CLINICAL TRIAL AGREEMENT

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

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

- I 1:ving .
work address at Ustav klinické imunologie a
alergologie, Fakultni nemocnice Hradec

Kralové (the “Investigator”), and

e 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: 24768651, Tax
identification number: CZ24768651,
represented by Ing. Eva Falbrova, Managing
Director (“IQVIA™); and

¢ GlaxoSmithKline Research and
Development Limited, having a place of
business at 980 Great West Road, Brentford,
Middlesex, TWS8 9GS, England,
Identification number: 00835139, Tax
identification number: 2017061341
(“Sponsor”).

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

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni
(,,.Smlouva‘®) je uzavirdna mezi ndsledujicimi
stranami:

e Fakultni nemocnice Hradec Kralové, se
sidlem Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Kralové, Ceska republika,
ICO: 00179906, DIC: CZ00179906,
zastoupené zastoupend. MUDr. AleSem
Hermanem, Ph.D., feditelem
(“Poskytovatel”), a

- I  adicsou

pracovi§té Ustav klinické imunologie a
alergologie, Fakultni nemocnice Hradec
Kralové (“ZkousSejici’), a

e IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceskd  republika,  Identifikaéni  &islo:
24768651, Danové identifikacni ¢éislo:
CZ24768651,  zastoupend Ing. Evou
Falbrovou, jednatelkou (,JIQVIA®); a

¢ Glaxo SmithKline Research and
Development Limited, se sidlem 980 Great
West Road, Brentford, Middlesex, TW8 9GS,
Anglie, Identifikacni ¢islo: 00835139, Danové
identifikaéni ¢islo: 2017061341
(,,Zadavatel).

Kazda samostatné jako ,,Strana“ a spole¢n¢ jako
»Strany*.

Protocol Cislo
Number: 212895 Protokolu: 212895
A multi-centre, single arm, Multicentrické,
open-label extension study . Jjednoramenné, oteviené
. Nazev . e C
Protocol Title: | to evaluate the long-term Protokolu: pokracujici klinicke
safety of GSK3511294 u: hodnoceni k posouzeni
(Depemokimab) in adult and dlouhodobé bezpecnosti
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adolescent participants with
severe asthma with an
eosinophilic phenotype from

pripravku GSK3511294
(depemokimab) u dospelych
a dospivajicich vcastnikit se

studies 206713 or 213744 zdvaznym astmatem
eozinofilnim fenotypu
z klinického hodnoceni
206713 nebo 213744
Protocol Date: | 30-JUL-2021 Datum 30. cervence 2021
Protokolu:
GlaxoSmithKline R gsearch GlaxoSmithKline Research
& Development Limited on .
Sponsor: . .. | Zadavatel: & Development Limited nebo
behalf of itself andits jeho PridruZené spolecnosti
Affiliate(s) J cene sp
Stat, ve kterém
ma sidlo Misto
Country PR
where Site is provadéni .
. Czech Republic klinického Ceskd republika
Conducting .
Studv: hodnoceni,
y: které provadi
Studii:
Location Ustav klinické imunologie a | Misto, kde | Ustav klinické imunologie a
where the alergologie, which is | bude alergologie, ktery je
study will be a division/part  of  the | provadéna soucdsti/oddélenim
conducted: Institution Studie: Poskytovatele
]
]
Key . ]
Enrollment ol 000
zarazeni:
Date: I
]
]
ECMT: MEK:
Multicentrickd etickd Multicentrickd etickd komise
komise Fakultni nemocnice Fakultni nemocnice Brno,
Brno, Jihlavskd 20, 625 00 Jihlavskd 20, 625 00 Brno,
ECMT /EC/ | Brno, Czech Republic MEK / EK /| Ceskd republika
RA: SUKL:
EC: LEK:

Etickd komise FN Hradec
Krdlové, Sokolska 581, 500
05 Hradec Krdlové, Czech

Etickd komise FN Hradec
Krdlove, Sokolska 581, 500
05 Hradec Krdlové, Ceskd
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Republic

RA:

Stdtni ustav pro kontrolu
léciv, Srobdrova 48, 100 41
Praha 10, Czech Republic

republika

SUKL:

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

The following additional definitions shall
apply to this Agreement:

Affiliate(s): any corporation(s) or other
entity(ies) which control(s), is (are)

controlled by, or is (are) under common
control with a Party to this Agreement or any
successor entity(ies). A corporation or other
entity shall be deemed to control another
corporation or entity if: (i) it owns, directly
or indirectly greater than fifty percent (50%)
of the voting shares or other interest, (ii) has
the power to elect more than half the
directors, of such other corporation or entity,
or (ii1) has the ability, via contract or
otherwise to direct the affairs of such other
corporation or entity.

Protocol: the clinical protocol referenced
above as it may be modified from time to
time by the Sponsor.

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 (as defined below).

Ve Smlouvé jsou pouZity ndsledujici smluvni
definice:

Pfidruzend  (pfidruzené)  spolecnost(i):
jakdkoli (jakékoli) spolec¢nost(i) nebo jiny
(jiné) subjekty, ktery (které) kontroluje
(kontroluji), je (jsou) kontrolovan(y) nebo je
(jsou) pod spolec¢nou kontrolou Smluvni
strany této Smlouvy nebo jakéhokoli
(jakychkoli) nastupnického subjektu
(ndstupnickych subjektil). M4 se za to, Ze
spolecnost nebo jiny subjekt kontroluje
spoleCnost nebo jiny subjekt, pokud: (1)
vlastni, pfimo ¢i nepiimo vice nez padesit
procent (50 %) akcii s hlasovacim pravem
nebo jinych podili, (i) md pravomoc zvolit
vice nez polovinu fediteld této jiné
spolecnosti nebo subjektu nebo (iii) ma
moznost, prostiednictvim smlouvy ¢i jinak,
fidit zaleZitosti této jiné spolecnosti nebo
subjektu.

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mize podléhat cas od
Casu zméndm provedenym Zadavatelem.

Formuldfe pro zdznamy o subjektech
hodnoceni (Case Report Form) nebo CRE:
formulaf pro zdznamy o subjektech hodnoceni
(v listinné ¢i elektronické podobé) bude
pouzivin Mistem provddéni klinického
hodnoceni za ucelem zdznamu veSkerych
informaci poZadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu ke
kazdému Subjektu studie (ve smyslu niZe
uvedené definice).
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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: cooperating individuals
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 Conference onHarmonisation
of Technical Requirements 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.

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

Studie: klinické hodnoceni, které bude
provedeno v souladu stouto Smlouvou
a Protokolem pro ucely ziskani
a shromdzdéni informaci o sloZce popsané
v Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakoZto pifjemce Hodnoceného
1é¢iva (ve smyslu niZe uvedené definice) nebo
jako kontrolni subjekt.

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

Hodnocené 1€€ivo:  hodnoceny  1éCivy
piipravek ve smyslu zdkona ¢. 378/2007 Sb.,
slozka definovand v Protokolu, ktery je
pfedmétem hodnoceni ve Studii.

Sprdvnd  klinickd praxe nebo GCPs:
Mezindrodni rada  pro  harmonizaci
technickych pozadavkil na 1é¢ivé piipravky
pro huménni pouziti (ICH) Harmonizovana
tripartitni smérnice pro Spravnou klinickou
praxi, ve znéni, jeZ je v prub&hu Ccasu
novelizovano a zdsady vymezené Helsinskou
deklaraci, revidované v pribéhu casu.

Zdravotni zdznamy: primarni zdravotni
zaznamy Subjekt studie vedené
Poskytovatelem ve vztahu k Subjektim
studie, zejména zdznamy o poskytnuté péci,
zdzanym o RTG vySetfenich, protokoly
o provedenych biopsiich, snimky
z ultrazvukovych vySetfeni a dalS$i snimky
diagnostické povahy.

