIC, je =zadavatel/IQVIA povinen neprodlené

informovat poskytovatele (Dasa Prokupkovad —
pravni odbor, a Ing.

Jitka HaleSova

Invoices and any accompanying documentation
must not include any personally identifying
information of any Subject, including but not limited
to Subject first or last name, initials, date of birth,
address, telephone, passport number, emalil
address, or credit card information. If invoices or
any accompanying documentation do contain this
information IQVIA will notify Payee. Payee will
need to resubmit a redacted invoice and
accompanying documentation that does not
include any personally identifying information of
any Subject.

Faktury aveSkera doprovodna dokumentace
nesmi obsahovat Zadné osobni identifikacni Udaje
zadného subjektu, mimo jiné véetné jména nebo
prijmeni subjektu, inicial, data narozeni, adresy,
telefonu, Ccisla pasu, e-mailové adresy nebo
informaci o kreditni karté. Pokud budou faktury
nebo jakakoli doprovodna dokumentace tyto
informace obsahovat, bude otom spole¢nost
IQVIA Prijemce plateb informovat. Pfijemce plateb
bude muset znovu odeslat upravenou fakturu
a doprovodnou dokumentaci, kterd& nebude
obsahovat zadné osobni identifikaéni Udaje
za&dného subjektu.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

NA ZADNE DALSI FINANCNi POZADAVKY
NEBUDE BRAN OHLED
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All amounts include all applicable taxes and
excludes VAT V8echny &astky zahrnuji vSechny pfislusné dané
a nezahrnuji DPH

All payments for this Study in accordance with the VSechny platby za toto klinické hodnoceni
attached Budget will be v souladu s pfilozenym rozpocétem bude
paid by IQVIA electronically. hradit spole¢nost IQVIA elektronicky.
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