CLINICAL TRIAL AGREEMENT

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

¢ Fakultni nemocnice Ostrava, having a place

of business at 17. listopadu 1790/5, 708 52
Ostrava-Poruba, Czech Republic,
Identification number: 00843989, Tax
identification number: CZ00843989,
represented by MUDr. Jifi Havrlant, MHA,
Director, Founding Deed of the Ministry of
Health of the Czech Republic dated of
November 25th, 1990, ref. No. OP-054-
25.11.90, variable symbol: 649071440 (the
“Institution”), and

MUDr. Yvetta Vantuchova, Ph.D., having an
address of business at Kozni oddéleni, 17.
listopadu 1790/5, 708 52 Ostrava-Poruba,
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 68651, Tax
identification number: CZ247 68651,
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”.

Ev. €. FNO: 017/0VZ/22/043-P

SMLOUVA O KLINICKEM HODNOCEN{

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

e Fakultni nemocnice Ostrava, se sidlem 17.
listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceska  republika, Identifikatni  &islo:
00843989, Danové identifikani Cislo:
CZ00843989, zastoupend MUDr. Jifim
Havrlantem, MHA, Teditelem Fakultni
nemocnice Ostrava, ZFizovaci listina MZ CR
ze dne 25. listopadu 1990 ¢€.j. OP-054-25.11.90
variabilni symbol: 649071440
(“Zdravotnické zarizeni”), a

e MUDr. Yvetta Vantuchova, Ph.D., s adresou
pracovisté: Kozni oddéleni, 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Ceska
republika (“Zkousejici”), a

e IQVIA RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, IC: 247 68 651, DIC:
CZ24768651, zastoupend Ing.  Evou
Falbrovou, jednatelkou (“IQVIA”), a

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

Kazda samostatné jako “Strana” a spolecné jako
“Strany”.
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Ev. €. FNO: 017/0VZ/22/043-P
Protocol W00090GE303 / EORTC- I(’jll'f)lt(:)kolw WO00090GE303 / EORTC-
Number: 2139-MG ’ 2139-MG
Adjuvant  encorafenib & Pridatna studie enkorafenibu
binimetinib vs. placebo in a binimetinibu vs. placebo u
fully resected stage IIB/C plné resekovaného melanomu
Protocol BRAF V600E/K mutated | Nazev stadia IIB/C s mutaci BRAF
Title: melanoma: a randomized | Protokolu: V60OE/K: randomizovand
triple-blind phase III study trojité zaslepena studie faze
in collaboration with the Il ve spolupraci s EORTC
EORTC Melanoma Group Melanoma Group
ll;:l‘ig:’c"' 10 September 2021 11335:‘0‘}‘(01“: 10. zé7i 2021
Sponsor: Pierre Fabre Médicament Zadavatel: Pierre Fabre Médicament
Stat ve kterém
ma sidlo Misto
Country R
where Site is provadeéni <
. Czech Republic klinického Ceskd republika
Conducting .
Study hOdl}OCCHl, o
které provadi
Studii
kﬁii?:ﬁe Dermatology  Department, | Misto, kde bude | Kozni oddéleni, které je
study will be which is a division/part of | provadéna soucasti/oddélenim
the Institution Studie: Zdravotnického zarizeni
conducted:
Key
Enrollment Kli¢ové datum
Date: zarazeni:
ECMT; MEK;
Eticka  komise  Fakultni Eticka  komise  Fakultni
nemocnice Kralovské nemocnice Kralovské
Vinohrady, Srobdrova MEK / EK / Vinohrady, Srobdrova
ECMT /EC/ | 1150/50, 100 34 Praha 10, SUKL 1150/50, 100 34 Praha 10,
RA Ceska republika Ceska republika
EC; LEK;
Eticka  komise  Fakultni Eticka  komise  Fakultni
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Ev. €. FNO: 017/0VZ/22/043-P

nemocnice s poliklinikou
Ostrava, 17. listopadu
1790/5, 708 52 Ostrava —

Poruba, Ceskd republika

RA,'
Statni ustav pro kontrolu
léciv, Srobarova 48, 100 41
Praha 10, Ceskd republika

nemocnice s poliklinikou
Ostrava, 17. listopadu 1790/5,
708 52 Ostrava — Poruba,
Ceskd republika

SUKL;

Statni  ustav pro kontrolu
léciv, Srobdrova 48, 100 41
Praha 10, Ceskd republika

The following additional definitions shall apply to
this Agreement:

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.