Studijni data addaje: veSkeré zdznamy,
zpravy a protokoly, jez jsou odliSné od
Zdravotnich zdznami, a které jsou ziskany,
shromdzdény ¢i vytvofeny v ndvaznosti na ¢i
pfipraveny v souvislosti se Studii, zejména
zpravy, zaznamy a protokoly (nmapf., CRFs,

delivered to Sponsor pursuant to the Protocol datové  prehledy, mezitimni  zpravy
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and all records regarding inventories and
dispositions of all Investigational Product.

Government _ Official: any officer or
employee of agovernment or of any
ministry, department, agency, or
instrumentality of a government; any person
acting in an official capacity on behalf of
agovernment 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 agovernment; any officer or
employee  of apublic 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.,

a protokoly, a zdvérecnd zprava), které jsou
pozadovany, aby byly poskytnuty Zadavateli
v souladu s Protokolem a veSkerymi zdznamy
ohledn¢ inventurni evidence a nakladani
s veSkerym mnoZstvim Hodnoceného 1écCiva.

Zastupce vetejné moci: jakykoli ufednik ¢i
jakykokoli zaméstnanec vlddniho uradu c¢i
jakéhokoli ministerstva, rezortu, udfadu c¢i
agentury, nebo zdstupce statniho/spravniho
ufadu; jakdkoli osoba jednajici v dfedni
funkci jménem statniho/spravniho uradu c¢i
jakéhokoli ministerstva, ustavu, ufadu i
agentury nebo zdastupce vlddnitho ufadu;
jakykoli ufednik ¢i zaméstnanec spole¢nosti
¢1 podnikatelského subjektu vlastnéného
staitem, v dil¢im ¢i plném rozsahu; jakykoli
ufednik ¢ zaméstnanec  mezindrodni
organizace vefejného charakteru jako napf.
Svétovd banka ¢i Organizace spojenych
ndarodl; jakykoli ufednik ¢i  jakykoli
zaméstnanec politické strany ¢i jakdkoli
osoba jednajici v rdmci ji svéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidét na politickou funkci; jakykoli 1ékat,
farmaceut ¢ jiny  profesiondl  ve
zdravotnictvi, pracujici pro ¢i v jakékoli
nemocnici, 1ékarné ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi ¢i
provozovaném statnim/spravnim ufadem,
ministerstvem ¢i Ustavem.

Hodnotné véci: budou vykladdny v SirSim
smyslu amohou tak zejména zahrnovat
penézni ¢astky, platby ¢i ekvivalenty plateb,
jako napftiklad darkové certifikaty ¢i poukazy;
dary ¢1 bezplatné poskytované vyrobkys;
pohosténi, zdbavu, ¢i pohostinnost; cesty ¢i
propldceni ndkladli; poskytovani sluZeb;
koupé majetku ¢i sluZzeb za nadhodnocené
Castky; pfevzeti €1 prominuti splatnych
zavazkl; vyhody nehmotného charakteru,
jako  napiiklad zvySené socidlni Ci
podnikatelské postaveni (napt., poskytovani
dart ¢i podpory na dobroc¢inné dcely, jeZ jsou
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close family members).

Process(ing): (in reference to Personal Data)
any operation or set of operations that is
performed upon Personal Data (as defined
below), including without limitation
collection, recording, retention, alteration,
use, disclosure, access, transfer, storage or
destruction.

Security Breach: the occurrence of any event
that could reasonably be expected to
compromise the security of Confidential
Information or the security of Personal Data
in accordance with Data Protection
Legislation (as defined below), or the
occurrence of discovering any suspected or
actual unauthorized disclosure, loss or theft
of Confidential Information (as defined
below) or Personal Data in accordance with
Data Protection Legislation (as defined
below).

Loaned Equipment: any equipment
temporarily provided to the Site by pursuant
to this Agreement Sponsor or its designated
agent only for use in the Study, including, but
not limited to computer hardware and
software for the Investigator and Study Staff
to use, collect, enter, and report Study data to
Sponsor or IQVIA.

podporovany  statnimi/spravnimi  urady);
a/nebo vyhod vici tietim osobdm vztahujici
se k zdstupcim vetejné moci (napf. blizci
¢lenové rodiny).

Zpracovavani/zpracovani: (u Osobnich
tdajt) jakdkoli operace nebo soubor operaci,
jez jsou provddény s Osobnimi uddaji
(definovanymi  niZe), zejména  jejich
shromazd’ovani, zaznamenavani, uchovavani,
Upravy, pouZzivani, poskytovani, pfistup,
predavani  dalSim osobam, ukladani
a likvidace.

PoruSeni zabezpeceni: vyskyt jakychkoli
ptipadu, u nichz lze divodné predpokladat, ze
se budou tykat naruSeni zabezpeceni
Dutvérnych informaci nebo Osobnich tdaju
v souladu s Legislativou na ochranu osobnich
udaji (definovanou niZe), nebo ptipadi
odhaleni jakéhokoli domné&lého ¢i skute¢ného
neoprdvnéného prozrazeni, ztrity nebo
odcizeni Divérnych informaci (definovanych
nize) nebo Osobnich udaji v souladu
s Legislativou na ochranu osobnich tudaji
(definovanych niZe).

Vypujené vybaveni: jakékoli vybaveni
pfechodné poskytnuté Mistu provadéni
klinického hodnoceni Zadavetelem nebo
jejim povéfenym zdstupcem na zdkladé této
Smlouvy pouze k pouziti ve Studii, zejména
pocitacovy  hardware  asoftware  pro
Zkousejictho a Studijni persondl za ucelem
pouZzivani, shromazd’ovani, zadavani
a hlaSeni Studijnich dat addaji Zadavateli
nebo IQVIA.

RECITALS: UVODNI CAST:
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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”) are willing to
conduct the Study and IQVIA requests the Site
to undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

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, any and all applicable laws
regulations and guidelines, including in
particular, but without limitation, GCPs, and
any laws related to protection of medical
confidentiality and privacy of personal data,
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 Sponsor and
IQVIA, and its Affiliates, need to adhere to
the provisions of (i) the Bribery Act 2010 of
the United Kingdom (“Bribery Act”); (ii)

VZHLEDEM K TOMU, Ze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
ato na zdkladé¢ samostatné smlouvy uzaviené
mezi IQVIA aZadavatelem. Sluzby IQVIA
zahrnuji monitoring Studie a uzavirdni smluv
s klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, Z7e Poskytovatel
a Zkousejici  (dale spole¢né jen ,Misto
provadéni Kklinického hodnoceni*) hodlaji
provést Studii a IQVIA po Mistu provadéni
klinického hodnoceni poZaduje provedeni takové
Studie.

NYNI S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nésledujici:

1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi piedpisy, nafizenimi
a Spravnou klinickou praxi

Misto provddéni klinického hodnoceni
souhlasi s tim, Ze Misto provadéni klinického
hodnoceni a Studijni persondl provede u
Poskytovatele Studii v pfisném souladu
s touto Smlouvou, Protokolem, veskerymi
piisluSnymi pravnimi ptedpisy a nafizenimi,
zejména veetné GCP, a veSkerymi zdkony
tykajicimi se ochrany lékarského tajemstvi
a diivérnosti  osobnich  ddaji, zdk. ¢.
378/2007 Sb., o léCivech azménich
n¢kterych souvisejicich zdkonl (,,Zakon
o lécivech”) a Vyhlasky ¢. 226/2008 Sb.,
ospravné  klinické  praxi  ablizSich
podminkach klinického hodnoceni 1éCivych
ptipravku, v platném znéni, zdk. ¢. 372/2011
Sb., o Zdravotnich sluzbach a podminkach
jejich poskytovani (,,Zakon o zdravotnich
sluzbach®) nebo jakychkoli naslednych
pozménujicich ¢i podstatné nahrazujicich
pravnich predpisi ve vztahu ke shora
uvedenym pradvnim normdm, (spolecné
,PFisluSné pravni predpisy). Misto
provadéni klinického hodnoceni a Studijni
persondl timto berou na védomi, ze IQVIA
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the Foreign Corrupt Practices Act 1977 of
the United States of America (“FCPA”) and
(iii)) any other applicable anti-corruption
legislation.