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/medical
device 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: the individuals involved in
conducting the Study under the direction of
the Investigator.

Investigational Product: the investigational
product(s), placebo, if any, and comparator
product(s), if any, being identified in the

Ve Smlouveé jsou pouZity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mize podléhat ¢as od
Casu zménam provedenym Zadavatelem (ve
smyslu niZe uvedeneé definice)

Formulafe pro zaznamy o subjektech
hodnoceni (Case Report Form) nebo CREF:
formular pro zaznamy o subjektech hodnoceni
(v listinné Ci elektronické podobé) bude
pouzivan Mistem provadéni klinického
hodnoceni za UCelem zaznamu veSkerych
informaci pozadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu
ke kazdému Subjektu studie (ve smyslu nize
uvedené definice).

Studie: Kklinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem pro Gcely ziskani a shroméazdéni
informaci o sloZce/zdravotnickém prostfedku
popsanem v Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud jakoZto pfijemce Hodnoceného
IéCiva (ve smyslu niZe uvedené definice) nebo
jako kontrolni subjekt.

Studijni_personal: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené [éCivo: hodnoceny pripravek
(pFipravky), pfipadné placebo a pfipadny
srovnavaci pripravek (pfipravky), které jsou
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Protocol and investigated or 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, 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

Ev. €. FNO: 017/0VZ/22/043-P

uvedeny v Protokolu a zkoumény nebo
testovany ve Studii .

Spravnd  Kklinickd praxe nebo GCPs:
Harmonizovana tripartitni smérnice pro
Spravnou Klinickou praxi vydana
Mezinarodni  radou pro  harmonizaci
technickych poZadavkd na humanni lécivé

v s e~

Casu novelizovano a zasady vymezené
Helsinskou deklaraci, revidované v pribéhu
casu.

Zadavatel: zadavatel Studie.

Zdravotni zaznamy: priméarni zdravotni
zaznamy Subjektd studie vedené
Zdravotnickym zafizenim ve vztahu Kk
Subjektu studie, zejména zaznamy O
poskytnuté péci, zaznamy o RTG vysetfenich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vySetfeni a dalsi snimky
diagnostické povahy.

Studijni data a Udaje: veSkeré zaznamy,
zpravy a protokoly, jez jsou odlisné od
Zdravotnich zaznam, a které jsou ziskany,
shromazdeény ¢i vytvoreny v ndvaznosti na Ci
pfipraveny v souvislosti se Studii, zejména
zpravy, zadznamy 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 IéCiva.

Zéstupce verejné moci: jakykoli ufednik Ci
jakykoli zaméstnanec vladniho fadu Ci
jakéhokoli ministerstva, rezortu, Ufadu Ci
agentury, nebo zastupce statniho/spravniho
Ufadu; jakakoli osoba jednajici v ufedni funkci
jménem  statniho/spravniho  dfadu  Ci
jakéhokoli ministerstva, Ustavu, (fadu Ci
agentury nebo zastupce vladniho Gfadu;
jakykoli Ufednik ¢i zaméstnanec spole€nosti
Ci  podnikatelského subjektu vlastnéného
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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.

Iltem(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.qg.,

Ev. €. FNO: 017/0VZ/22/043-P

statem, v dil¢im Ci pIném rozsahu; jakykoli
ufednik  ¢i  zaméstnanec  mezinarodni
organizace verejného charakteru jako napfr.
Svétova banka Ci Organizace spojenych
narodd; jakykoli Grednik ¢i  jakykoli
zameéstnanec politické strany Ci jakékoli osoba
jednajici v rédmci ji svéfene pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkci; jakykoli lékar,
farmaceut Ci jiny profesional ve zdravotnictvi,
pracujici pro €i v jakékoli nemocnici, Iékarné
Ci jakémkoli jiném zafizeni zdravotnického
typu ve vlastnictvi &i provozovaném
statnim/spravnim (fadem, ministerstvem Ci
Ustavem.

Hodnotné véci: budou vykladany v Sir§im
smyslu a mohou tak zejména zahrnovat
penézni Castky, platby Ci ekvivalenty plateb,
jako napfiklad darkové certifikaty €i poukazy;
dary Ci bezplatné poskytované vyrobky;
pohosténi, zabavu, €i pohostinnost; cesty Ci
proplaceni naklad(l; poskytovani sluzeb;
koupé majetku Ci sluZzeb za nadhodnocené
Castky; prevzeti Ci prominuti  splatnych
zévazkl; vyhody nehmotného charakteru,
jako  napfiklad  zvySené  socialni  Ci
podnikatelské postaveni (napf., poskytovani
dard ¢i podpory na dobroginné tcely, jez jsou

podporovany  statnimi/spravnimi  Gfady);
a/nebo vyhod v(ci tfetim osobam vztahujici se
k zastupclm verfejné moci (napf. blizci
Clenové rodiny).

close family members).