Sponsor and IQVIA hereby undertake not to
conclude any other separate contract in
connection with this Study with any
employee of the Institution.

1.2 Informed Consent Form

Site agrees to use an informed consent form
that has been approved by Sponsor 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. Site shall obtain the
prior written informed consent of each Study
Subject.

1.3 Medical Records and Study Data

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

Site shall:

a Zadavatel, a jejich Pridruzené spolecnosti,
se zavazuji dodrzovat (1) britsky zédkon proti
korupci zroku 2010 (,Protikorupé¢ni
zakon“); (i) zdkon USA zroku 1977
o zahrani¢nich korup¢nich praktikach z roku
1977 (,,FCPA®) a (iii) jakékoli dal$i pravni
prepisy na tseku zdkazu korupcnich praktik.

Zadavatel a IQVIA se timto zavazuji, Ze
v souvislosti s touto Studii neuzaviou Zddnou
jinou samostatnou smlouvu s Zadnym
zaméstnancem Poskytovatele.

1.2 Formular pisemného informovaného

souhlasu

Misto provadéni klinického hodnoceni
souhlasi s tim, Ze bude pouZzivat formulaf
informovaného souhlasu, ve znéni
schvdleném  Zadavatelem, aktery je
v souladu s pfisluSnymi pravnimi piedpisy
a pozadavky Etické komise pro
multicentricka hodnoceni (,,MEK*)
a Mistnich  etickych  komisi (,,LEK*),
spolecné ddle jen Etickych komisi (,,EK®),
které jsou zodpovédné za kontrolu Studie.
Misto provadéni klinického hodnoceni
pfedem zajisti pisemny informovany souhlas
kazdého Subjektu studie.

1.3 Zdravotni zdznamy a Studijni data
a udaje

1.3.1 ShromaZd’ovani, uskladnéni
a likvidace: Misto provadeéni klinického
hodnoceni zajisti promptni, Uplné
a presné shromaZzd’'ovani,
zaznamendvani a klasifikacni roztiidéni
Zdravotnich zdznaml a Studijnich dat
a udajt.

Misto provadéni klinického hodnoceni
bude:

1. maintain and store Medical 1. vést a skladovat Zdravotni
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il.

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

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. All CRF
information  associated  with
a Study subject's visit must be
satisfactorily completed within
seven (7) calendar days after the
Study Subject's visit or, if
applicable, receipt of the
Subject's test results. All final
CREF data will be entered into the
CRF and submitted to Sponsor
no later than five (5) calendar
days after the Study Subject’s

ii.

zéznamy a Studijni data a ddaje
bezpecnym zpisobem
s omezenim fyzického
i elektronického  pfistupu, dle
podminek konkrétniho piipadu a s
kontrolou prosttedi ptisluSnou pro
konkrétni typ dat addaji
v souladu s pfisluSnymi pravnimi
predpisy, nafizenimi
a technickymi standardy; a

chranit  Zdravotni
a Studijni data auddaje proti
neopravnénému zneuziti,
piistupu, kopirovani ¢i odhaleni.
Bude-li tak poZadovano Zadavatel
¢ IQVIA, Misto provadéni
klinického hodnoceni predlozi
Studijni data addaje za pouZiti
elektronického  systému  pro
elektronicky zdznam dat, ktery
bude poskytnuty Zadavateli nebo

zadznamy

IQVIA nebo jimi urenym
zastupcem, ato v souladu
s pokyny Zadavatele pro

elektronicky zdznam dat. Misto
provadéni klinického hodnoceni
zabrani neopravnénému pfistupu
ke Studijnim datim a ddajim
zajiSténim fyzické bezpecnosti
elektronického systému a déle
zajisti, Zze Studijni persondl bude
zachovdavat v diavérném rezimu
Jjim pridélena piistupovd hesla.
Zkousejici souhlasi, Ze shromazdi
veSkera Studijni data audaje
obsazené ve Zdravotnich
zédznamech pred jejich vloZenim
do CRF. Misto provadéni
klinického  hodnoceni  zajisti
neprodlené predklddani CREFs;
Veskeré informace v CRF
souvisejici s ndvstévou Subjektu
museji byt uspokojivym
zpusobem vyplnény do sedmi (7)
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iil.

final wvisit or, if applicable,
receipt of the Subject’s final test
results. All data queries from
Sponsor must be completed and
returned to Sponsor within seven
(7) calendar days or, if during
final clean up, one (1) business
day, or such other time set by
Sponsor. In all instances
described in this clause, time is
of the essence; and

maintain records regarding the
Study as required by the
Protocol, Applicable Law, and
ICH Good Clinical Practices, and
in accordance with Institution’s
standard procedures.
Investigator/Institution will
retain  such  records  for
a minimum of twenty-five (25)
years from the issue date of the
clinical study report/summary or
equivalent, of which five (5)
years free of charge in
accordance with Act No.
378/2008 Coll., and for further
twenty (20) years against
reimbursement  stipulated in
Attachment A.. Sponsor will
inform the Investigator of the
date on which the Sponsor -
required retention period will
expire. After the expiration of
this period, Institution or

iil.

kalendafnich dnti od navstévy
Subjektu, nebo ptipadné¢ po
obdrzeni vysledku testi Subjektu.
Veskerd kone¢né data CRF budou
vlozena do CRF a ptedlozena
Zadavateli nejpozdéji do péti (5)
kalendainich dni po posledni
navstéveé Subjektu studie nebo
piipadné po obdrzeni vysledkl
zavéreCnych  testl.  VSechny
Zadavatelovy dotazy ohledné dat
museji byt zodpovézeny
a pfeddny Zadavateli do sedmi (7)
kalendafnich dnt nebo, bude-li to
béhem zdveérec¢ného vyporadani,
do jednoho (1) pracovniho dne
nebo do jiného  terminu
stanoveného Zadavatelem. Ve
vSech  pfipadech  uvedenych
v tomto ¢lanku je Cas zdsadnim
faktorem; a

uchovdvat zdznamy tykajici se
Studie, zplsobem poZadovanym
Protokolem, PtisluSnymi
pravnimi ptedpisy a Spravnou
klinickou praxi ICH, a v souladu
se standardnimi postupy
Poskytovatele. Zkousejici/
Poskytovatel bude uchovévat
takové zdznamy minimalné 25 let
od data vydani zpravy/souhrnu
o klinickém  hodnoceni nebo
jejiho ekvivalentu, a to bezplatné
po dobu 5 let v souladu se
zakonem ¢. 378/2007 Sb., a na
dal$ich 20 let za poplatek uvedeny
v Piiloze A. Zadavatel bude
ZkouSejiciho informovat o datu,
kdy lhita pro uchovédvani
pozadovand ze strany Zadavatele
uplyne. Po uplynuti této lhlty
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Investigator is responsible for
complying with any remaining
relevant local, organizational,
state, national and/or regulatory
guidelines for records retention
and, if not in conflict with these
guidelines, the Institution can
destroy the  documentation
related to the clinical trial.
1.3.20wnership. 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.

1.3.3Access, 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
Study Data so as to permit Sponsor and
IQVIA and their representatives and
designees to monitor the Study.

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.

mistni, organizacni, statni a/nebo
regulaéni  predpisy  ohledné
uchovavani zaznamt, a pokud to
nebude s témito predpisy
V roZporu, je Poskytovatel
opravnén  k likvidaci  veSkeré
dokumentace ke  klinickému
hodnoceni.

1.3.2 Vlastnictvi. Poskytovatel ma ve
vyluéném vlastnictvi Zdravotni
zaznamy. Poskytovatel a ZkouSejici
pievedou na Zadavatele veSkerd sva
prdva, ndroky atituly, vcetné prav
duSevniho  vlastnictvi  k Divérnym
informacim (ve smyslu nize uvedeném)
ak jakymkoli jinym Studijnim datim
a udajam.

1.3.3 Piistup,  Pouziti,  Monitoring
a Kontrola. Misto provadéni klinického
hodnoceni poskytne origindly ¢i kopie
(dle podminek konkrétniho piipadu)
vSech Studijnich dat addaji IQVIA
a Zadavatel pro moznost jejich vyuZiti
Zadavatele. Misto provadéni klinického
hodnoceni umozni Zadavateli a IQVIA
ajejich  zdstupcim  azmocnénclim
odpovidajici  pfistup do  prostor
a zafizeni Mista provadéni klinického
hodnoceni ak Zdravotnim zdznamim
a Studijnim datim addajim, aby
umoznilo Zadavateli a IQVIA a jejich
zastupcim a zmocnéncim provedeni
monitoringu Studie.

Misto provadéni klinického hodnoceni
umozni regulatornim tfadiim pfiméfeny
pfistup do prostor a zafizeni Mista
provadéni klinického hodnoceni a ke
Zdravotnim  zdznamim a Studijnim
datim a ddajim, a poskytne opravnéni
ke kopirovani Zdravotnich zdznamul
a Studijnich dat auddaji v rozsahu
PtisluSnych pravnich pfedpist.
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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.

1.3.4License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license,
without right to sublicense, to use Study
Data (i) subject to the obligations set
forth in section 3 “Confidentiality”, for
internal, non-commercial research and
for educational purposes, and (ii) for
preparation  of  publications in
accordance with Section 5 “Publication
Rights”.

1.3.5Survival. This section 1.3 “Medical
Records and Study Data” shall survive

Misto provadéni klinického hodnoceni
souhlasi, Ze bude spolupracovat se
zastupci IQVIA a Zadavatele, kteii
navstivi Misto provadéni klinického
hodnoceni, a Misto provadéni
klinického hodnoceni souhlasi, Ze
zajisti, Ze zaméstnanci a zastupci Mista
provadéni klinického hodnoceni
nebudou klast jakékoli piekdzky Cci
jakkoli  jinak vytvdfet nepfiznivé
pracovni podminky pro takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi IQVIA, av téze
souvislosti IQVIA poskytne veSkeré
kopie, o jakékoli zadosti, korespondenci
¢i  komunikaci pfijaté ¢ zaslané
jakémukoli stadtnimu/spravnimu ufadu ¢i
regulatorni autorit€¢ vztahujici se ke
Studii, zejména vcetné¢ Zzadosti Ci
ozndmeni o kontrole prostor a zafizeni
Mista vykonu klinického hodnocenti,
a Misto provadéni klinického hodnoceni
umozni IQVIA a Zadavatel, aby se
takovych kontrol zidcastnili. Misto
provadéni klinického hodnoceni vyvine
nezbytné Usili za ic¢elem oddélent, nikoli
vSak odhaleni ¢i zpfistupnéni, veskerych
Duvérnych informaci, jejichZ odhalent ¢i
zpiistupnéni neni v této souvislosti
vyZadovano béhem takovych kontrol.

1.3.4 Licencéni oprdvnéni. Zadavatel
timto Poskytovateli poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené
licen¢ni oprdvnéni, bez prava udéleni
sublicence, k uZiti Studijnich dat a ddaji
(i) vsouladu se zdvazky stanovenymi
v Clanku 3 ,,.Divérny rezim®, pro vnitini
ucely, vyzkum nekomer¢niho charakteru
apro edukativni ucely, a(il) pro
piipravu publikaci v souladu s Clankem
5 ,,Prdva na zvetejnéni*.

1.3.5 Pietrvavajici  platnost.  Tento
odstavec 1.3 ,Zdravotni zdznamy
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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 review all CRFs to ensure their accuracy
and completeness. Investigator agrees to
answer queries related to CRFs in
accordance with, and within the timings set
forth in Section 1.3.1.(i1).

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.

a Studijni data a idaje* zlistane zavazny
1 v pifipad¢ zaniku platnosti ¢i vyprSeni
platnosti této Smlouvy.

1.4 Povinnosti ZkouS$ejiciho

Zkousejici je odpoveédny za provedeni Studie
u Poskytovatele aza dohled nad vSemi
fyzickymi ¢i prdvnickymi osobami, kterym
svefi povinnosti a funkce v souvislosti se
Studii. Konkrétné pak jde zejména ale nejen
o povinnost  ZkouSejictho  zkontrolovat
a porozumét informacim obsaZzenym
v Souboru informaci pro zkouSejiciho.
IQVIA nebo Zadavatel zajisti, Ze budou
opatfena veSkerd pozadovand kontrolni
schvdleni od piislusnych regulatornich tfadi
a EK. ZkouSejici a Poskytovatel ovéri, zZe
pfed zahdjenim Studie byly ziskdny veSkeré
souhlasy a povoleni piislusnych
regulatornich dfadi aEK azZe byly
zkontrolovdny vSechny CRF tak, aby byla
zajiSténa jejich pfesnost a tplnost. ZkousSejici
souhlasi, Ze pfedloZené dotazy ohledn¢ CRF
zodpovi v Casovych lhitdch uvedenych
v bodé€ 1.3.1.(i1).

Pokud ZkouSejici a Poskytovatel vyuZzivaji
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
piisluSnych povinnosti a funkci souvisejicich
se Studii zpuUsobilé, azavést postupy
zajisStujici integritu povinnosti a funkci
provadénych v souvislosti  se  Studii
a veskerych generovanych udajt.

ZkouSejici souhlasi, Ze poskytne pisemné
prohldseni vztahujici se k potencidlnim
zajmim Zkousejictho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, a to
v souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému léCivu.
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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. The appointment of
anew 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 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

Zkousejici souhlasi, Ze poskytne pisemné
prohldseni, jez bude odhalovat zdvazky
ZkouSejiciho, jsou-li né&jaké, ato vici
Poskytovateli ve vztahu av souvislosti
s provadénim Studie a Hodnocenym
1écivem.

Misto provadéni klinického hodnoceni
souhlasi, Ze zaSle pfedem promptni oznameni
Zadavateli a IQVIA v piipad¢, Ze ZkouSejici
ukonc¢i pracovni pomér u Poskytovatele ¢i
nebude-li ZkousSejici z jakéhokoli jiného
davodu schopen provadéet Studii. Ustanoveni
nového  ZkouSejictho bude  podléhat
pfedchozimu schvdleni Zadavatele a IQVIA,
ktefi promptné udéli souhlas €1 nesouhlas.

1.5 Nezadouci piihody

ZkouSejici oznami nezddouci pithody
azdvazné neziddouci pithody v souladu
s pozadavky Protokolu a prisluSnymi
pravnimi pfedpisy a nafizenimi. ZkouSejici
se zavazuje, Ze bude spolupracovat se
Zadavatelem v souvislosti s jeho usilim
vynaloZzeném v ramci kontrolniho procesu ve
vztahu k jakékoli nezadouci piihod€. Misto
provadéni klinického hodnoceni bude jednat
vsouladu s oznamovacimi  povinnostmi
vyZadovanymi jeho LEK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto vykonu klinického hodnoceni, LEK
a IQVIA, ohledné jakéhokoli zjisténi, jeZ je
zpiisobilé ovlivnit bezpecenost tcastnikll ¢i
jejich vili a ochotu pokracovat v Gcasti ve
Studii, mit vliv na provadéni Studie, Ci
zménit vydané souhlasné stanovisko LEK
Mista provadéni klinického hodnoceni
vztahujici se k pokraovéni ve Studii.

1.6 Pouziti a vraceni Hodnoceného 1€cCiva
a Materidlu
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Sponsor or aduly 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.

It is the responsibility of Sponsor to accept
empty packaging from courier shipments and
to order transport and ensure that a shipping
label is sent either with the shipment or to the
responsible pharmacist in email
correspondence. The responsible pharmacist
will arrange for the label to be affixed to the
empty packaging and handed over to the
courier.