RECITALS: UVODNI CAST:

WHEREAS, IQVIA is providing clinical VZHLEDEM K TOMU, Ze IQVIA poskytuje

research organisation services to Sponsor under a Zadavateli sluZzby smluvni vyzkumné organizace,

separate contract between IQVIA and Sponsor. a to na zakladé samostatné smlouvy uzaviené

IQVIA’s services include monitoring of the Study mezi IQVIA a Zadavatelem. Sluzby IQVIA

and contracting with clinical research sites; zahrnuji monitoring Studie a uzavirani smluv s
Klinickymi vyzkumnymi centry;

WHEREAS, the Institution and Investigator VZHLEDEM K TOMU, Ze Zdravotnické
(hereinafter jointly the “Site”) represent and zafizeni a Zkousejici (dale spoleCné jen “Misto
warrant that they have the authority to enter into provadéni klinického hodnoceni”) prohlasuji a
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Ev. €. FNO: 017/0VZ/22/043-P

this Agreement and that they are not subject to zaruCuji, Ze jsou opravnéni uzavfit tuto Smlouvu,

any obligations which conflict with their a Ze se na né nevztahuji Zadné zavazky, které by

obligations under the Agreement and are willing byly v rozporu s jejich zavazky vyplyvajicimi z

to conduct the Study and IQVIA requests the Site této Smlouvy a hodlaji provést Studii a IQVIA po

to undertake such Study. Mistu provadéni klinického hodnoceni, poZaduje
provedeni takové Studie.

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

1. CONDUCT OF THE STUDY 1. PROVEDENI STUDIE

1.1. Compliance with Laws, Requlations, 1.1 Soulad s Pravnimi predpisy, nafizenimi a

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), (iii) the
French Anticorruption Law named “Sapin Il
Law” (2016) and (iii) any other applicable
anti-corruption legislation.

Spravnou Klinickou praxi

Misto  provadéni klinického hodnoceni
souhlasi s tim, Ze Misto provadéni klinického
hodnoceni a Studijni personél provede ve
Zdravotnickém zafizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem (v
plathém  znéni),  pisemnymi  pokyny
Zadavatele a/nebo spolecnosti IQVIA a
prislusnymi pokyny obdrZzenymi od nezavislé
etické komise nebo etické komise (pokud je to
relevantni), veSkerymi pfislusnymi pravnimi
pfedpisy a nafizenimi, zejména vcetné
pravidel spravné Kklinické praxe, zak.
C. 378/2007 Sh., o léCivech a zménéach
nékterych souvisejicich zékonl (“Zakon o
lé¢ivech”) a Vyhlasky €. 226/2008 Sb., o
sprévne klinické praxi a blizSich podminkéch
klinického hodnoceni IéCivych pripravkil, v
platném znéni, zak. ¢. 372/2011 Sh., o
Zdravotnich sluzbach a podminkach jejich
poskytovani  (,,Zakon o zdravotnich
sluzbach”) nebo jakychkoli néslednych
pozméfujicich ¢i podstatné nahrazujicich
pravnich predpisi ve vztahu ke shora
uvedenym  pravnim normam, (spolecné
“Prislusné pravni predpisy”). Misto
provadéni Kklinického hodnoceni a Studijni
personal timto berou na védomi, Ze IQVIA a
Zadavatel, a jejich odpovédné pobocky, se
zavazuji dodrZovat (i) britsky zakon proti
korupci z roku 2010 (“Protikorupéni
zakon”); (ii) zadkon USA z roku 1977 o
zahrani€nich korupCnich praktikach z roku
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1.2. Informed Consent Form
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1977 (“FCPA”) a (iii) francouzsky
protikorupcni zékon ,,Sapin Il Law* (2016) a
(iv) jakékoli daldi pravni prepisy na Useku
zakazu korupcnich praktik.

1.2
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Site shall:

ii.

1.

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").

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 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

Ev. €. FNO: 017/0VZ/22/043-P

klasifikacni roztfidéni Zdravotnich zaznamu
a Studijnich dat a tdajd.