Institution and Investigator shall comply

Zadavatel, ¢i jeho fadné opravnény zdastupce,
dodd  Poskytovateli ¢ ZkouSejicimu
dostate¢né mnoZzstvi Hodnoceného 1é¢iva dle
podminek popsanych v Protokolu.
Hodnoceny ptipravek bude doddn bezplatné
do nemocnicni 1ékdrny ¢. 20 Poskytovatele
vzdy v fadné zabalenych obalech a oznaceny
v souladu s ustanovenim paragrafu 19 odst. 1
pism. e) vyhlasky €. 226/2008 Sb., o spravné
klinické praxi. Dodavky se budou
uskutecnovat v Po-Pé od 7.00 h do 14.00 h.

Misto provadeéni klinického hodnoceni bude
pouzivat Hodnocené I1éCivo a jakykoli
komparacni produkt poskytnuty v souvislosti
se Studii vyhradné pro ucely tadného
dokonfeni  Studie abude uchovévat
Hodnocené 1é¢ivo dle pokyni Zadavatele a v
souladu s pfisluSnymi pradvnimi ptedpisy,
nafizenimi a pravidly, vcetné¢ povinnosti
skladovat Hodnocené 1é¢ivo v uzamceném
a zabezpeCeném prostoru, ato po celou
pfedmétnou dobu.

V ndvaznosti na dokonceni ¢i ukonceni
Studie, Misto  provadéni  klinického
hodnoceni vréti ¢i zlikviduje, a to plné dle
volby  Zadavatele, Hodnocené I1écivo,
komparaéni produkty a materidly, jakoz
1 veSkeré Dlivérné informace (ve smyslu nize
uvedené definice) pln€ a vylu¢né na naklady
Zadavatele.

Za ptevzeti prazdnych oball od zésilek
kuryrem je odpovédny Zadavatel, ktery
objedna dopravu a zajisti zaslani prepravniho
Stitku bud’ se zasilkou, nebo odpovédnému
farmaceutovi do mailové korespondence.
Odpovédny farmaceut zajisti nalepeni Stitku
na prazdny obal a pfedédni kuryrovi.

Poskytovatel a ZkouSejici se zavazuji, Ze
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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.

A separate loan agreement will be concluded
if any health devices is provided. If Loaned
Equipment is provided to the Site, the Site
agrees that no title to nor any proprietary
rights related to the Loaned Equipment is
transferred to the Site, that the Loaned
Equipment will be used only for the Study
and only as described in the Protocol and any
other written directions provided by
Sponsor, that the Loaned Equipment will not
be transferred by the Site to the possession of
any third party without the written consent of
Sponsor, and that, at Sponsor 's request or the
completion of the Study, the Site will return
the Loaned Equipment and all related
training materials and documentation to
Sponsor or its designated agent.

Following reasonable advance notice,
Investigator and Study Staff will attend
scheduled training to use the Loaned
Equipment. The Loaned Equipment will be
kept in secure location and the Site will be
responsible for any theft, damage, or loss to
the Loaned Equipment other than normal
wear and tear. the Site will arrange and pay
for any required internet connection,
telephone line, and/or facsimile line as
necessary to use the Loaned Equipment. If
the Site fails to return the Loaned Equipment
within the timeframe Sponsor specified, the
Site will reimburse Sponsor for any

budou jednat vsouladu s veSkerymi
pravnimi predpisy, nafizenimi a pravidly
upravujicimi  nakldddani s Hodnocenym
léc¢ivem ¢i likvidaci Hodnoceného 1éCiva
a jakymikoli instrukcemi a pokyny
poskytnutymi IQVIA, jeZ nejsou v rozporu
s takovymi prdvnimi pfepisy, nafizenimi
a pravidly.

Pokud  budou  poskytnuty  jakékoliv
zdravotnické prostredky, bude uzaviena
separatni smlouva o vyptjcce. Pokud bude
Mistu provadéni klinického hodnoceni
poskytovdno Vyptjc¢ené vybaveni, souhlasi
Misto provadéni klinického hodnocent, Ze na
Poskytovatele tim nebude pfevadéno Zadné
vlastnické ani jiné pridvo k Vypujcenému
vybaveni, Ze Vypljcené vybaveni bude
pouzivdno vyhradné pro Studii a pouze tak,
jak je to popsano v Protokolu a pfipadnych
dalSich pisemnych pokynech od Zadavatele,
Ze bez predchoziho pisemného souhlasu
Zadavatele nebude Misto  provadéni
klinického hodnoceni Vyptj¢ené vybaveni
pfevadét do drZeni tfetich osob, aZe na
zadost Zadavatele nebo po dokonceni Studie
vrati Vypijcené vybaveni a veskeré s nim
souvisejici Skolici materidly a dokumentaci

spoleCnosti ~ Zadavatele nebo  jejimu
povefenému zastupci.
Na zakladée oznameni zaslaného

v dostatecném  piedstihu se  ZkouSejici
a Studijni persondl zicastni naplanovaného
Skoleni k pouZziti Vyptj¢eného vybaveni.
Vypij¢ené vybaveni bude uloZeno na
zabezpeCeném mist¢ a Misto provadeéni
klinického hodnoceni bude odpovédné za
piipadnou kradez, poSkozeni nebo ztritu
Vypij¢eného vybaveni kromé béZného
opotfebeni. Misto provadéni klinického
hodnoceni zajisti a uhradi pfipadné potiebné
internetové  pfipojeni, telefonni a/nebo
faxovou linku, jeZ budou zapotiebi k pouZziti
Vypuj¢eného vybaveni. Pokud Misto
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penalties, late fees, and/or replacement costs.

Notwithstanding anything to the contrary
contained herein, it is understood that
Institution’s obligations under this Section
1.6 above do not apply to any Loaned
Equipment [Mobile device  SF550,
manufacturer Bluebird Inc., USA, unit value
_ that has have left or
is are otherwise removed from Institution’s
facilities pursuant to the protocol and/or
Sponsor’s or vendor’s written instructions;,
provided, however, that Institution shall use
diligent efforts to retrieve such Loaned
Equipment (at a minimum, three (3) requests
documented by Institution for the return by
study subjects of the Loaned Equipment to
Institution’s facilities at the end of or earlier
termination of the study). Institution
obligations under this Section 1.6 that are
based upon time and condition of the Loaned
Equipment shall be reduced to reflect the
time and condition such Loaned Equipment
is returned to Institution’s facilities.

1.7 Key Enrollment Date

The Site understands and agrees that if Site

has not enrolled at least || GTGczN

I 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.

1.8 Human Biological Samples

Because the Study includes the collection by

provadéni klinického hodnoceni Vypujcené
vybaveni nevrdti ve lhaté stanovené
Zadavatelem, uhradi spolecnosti Zadavatel
veSkeré pokuty, pendle za opozdéni a/nebo
ndklady na ndhradu vybaveni.

Bez ohledu na vySe uvedené se m4 za to, Ze
povinnosti Poskytovatele podle tohoto ¢lanku
1.6 vyse se nevztahuji na jakékoli Vypiijcené
vybaveni [mobilni zafizeni SF550, vyrobce
Bluebird Inc., USA, jednotkovd hodnota []
B k¢ opustilo nebo je
Jinak odstranéno ze zafizeni Poskytovatele v
souladu s protokolem a/nebo pisemnymi
pokyny Zadavatele nebo dodavatele, avSak za
pifedpokladu, Ze Poskytovatel vynalozi
dostatecné usili k ziskdni takového
Vyptljceného vybaveni (minimdlné tfi (3)
zéadosti doloZené Poskytovatelem o vraceni
Vyptljcené vybaveni Subjekty studie do
zafizeni Poskytovatele na konci nebo pfi

““““““ ukoneni  Studie). Zavazky
Poskytovatele podle tohoto ¢lanku 1.6, které
jsou zaloZeny na Case a stavu Vypujceného
vybaveni, se sniZi tak, aby odrdzely Cas a stav,
v jakém je toto Vypujcené vybaveni vraceno
do zatizeni Poskytovatele.