Misto provadéni klinického hodnoceni bude:

ii.

i. vest a skladovat Zdravotni zaznamy a

Studijni data a U(daje bezpeCnym
zplisobem s omezenim fyzického i
elektronického pristupu, dle podminek
konkrétniho pfipadu a s kontrolou
prostfedi prislusnou pro konkrétni typ
dat a Udaji v souladu s pfislusnymi
pravnimi  predpisy, nafizenimi a
technickymi  standardy; a Misto
provéadéni klinického hodnoceni bude
archivovat Udaje o Studii a lékarskeé
zaznamy  po  minimélni  dobu
uchovavani vyzadovanou pfislusnymi
zakony a predpisy ("doba
uchovavani").

chréanit Zdravotni zéznamy a Studijni
data a Udaje proti neopravnénému
zneuZziti, pristupu, kopirovani i
odhaleni. Bude-li tak pozadovano
Zadavatelem C¢i  IQVIA, Misto
provadéni  klinického  hodnoceni
pfedlozi Studijni data a Udaje za pouZiti
elektronického systému pro
elektronicky zéznam dat, ktery bude
poskytnuty Zadavatelem nebo IQVIA
nebo jimi urenym zastupcem, a to v
souladu s pokyny Zadavatele pro
elektronicky z&znam dat. Misto
provadéni  klinického  hodnoceni
zabrani neopravnénému pristupu ke
Studijnim datlm a Udajdm zajisténim
fyzické bezpecnosti elektronického
systtmu a dale zajisti, Ze Studijni
personal bude zachovavat v divérném
rezimu jim pridélena pristupova hesla.
Zkousejici souhlasi, Ze shroméazdi
vesSkera Studijni data a daje obsazené
ve Zdravotnich zaznamech pred jejich
vloZzenim do CRF. Misto provadéni
klinickeho hodnoceni zajisti
neprodlené predkladani CRFs; a
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1. 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.

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.

1.3.2. Ownership. Institution shall retain and
store 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

Ev. €. FNO: 017/0VZ/22/043-P

iii. pfijme opatfeni za ucelem zabrénéni
nahodného Ci predcasného zniceni Ci
poSkozeni téchto dokumentll. Ani
Zdravotnické zafizeni, ani Zkousejici
nezni¢i  €i  nepovoli likvidaci
jakychkoli Zdravotnich zaznamd Ci
Studijnich dat a (idajd bez pfedchoziho
pisemného  ozndmeni  zaslaného
Zadavateli.  Zdravotnické  zafizeni
uchova Zdravotni zaznamy a Studijni
data a udaje, jakoz i veSkerou
dokumentaci  vztahujici se ke
Subjektlim Studie po dobu 25 let od
ukonceni Studie.

V pfipadé ukonceni pracovnépravniho
pomeéru Zkousejiciho, odpovédnost za vedeni
Zdravotnich zaznam( a Studijnich dat a Gdaj
bude urcena v souladu s pfislusnymi pravnimi
predpisy, avSak Zdravotnické zafizeni se
vZadném prFipadé nezprosti svych povinnosti,
jez ji plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zdznam0 a Studijnich dat
a Gdajd.

1.3.2. Vlastnictvi. Zdravotnické zafizeni si
ponechd a bude wuchovavat Zdravotni
zaznamy. Zdravotnické zafizeni a ZkousSejici
pfevedou na Zadavatele veSkerd svd préva,
naroky a tituly, vCetné prav duSevniho
vlastnictvi k DUlvérnym informacim (ve
smyslu nize uvedeném) a k jakymkoli jinym
Studijnim datlm a tdajim.

1.3.3. Pristup, Pouziti, Monitoring a Kontrola.
Misto provadéni klinického hodnoceni
poskytne originaly Ci kopie (dle podminek
konkrétniho pfipadu) vSech Studijnich dat a
udajl IQVIA a Zadavateli pro moznost jejich
vyuZiti  Zadavatelem. Misto  provadéni
klinického hodnoceni umozni Zadavateli a
IQVIA a jejich zastupclm a zmocnénclim
odpovidajici prfistup do prostor a zafizeni
Mista provadéni klinického hodnoceni a k
Zdravotnim zaznamUm a
pseudonymizovanym  Studijnim datim a
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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.

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 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.

Ev. €. FNO: 017/0VZ/22/043-P

udajlim, aby umoznilo Zadavateli a IQVIA a
jejich zastupcim a zmocnénclim provedeni
monitoringu nebo auditu Studie. Zkousejici a
Clenové studijniho tymu musi byt béhem
auditu a/nebo inspekce k dispozici Zadavateli
a spole¢nost IQVIA ma pravo provadét audit
zafizeni  Mista  provadéni  klinickeho
hodnoceni, Gdajii o studii a lékarskych
zédznam{ po dobu platnosti smlouvy a po dobu
10 let po jejim skonceni.

Misto provadéni klinického hodnoceni
umozni regulatornim Gfaddm priméreny
pfistup do prostor a zafizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zdznamOm a Studijnim datim a Gdajim, a
poskytne  opravnéni ke kopirovani
Zdravotnich zaznam( a Studijnich dat a idaj(.

Misto provadéni  klinického hodnoceni
souhlasi, Ze bude spolupracovat se zastupci
IQVIA a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi, Ze
zajisti, Ze zaméstnanci a zastupci Mista
provadéni klinického hodnoceni nebudou
klast jakekoli prekazky c¢i jakkoli jinak
vytvaret nepfiznivé pracovni podminky pro
takové zastupce.

Misto provadéni  klinického hodnoceni
neprodlené vyrozumi IQVIA, a v téZze
souvislosti IQVIA poskytne vesSkere kopie, 0
jakékoli Zadosti, korespondenci Ci
komunikaci prijaté Ci zaslané jakemukoli
statnimu/spravnimu  Gfadu i regulatorni
autorité vztahujici se ke Studii, zejmeéna
vcetné zadosti i ozndmeni o kontrole prostor
a zafizeni Mista vykonu Klinického
hodnoceni, a Misto provadéni Kklinického
hodnoceni umozni IQVIA a Zadavateli, aby
se takovych kontrol zucastnili. Misto
provadéni klinického hodnoceni vyvine
nezbytné usili za G¢elem oddéleni, nikoli vSak
odhaleni ~ Ci  zpfistupnéni,  veSkerych
Davérnych informaci, jejichz odhaleni C¢i
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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.

1.2.Duties of Investigator

The Sponsor is responsible for the selection of
the Investigator. Investigator is responsible
for the conduct of the Study at Institution in
accordance with this Agreement, the Protocol
and the laws and regulations in force in the
Czech Republic 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
or device labeling instructions. IQVIA or
Sponsor will ensure that all required reviews
and approvals by applicable authorities and
ECs and SUKL are obtained, in particular to
ensure the issuance of the permission of the
State Institute for Drug Control and the
consenting opinions of the relevant ethics
committees. The Investigator is responsible
prior to commencement of the study to check
that all approvals by applicable regulatory

Ev. €. FNO: 017/0VZ/22/043-P

zpfistupnéni  neni v  této  souvislosti
vyzadovano béhem takovych kontrol.

Zadavatel bude mit mozZnost prezkoumat
vSechny predloZzené zpravy regulacnim
uraddm tykajici se Studie a vyjadrit se k nim
a dané Misto klinického hodnoceni zapracuje
do odpovédi vSechny pfimérené poZadavky na
Upravy.

1.3.4. Licencni opravnéni. Misto provadéni
klinického hodnoceni musi mit a po dobu
platnosti této Smlouvy udrZovat veSkeré
licence, opravneéni, schvaleni a kontroly, které
jsou nezbytné k tomu, aby mohlo pinit své
povinnosti vyplyvajici ze Smlouvy a aby
mohlo bezpeCné, pfimérené a v souladu se
zakonem provadét Studii.

1.3.5 Pretrvavajici platnost. Tento odstavec
1.3 “Zdravotni zaznamy a Studijni data a
Udaje” zlstane zavazny i v pripadé zaniku
platnosti Ci vyprSeni platnosti této Smlouvy.