1.7 Klicové datum zarazeni

Misto provadéni klinického hodnoceni je
srozumeéno a souhlasi, Ze v piipadé€, Zze Misto
provadéni klinického hodnoceni nezatadi
alespon I sudic ke
Kli¢ovému datu zatfazeni, pak IQVIA a/nebo
Zadavatel budou opravnéni ukoncit tuto
Smlouvu v souladu s Clankem 15 ,,Platnost
& Ukonceni platnosti®. Zadavatel /IQVIA
jsou opravnéni omezit zafazeni Subjektl
studie, a to v kterykoli ¢asovy okamzik.

1.8 Lidské biologické vzorky

Protoze je soucdsti Studie odbér lidskych
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Site of human biological materials from
Study Subjects for research use, Site will
comply with all applicable laws, rules,
regulations and codes of practice and
guidance relating to the collection, storage,
use, shipping, and disposal of human
biological materials in the conduct of the
Study and with respect to any such human
biological materials from the Study retained
in Site’s possession. Sponsor agrees to
ensure that the Study Subject will sign before
the collection of biological material
appropriate informed consent (including, as
appropriate, consent for any genetic analyses
and consent with processing of such s
sensitive personal data category — genetic
data) for the Study and for research use of
any human biological materials, prepared by
Sponsor or IQVIA, with ethics approval. Site
agrees that any human biological materials
collected as part of the Study that are
transferred to Sponsor or a Sponsor’s
contractor, or held by Institution for Sponsor,
will be under the custodianship and control
of Sponsor.

1.9 Human Rights

Respectful of its employees right to freedom
of association, Institution represents and
warrants, to the best of its knowledge, that in
connection with this Agreement, it respects
the human rights of its staff and does not
employ child labour, forced labour, unsafe
working conditions, discrimination of
protected characteristic or cruel or abusive
disciplinary practices in the workplace; and
that it pays each employee at least the
minimum wage, provides each employee
with all legally mandated benefits, and
complies with the applicable laws on

biologickych materidli od Subjekt studie
provddény Mistem provadéni klinického
hodnoceni pro pouziti ptfi vyzkumu, bude
Misto provadéni klinického hodnoceni
dodrzovat veskeré platné zdkony, pravidla,
pfedpisy a pfedepsané postupy a pokyny
tykajici se odbéru, uloZeni, pouZiti, prepravy
a likvidace lidskych biologickych materidlii
pii provadéni Studie a s ohledem na piipadné
lidské biologické materidly ze Studie, které
zustanou  vdrzeni Mista  provadéni
klinického hodnoceni. Zadavatel se zavazuje
zajistit, Ze Subjekt studie pred odbérem
biologického vzorku podepiSe tadny
informovany souhlas (vCetné souhlasu
s ptipadnymi genetickymi analyzami a se
zpracovanim téchto citlivych osobnich ddajt
zvlastni kategorie — genetické udaje)
s pouzitim veSkerych lidskych biologickych
materidlii ve Studii a pro ucely vyzkumu,
piipraveny Zadavatelem nebo IQVIA spolu
se souhlasem etické komise. Misto provadéni
klinického hodnoceni souhlasi, ze veskeré
lidské Dbiologické materidly odebirané
vramci Studie, které budou odesilany
Zadavatelem nebo jejimu  smluvnimu
dodavateli, nebo které bude Poskytovatel pro
Zadavatele uchovéavat, budou pod kontrolou
Zadavatele.

1.9 Lidska préva

Poskytovatel bude respektovat prava svych
zaméstnanci na svobodu  sdruZovani
a prohlaSuje azarucuje se podle svého
nejlepstho védomi, Ze v souvislosti s touto
Smlouvou respektuje lidska prava svych
zaméstnancll a nevyuzivd détskou préci,
nucenou  praci, nebezpecné pracovni
podminky, neuplatiiuje diskriminaci na
zaklad€ chranénych charakteristik ani kruté
nebo hrubé disciplinarni postupy na
pracovisti, aze vyplaci kazdému
zaméstnanci  alespon  minimdlni mzdu,
poskytuje kazdému zaméstnanci vSechny
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working hours and employment rights in the
countries in which it operates. Institution
shall be respectful of its employee’s right to
freedom of association’ and Institution shall
encourage compliance with these standards
by any supplier of goods or services that it
uses in performing its obligations under this
Agreement.

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, all data required by the
Protocol, including adverse events, and, if
IQVIA requests, all other Confidential
Information (as defined below).

The estimated value of financial payment
under this Agreement shall be approximately
CZK 670 296.

All payments will be made in favor of the
Institution. Sponsor and IQVIA undertake
not to enter into a separate contract with the
Investigator for this clinical trial.

Investigator agrees that, if Institution and
Investigator agree that Sponsor may make
public specific information such as, without
limitation the services provided by
Institution and Investigator, the name and
address of Institution and Investigator, and
details of any payment or benefit in kind
made to or for the benefit of Institution and

zékonem stanovené vyhody a dodrzuje
platné zakony o pracovni dobé
a zamg&stnaneckych priavech v zemich, kde
pusobi. Poskytovatel bude respektovat prava
svych zaméstnanciim na svobodu sdruzovéni{
abude kdodrzovani téchto norem také
nabddat vSechny pfipadné dodavatele zbozi
nebo sluzeb, které vyuziva pii plnéni svych
povinnosti ze Smlouvy.

2. PLATBY

V souvislosti s fddnym plnénim Studie
Mistem provadéni klinického hodnoceni, a to
v souladu s podminkami a ustanovenimi této
Smlouvy, budou poskytovany platby dle
podminek  austanoveni  definovanych
v Piiloze A, ptfi¢emZ posledni platba bude
uskutenéna poté, co Misto provadeéni
klinického hodnoceni splni a dokonci
veSkeré zavazky, jez mu vyplyvaji z této
Smlouvy, aIQVIA obdrzi veSkeré tadné
vyplnéné CRF veskeré tudaje vyzadované
Protokolem vcetné nezddoucich piihod a,
bude-1i tak IQVIA vyzadovat, veskeré dalsi
Duvérné informace (ve smyslu nize uvedené
definice).

Predpoklddand hodnota finan¢niho plnéni dle
této Smlouvy Cini piiblizn€ 670 296 K¢.

Veskeré platby budou uskute¢nény ve
prospéch Poskytovatele. Zadavatel a IQVIA
se zavazuji, Ze neuzaviou se zkouSejicim
Zadnou separdtni smlouvu na toto klinické
hodnoceni.

ZkouSejici je srozumén stim, Ze pokud
budou Poskytovatel a ZkouSejici souhlasit,
spolecnost Zadavatele mohou zvetejnit urcité
informace, naptiklad sluzby poskytované
Poskytovateli a ZkouSejicim, ndzev/jméno
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Investigator pursuant to this Agreement. By
signing this Agreement, Institution and
Investigator agree to Sponsor publicly
disclosing such information as required
under any applicable laws or industry codes
of practice or Sponsor policy.

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:

1. 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;

poskytovanych Poskytovateli na zdklad¢ této
Smlouvy.  Podpisem  této  Smlouvy
Poskytovatel a ZkouSejici souhlasi, Ze
Zadavatel miZe tyto informace vefejné
zpfistupnit tak, jak to poZaduji piipadné
pravni predpisy nebo oborové piedepsané
postupy nebo zasady Zadavatele.