1.4. Povinnosti ZkousSejiciho

Za vybér ZkouSejiciho odpovida Zadavatel.
Zkousejici je odpovédny za provedeni Studie
ve Zdravotnickém zafizeni v souladu s touto
Smlouvou, Protokolem a pravnimi predpisy
platnymi v Ceské republice a za dohled nad
vsemi fyzickymi Ci pravnickymi osobami,
kterym svéri povinnosti a funkce v souvislosti
se Studii. Konkrétné pak jde zejména, ale
nejen, 0 povinnost ZkouSejiciho zkontrolovat
a porozumét informacim obsazenym v
Souboru informaci pro Zkousejiciho Ci
pokynech k pristroji. IQVIA nebo Zadavatel
zajisti, Ze budou opatfena veSkera poZzadovana
schvéleni od prislusnych  regulatornich
Ufadd,EK a SUKL, pfedevsim zajisti vydani
povoleni Statniho ustavu pro kontrolu 1éCiv a
souhlasna stanoviska pfislusnych etickych
komisi. Pred zahajenim Studie je ZkouSejici
se zavazuje, Ze pred zahajenim Studie ovéfi,
Ze byly ziskany veskeré souhlasy a povoleni
pFislusnych regulatornich Gfad(, EK a SUKL,
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authorities, ECs and SUKL have been
obtained and to to review all CRFs to ensure
their accuracy and completeness.

Sponsor and IQVIA acknowledge and accept
all the consequences arising from the fact that
the Institution is a state-funded organization
managed by the Ministry of Health of the
Czech Republic. All employees of the
Institution, including the Investigator, may
therefore be considered as representatives of
the public authority.

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.

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

Ev. €. FNO: 017/0VZ/22/043-P

a ze byly zkontrolovany vSechny CRF tak, aby
byla zajisténa jejich presnost a Uplnost.

Zadavatel a spolecnost IQVIA berou na
védomi a akceptuji veskeré disledky z toho
plynouci, Ze Zdravotnické zafizeni je statni
prispévkova organizace fizena Ministerstvem
zdravotnictvi  Ceské republiky. Vsichni
zameéstnanci Zdravotnického zafizeni vcetné
Zkousejiciho mohou byt tedy povaZovani za
zastupce verfejné moci.

Zkousejici zajisti, ze se mlzZe studie Gcastnit a
Ze neexistuje Zadné pravo nebo povinnost vici
tfeti strang, které by mohla uplatiovat a ktera
by ji mohla branit nebo omezovat v plnéni
povinnosti uvedenych ve Smlouve.

Zkousejici je po uvazeni presvédcen, Ze ma k
dispozici zazemi vhodné pro Studii, a Ze je a
nadéle bude podporovan dostateCnym poctem
a zkusenostmi €len 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 Zkousejici plsobit
v Zadné dalsi Studii pro jiného Zadavatele
jako Zkousejici nebo jiny vyznamny ucastnik,
pokud by takova Cinnost mohla nepfiznivé
ovlivnit jeho schopnost plnit své povinnosti
podle této Smlouvy.

Pokud Zkousejici a Zdravotnické zafizeni
vyuzivaji k pInéni povinnosti a funkci
v souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
prislusnych povinnosti a funkci souvisejicich
se Studii zplsobilé, a zavést postupy
zaruCujici integritu povinnosti a funkci
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integrity of the Study-related duties and
functions performed and any data generated.

Site agrees to provide 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 wuse 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. The Parties shall execute
an amendment to this Agreement regarding
any change in the person of the Investigator.

1.3. Adverse Events

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

1.4. Use and Return of Investigational
Product and Equipment

Ev. €. FNO: 017/0VZ/22/043-P

provadénych v souvislosti se Studii a
veskerych generovanych tidajd.

Misto provadéni klinického hodnoceni
souhlasi, Ze zaSle pfedem oznadmeni
Zadavateli a IQVIA v pfipadé, Ze Zkousejici
ukonci pracovni pomér ve Zdravotnickém
zafizeni Ci nebude-li Zkousejici z jakéhokoli
jiného dlivodu schopen provadét Studii.Misto
provadéni klinického hodnoceni vynaloZi
veSkeré  pfimérené  Gsili, aby naSlo
kvalifikovaného néstupce pfijatelného pro
Zadavatele a/nebo  spolecnost  IQVIA.
Ustanoveni nového ZkouSejiciho  bude
podléhat pfedchozimu schvaleni Zadavatele a
IQVIA. O pfipadné zméné Zkousejiciho
sepiSi Smluvni strany dodatek k této Smlouve.

1.5. NeZzadouci prihody

Zkousejici oznami nezadouci pfihody a
zavazné nezadouci pfihody v souladu s
pozadavky Protokolu a pfislusnymi pravnimi
predpisy a nafizenimi. ZkousSejici se zavazuje,
Zze bude spolupracovat se Zadavatelem
v souvislosti s jeho Usilim vynaloZzenem v
ramci kontrolniho procesu ve vztahu Kk
jakékoli nezadouci pfihodé. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi
jeho LEK.