3. DUVERNY REZIM

3.1 Definice

,2Duvérné informace“ budou vykladany
jako informace divérné a majetkové povahy
ndlezejici Zadavateli, pfi¢emZ budou
zahrnovat (i) veskeré informace, jez byly
Poskytovateli, ZkouSejicimu ¢i kterémukoli
Clenu persondlu Poskytovatele, poskytnuty,
odhaleny,  zpfistupnény ¢ sdéleny
Zadavatelem ¢i jeho jménem, zejména
véetné informaci o Hodnoceném 1éCivu,
technickych informaci vztahujicich se
k Hodnocenému 1éc¢ivu, veskeré Existujici
duSevni vlastnictvi (ve smyslu definice
uvedené v Cldnku 4) Zadavatele, ao
Protokolu; a (i1) informace vztahujici se
k procesu zatazovani do Studie, informace
vztahujici se k aktudlnimu stavu Studie,
komunikace vi¢i a od regulatornich uradu,
informace vztahujici se k aktudlnimu stavu
Hodnoceného 1é¢iva na regulatorni drovni
a Studijnich dat a ddaji, a ddle k Objeviim
(ve smyslu definice uvedené v Cléanku 4).

Pojem Divérné informace
informace, ve vztahu ke kterym:

nezahrnuje

1. nazdklad¢ piisluSné dokumentace
lze prokdzat, Ze byly vefejné
znamé pred okamzikem ¢i po
okamziku jejich odhalent,
zptistupnéni Ci sdé€leni ze strany
Zadavatele, aniz by tim doslo
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il.

iil.

1v.

can be 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;

can be shown by documentation
to have been independently
developed by Investigator,
Institution or any of its
personnel; or

is permitted to be disclosed by
written  authorization  from
Sponsor.

3.2 Obligations

Site and Institution’s personnel, including
Study Staff shall not

1l.

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

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 Dby
aregulatory authority or as
authorized in writing by the
disclosing party.

ii.

iil.

1v.

Poskytovateli ¢i jakémukoli jejich
zamestnanci;

na zdklad¢ ptisluSné dokumentace
lze prokazat, Ze byly v dispozici
ZkouSejiciho, Poskytovatele ¢i
jakéhokoli  zaméstnance pied
jejich zvefejnénim, sdélenim ¢i
zptistupnénim ze strany
Zadavatele, abyly ziskdny ze
zdroji odliSnych od Zadavatele,
pficez tyto nebyly vdziny
povinnosti  divérnosti  vuci
Zadavateli;

na zaklad¢ piisluSné dokumentace
lze prokézat, Ze byly vyvinuty
nezdvisle ZkouSejicim,
Poskytovatelem €1 jakymkoli
jejich zaméstnancem; nebo

jejich odhaleni, zpfistupnéni C¢i
sdéleni lze provést na zdkladé
pisemného svoleni Zadavatele.

3.2 Povinnosti

Misto provadéni

klinického hodnoceni

a zaméstnanci Poskytovatele, ato vcetné
Studijniho personélu, nebudou

il

vyuzivat Divérné informace pro
jakykoli jiny ucel, nezli je
provadéni Studie, nebo

odhalovat,  zpfistupnovat  ¢i
sdélovat Duvérné  informace
jakékoli treti stran€, s vyjimkou
opravnéni povoleného v tomto
Clanku 3. nebo Cldnku 5 ,,Prava
na zvefejnéni*, nebo povinnosti
ulozené zdkonem C¢i jakymkoli
regulatornim Ufadem nebo na
zakladé  pisemného  svoleni

odhalujici strany.
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To protect Confidential Information,
Institution agrees to:
1. limit dissemination of

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

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

1ii. 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.

Za ucelem ochrany Duvérnych informaci,
Poskytovatel souhlasi, Ze:

i. omezi distribuci  Divérnych
informaci pouze vii¢i t€ém ¢lenim
Studijniho persondlu, ktefi takové

skutec¢nosti potiebuji Znat
v souvislosti s provadénim
Studie;

ii. bude informovat vSechny cleny

Studijniho  persondlu, kterym
budou Dlvérné informace
odhaleny, zptistupnény ¢i
sdéleny, oduvérmé  povaze

takovych informaci; a

1. pfijme nezbytnd opatfeni za

ucelem  ochrany  Duvérnych
informaci pied jejich odhalenim ¢i
zptistupnénim.

Z4dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit ¢i sdélit Studijni data a ddaje
v povoleném rozsahu v souladu s tpravou
uvedenou v Clanku 5 ,,Prdva na zvetejnéni®.

3.3 Zakonem uloZené odhaleni

V piipad¢, Ze Poskytovatel ¢i Zkousejici
obdrzi oznameni ¢i vyzvu od tieti strany,
ktera bude pozadovat odhaleni, sdéleni ¢i
zptistupnéni jakékoli Duvérné informace,
pifjemce takové vyzvy Zadavateli takovou
skuteCnost neprodlené ozndmi, aby mél
Zadavatel moznost uplatnit
pfedbézné/ochranné opatfeni Ci jakykoli jiny
vhodny ochranny ¢i ndpravny prostiedek.
V piipad€, Ze takové predbéZzné/ochranné
opatfeni ¢i jiny vhodny ochranny ¢i ndpravny
prostfedek neni vydan ¢i dosazen, pifjemce
vyzvy poskytne pouze takovou Cést
Duvérnych informaci, ato v rozsahu,
vjakém je jejich odhaleni, sdé€leni ¢ci
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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 Coll.,, 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. After the execution hereof, the
Institution requires to be provided with the
agreed final version of the Agreement with
highlighted sections considered as trade
secrets by Sponsor. The Institution will
obtain prior approval from Sponsor before
further redacting the final version 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 five (5) working days
from the last signature date, it may be
published by the IQVIA or Sponsor.

The Parties agree that the initiation visit shall
not occur until the final Agreement has been
published in the Agreements Register and

zptistupnéni pozadovano, piicemz bude
vyZadovat uplatnovani divérného reZimu ve
vztahu k t€émto Divérnym informacim.

Bez ohledu na vyse uvedené, Poskytovatel,
Zadavatel a IQVIA timto berou na védomi,
Ze tato smlouva bude uvetejnéna v souladu se
zdk. €. 340/2015, oregistru smluv. Za
uvefejnéni dle pfedchozi véty odpovida
Poskytovatel.  Takovémuto  uvefejnéni
nepodléhaji ty udaje, které tvoii obchodni
tajemstvi n¢které ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména Piiloha A - Rozpocet a platebni
pfehled, minimdlni cilovy pocet zarazeni,
ocekdvany  zafazeny pocet  subjektl
aoCekdvand délka trvani Studie. Daéle
nebudou takovémuto uvetejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou jiz
zvefejnény v jiném vefejné piistupném
registru.  Poskytovatel vyZaduje pied
podpisem smlouvy zaslat odsouhlasenou
findlni verzi smlouvy ve strojové Citelném
formatu s podbarvenym textem, ktery
Zadavatel povazuje za obchodni tajemstvi.
Poskytovatel je povinen ziskat souhlas
Zadavatele prostiednictvim IQVIA pied tim,
nez bude konec¢nou verzi Smlouvy dale meénit
nad rdmec podbarveného textu ze strany
Zadavatele.Za wuvefejnéni smlouvy dle
predchoziho odstavce odpovida
Poskytovatel. Poskytovatel vyrozumi IQVIA
o uvefejnéni smlouvy v registru smluv tak,
Zze  zaSle  potvrzovaci email  na:
Neni-li smlouva
Poskytovatelem uvetejnéna ve lhité péti (5)
pracovnich dni od posledniho podpisu, jsou
k jejimu uvefejnéni opravnéni IQVIA ¢i
Zadavatel.

Strany berou na védomi, Ze nedojde k
iniciacni navstévé do okamziku uvefejnéni
kone¢ného dokumentu v registru smluv,
pficemZz nebude ze strany Zadavatele C¢i
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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 ten (10) years.

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 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice, or otherwise discovered or

IQVIA pted uvefejnénim smlouvy dodano
74dné hodnocené 1é¢ivo do nemocni¢ni
lékarny.

3.4 Vraceni ¢i likvidace

V ndvaznosti na ukonceni platnosti této
zakladé pisemného poZzadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, pfipadn¢ dle pozadavku
Zadavatele zlikviduje, veSkeré Duivérné
informace, odli$né od Studijnich dat a tdajt.