Zadavatel bez zbytecného odkladu vyrozumi
Misto vykonu klinického hodnoceni, LEK a
IQVIA, ohledné jakéhokoli zjisténi, jez je
zplsobilé ovlivnit bezpeCenost Ucastniki Ci
jejich vili a ochotu pokracovat v Ucasti ve
Studii, mit vliv na provadéni Studie, ¢i zménit
vydané souhlasné stanovisko LEK Mista
provadéni klinického hodnoceni vztahujici se
k pokraCovani ve Studii.

1.6. Pouziti a vraceni Hodnoceného léCiva a
Vybaveni
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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 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.

The Investigational Product, comparator
products and materials, and all Confidential
Information (as defined below) that will not
be used in the Study will be returned by the
Institution and the Investigator to the Sponsor.
This arrangement shall also apply to any
medicines supplied by the Sponsor in the
context of the Study which have passed their
expiry date. The removal and disposal of any
unused or expired Investigational Product
shall be at the expense of the Sponsor.

Institution and Investigator shall comply with
all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA that
are not inconsistent with such laws and
regulations.

The Investigational Product will be stored in
accordance with Decree No. 226/2008 Coll.,
as amended, in the Pharmacy of the Institution,
which undertakes to comply with the
conditions of good pharmacy practice, the
related instructions of SUKL and guarantees
handling of the product only by authorized

Ev. €. FNO: 017/0VZ/22/043-P

Zadavatel, Ci jeho fadné opravnény zastupce,
doda Zdravotnickému zarizeni Ci
Zkousejicimu dostate¢né mnozstvi
Hodnoceného IéCiva dle podminek popsanych
v Protokolu.

Misto provadéni klinického hodnoceni bude
pouZivat Hodnocené léCivo a jakykoli
komparacni produkt poskytnuty v souvislosti
se Studii vyhradné pro ucely Fadného
dokonCeni  Studie a bude uchovavat
Hodnocené IéCivo dle pokynll Zadavatele a v
souladu s prislusSnymi pravnimi predpisy,
nafizenimi a pravidly, vcetné povinnosti
skladovat Hodnocené léCivo v uzamcenem a
zabezpeCeném prostoru, a to po celou
pfedmétnou dobu.

Hodnocené lécCivo, srovnavaci pripravky a
materialy a veSkeré dlvérné informace (jak je
definovano nize), které nebude pouZito
vramci  Kklinického  hodnoceni  vréti
Zdravotnické  zafizeni a  ZkouSejici
Zadavateli. Toto ujednani se vztahuje i na
veSkerd léCiva dodand Zadavatelem v ramci
klinického hodnoceni, u nichZz ubéhla doba
pouZzitelnosti. Odvoz a likvidaci veSkerého
nepouziteho Ci expirovaného Hodnoceného
leCiva zajisti na své naklady Zadavatel

Zdravotnické zafizeni a ZkouSejici se
zavazuji, Ze budou jednat v souladu s
veSkerymi pravnimi predpisy, nafizenimi a
pravidly upravujicimi nakladani S
Hodnocenym léCivem Ci likvidaci
Hodnoceného léCiva a jakymikoli instrukcemi
a pokyny poskytnutymi IQVIA, jez nejsou v

rozporu s takovymi pravnimi prepisy,
nafizenimi a pravidly.
Hodnocené  1éCivo  bude v souladu

s vyhlaskou €. 226/2008 Shb., v platném znéni,

uskladnén v Lékarné Zdravotnického
zafizeni, kterd& se zavazuje dodrZovat
podminky spravné lékarenské praxe,
souvisejici pokyny SUKL a zaruCuje
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persons.

The shipment of the Investigational Product
will be delivered to the address:

Lékarna FN Ostrava
17. listopadu 1790
70 852 Ostrava — Poruba

and marked with the protocol number with the
wording "Clinical trial medication for protocol
no.: WO0090GE303 / EORTC-2139-MG"

Insitution’s Pharmacy will be responsible for
the receipt of the shipment of the
Investigational Product and the dispensing of
the Investigational Product to the Investigator
or his/her designee. The Investigational
Product that is not used in the clinical trial will
be returned by the Insitution and the
Investigator to Sponsor who will arrange for
the disposal of the Investigational Product
through take-back after inspection by the
Study Monitor in collaboration with the
responsible pharmacists, who are:

This arrangement
shall also apply to any medicinal products
supplied by Sponsor in the course of a clinical
trial which has passed its expiry date.

The Investigational Product returned by the
Study Subject will be disposed of directly by
the Institution. It will be handled in the
pharmacy as drugs returned by any other
customer without any accompanying
documentation.

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

Ev. €. FNO: 017/0VZ/22/043-P

manipulaci s |éCivem pouze opravnénymi
osobami.

Zasilka Hodnoceného léCiva bude dodana
vyhradné na adresu:

Lékarna FN Ostrava
17. listopadu 1790
70 852 Ostrava — Poruba

a oznacena Cislem protokolu s formulaci
,Clinical trial medication for protocol

no.:WO00090GE303 / EORTC-2139-MG

Lékarna Zdravotnického zafizeni bude
zodpovidat za pfijem zasilky Hodnoceneho
leCiva a vydej Hodnoceného IéCiva
Zkousejicimu nebo jim povérené o0sobeé.
Hodnocené 1éCivo, které nebude pouzito v
ramci klinickeho hodnoceni, vréati
Zdravotnické  zafizeni a  ZkouSejici
Zadavateli, ktery zajisti likvidaci tohoto
Hodnoceného leCiva prostrednictvim
zpétného odvozu po kontrole monitorem
Studie ve spolupraci s odpovédnymi
farmaceuty, kterymi jsou:

. Toto
ujednani se vztahuje i na veSkera léCiva
dodand Zadavatelem v ramci Kklinického
hodnoceni, u nichZ ubéhla doba pouZitelnosti.

Hodnocené léCivo vracené Subjektem Studie
bude likvidovdno pfimo Zdravotnickym
zafizenim. V lékarné s nim bude zachazeno
jako s léCivy navracenymi kterymkoliv jinym
zakaznikem bez jakékoliv doprovodné
dokumentace.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni Ci materialy poskytnuté
Zadavatelem pro jejich pouziti ve Studii,
nebude-li uzaviena pisemna smlouva mezi
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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.

1.5. Key Enrollment Date
The Site understands and agrees that if Site

has not enrolled at least |GGG
by the Key Enrollment Date then IQVIA
or/and Sponsor may terminate this Agreement
in accordance with Section 15 “Term &
Termination” Sponsor/IQVIA has the right to
limit enrollment 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 to
the Institution 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).

Ev. €. FNO: 017/0VZ/22/043-P

Zadavatelem a Zdravotnickym zafizenim, na
jejimz zakladé Zdravotnické zafizeni nabude
vlastnictvi k takovému vybaveni. Doslo-li k
jakémukoli zhodnoceni zafizeni
provozovanych Mistem provadéni klinického
hodnoceni, a to prostfednictvim IQVIA Ci
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 predpisy
nebude Hodnocené [éCivo a srovnavaci
pripravky déale dodavany Subjektim studie
Gcastnicim se studie po posledni lé¢ebné
navstéveé Subjektu studie v ramci Studie, jak
je uvedeno v Protokolu.

1.7. Kliové datum zarazeni

Misto provadéni klinického hodnoceni je
srozumeéno a souhlasi, Ze v pfipadé, Ze Misto
provadéni klinického hodnoceni nezaradi
alespori |G  studie ke
Klicovému datu zafazeni, pak IQVIA a/nebo
Zadavatel budou opravnéni ukoncit tuto
Smlouvu v souladu s Clankem 15 “Platnost &
UkoncCeni platnosti”. Zadavatel /IQVIA jsou
opravnéni omezit zarazeni Subjektl studie, a
to v kterykoli Casovy okamZik.

2. PLATBY

V souvislosti s fadnym pInénim Studie Mistem
provadéni klinickeho hodnoceni, a to v souladu
s podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby Zdravotnickému
zafizeni dle  podminek a  ustanoveni
definovanych v Priloze A, pficemz posledni
platba bude uskuteCnéna poté, co Misto
provadéni klinického hodnoceni spini a dokonci
veSkeré zavazky, jez mu vyplyvaji z této
Smlouvy, a IQVIA obdrZzi veSkeré radné
vyplnéné CRF a, bude-li tak IQVIA vyZadovat,
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The Budget may be modified only upon the
prior written consent of the Parties by an
amendment to the Agreement.

The estimated value of financial payment
under this Agreement shall be approximately
CZK 1997 675.

Refund of any overpayments made by the
Sponsor or any of its agents resulting from
the Institution's delivery of erroneous billing
documents shall be made by the Sponsor no
later than two (2) months from the date of
payment under this Agreement.

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 in