3.5 Pretrvajici platnost

Tento Cldnek 3 ,Duvérny rezim® zlstane
v platnosti 1 v ptipad¢ ukonceni platnosti €i
pfi vyprSeni platnosti této Smlouvy, a to po
dobu deseti (10) let.

4. DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi  vSech  objevd,  vyndlezt,
autorskych dél ajinych vysledkti dusSevni
¢innosti, jez existuji k Datu ucinnosti, a déle
veSkeré patenty, autorskd prdva, obchodni
tajemstvi a dal$i prava k objektim dusevniho
vlastnictvi, s timto souvisejici (spolecné dale
jen, ,Existujici duSevni vlastnictvi®), neni
jakkoli dot¢eno touto Smlouvou, a jakéakoli
Strana ¢i Zadavatel nemaji naroky vuci ¢i
prava k jakémukoli predmétu Existujiciho
duSevniho vlastnictvi jiného, neni-li tak
vyslovné pisemné wujedndno v jakékoli
pisemné dohod¢ mezi Stranami uzaviené.

4.2 Objevy

Pojem ,,Objevy“ znamend pro ucely této
Smlouvy  veSkeré  objevy, vyndlezy
a predméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe, €i jakkoli jinak
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developed by Institution, Investigator, or
Study Staff in performance of the Study
and/or with reference to or use of Sponsor
Confidential Information. Sponsor shall own
all Inventions.

4.3 Assignment of Inventions

Institution shall, and shall cause its personnel
to, disclose all Inventions (whether
patentable or non-patentable) 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, 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.

4.4 Patent Prosecution

Site shall cooperate, at Sponsor’s request,
with  Sponsor’s  preparation, filing,
prosecution, and maintenance of all patent
applications and patents for Inventions.
Sponsor will reimburse Institution for
reasonable and necessary expenses incurred.

vynalezeny ¢i rozvinuty Poskytovatelem,
ZkouSejicim a/nebo Studijnim persondlem
v souvislosti s provadénim Studie a/nebo
s odkazem na Duvérné informace Zadavatele
nebo jejich pouzitim. Zadavatel je
vlastnikem vSech Objevi.

4.3 Pievod prav k Objevam

Poskytovatel se zavazuje, Ze odhali,
zptistupni ¢€i sdeéli addle zajisti, Ze jeji
zaméstnanci odhali, zpfistupni ¢i sdéli
veskeré Objevy (at’ uZ patentovatelné ¢i
nepatentovatelné), ato neprodlené a plné
Zadavateli v pisemné formé, a Poskytovatel,
jménem svym ajménem av zastoupeni
svych zaméstnancti, pfevede na Zadavatele

veSkerd svd prdva, ndroky azdjmy
k Objeviim,  vcéetné¢  vSech  patentd,

autorskych dél ajinych prdv dusevniho
vlastnictvi k tomuto se vztahujicim, jakoz
i veSkera prava procesni povahy a niroky na
ndhrady Skod awuzitky, jez jiZ vznikly
v dasledku minulého ¢i soucasného poruseni
shora uvedenych prav. Poskytovatel se
zavazuje, Ze bude ndleZit€ spolupracovat
a poskytne Zadavateli  soucinnost  pii
vyhotoveni auzavfeni, a zajisti, Ze jeji
zameéstnanci vyhotovi a uzaviou, veskeré
dokumenty davodné Zadavatelem
pozadované za ucelem ochrany a zajiSténi
vlastnickych prav Zadavatele k Objeviim.

z M7

4.4 Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje Zadavateli, Ze bude spolupracovat
a poskytne soucinnost, a to v ndvaznosti na
vyzvu  Zadavatele as jeho  ucasti,
v souvislosti s pfipravou, poddnim, vedenim
patentového ftizeni a udrZovanim veskerych
patentovych piihlaSek a patentii pro veskeré
Objevy. Zadavatel uhradi Poskytovateli
pfiméfené a nezbytné vydaje.
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4.5 Survival

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

PUBLICATION RIGHTS

5.1 Study Transparency and Publication

Before commencement of the Study,
Sponsor will register the Study with a public
clinical trials registry. Sponsor will make
public asummary of the Protocol and
asummary of the Study results from all
Study sites in one or more publicly
accessible worldwide registers at any time
after the commencement of the Study.
Sponsor will also post the full Study Protocol
and statistical analysis plan at the time of
results summary posting. Institution and
Investigator agree that Sponsor may make
public the names of the Investigator and
Institution as part of alist of investigators
and institutions conducting the Study when
making either protocol or results summary
register postings.

Institution and Investigator shall have the
right to publish or present the results of
Institution’s and Investigator’s activities
conducted under this Agreement, including
Study Data, only in accordance with the
requirements of this Section. 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 publisher or proceeding with such
proposed presentation. Within thirty (30)
days of its receipt, Sponsor shall advise
Institution and/or Investigator, as the case
may be, in writing of any information
contained therein which is Confidential
Information (other than Study Data) or which

4.5 Pretrvajici platnost

Tento Cldnek 4 ,Dusevni vlastnictvi“
zustane v platnosti iv piipadé ukonceni
platnosti ¢i pii vyprSeni platnosti této
Smlouvy.

5. PRAVA NA ZVEREJNENI

5.1 Transparentnost Studie a zvefejnéni

Pred zahdjenim Studie ji Zadavatel
zaregistruje do vetejného registru klinickych
hodnoceni. Zadavatel zvefejni souhrn
Protokolu a souhrn vysledkl Studie ze vSech
center Studie vjednom ¢i vice vefejné
piistupnych celosvétovych registr kdykoli
po zahdjeni Studie. V dobé zvefejnéni
souhrnu vysledkii Zadavatel také zvetejni
cely Protokol studie aplan statistické
analyzy. Poskytovatel a ZkouSejici souhlasi,
Ze Zadavatel mize pii zvefejnéni protokolu
nebo souhrnu vysledkll v registru zvetejnit
jméno/ndzev ZkousSejiciho a Poskytovatele

v rdmci seznamu zkousSejicich
a zdravotnickych  zafizeni provadéjicich
Studii.

Poskytovatel a ZkouSejici budou oprdvnéni
publikovat a prezentovat vysledky c¢innosti
Poskytovatele a ZkouSejicitho, jenz je
provdadénd na zdkladé této Smlouvy, ato
véetn¢ Studijnich dat addaji, vylucné
v souladu s poZzadavky stanovenymi v tomto
Clanku. Poskytovatel a Zkousejici souhlasi,
Ze Zadavatel pfedloZi jakoukoli navrhovanou
publikaci a prezentaci pro ucely jejich
kontroly ve lhiuté alespon tficeti (30) dnt
pied piedlozenim jakékoli takové publikace
pfislusSnému vydavateli ¢i  pfed jejich
navrhovanou prezentaci. Ve lhité tficeti (30)
dni od jejich piijeti, Zadavatel se pisemné
vyjadii Poskytovateli a/nebo ZkouSejicimu,
vzdy dle podminek konkrétniho piipadu, ve
vztahu k jakékoli informaci obsazené
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may impair the availability of patent
protection for Inventions. Sponsor shall have
the right to require Institution and/or
Investigator, as applicable, to remove
specifically identified Confidential
Information (other than Study Data) and/or
to delay the proposed publication or
presentation for an additional sixty (60) days
to enable Sponsor to seek patent protection
for Inventions. The Institution’s publication
will reference the Sponsor Publication (as
defined below). Institution agrees that
Sponsor’s financial support of the Study will
be disclosed in any Institution publication.
Institution shall ensure that Investigator
complies with the obligations identified in
this Section 5.

5.2 Multi-Center Publications

Sponsor will seek to publish the Study results
in searchable, peer reviewed scientific
literature. The first publication and all
subsequent publications of the Study results
from all Study sites (“Sponsor Publication
(s)”) or disclosure(s) of the Study results,
shall be coordinated by Sponsor. Once the
Study is published in a scientific journal,
Sponsor may list the Study on an external
website for patient-level data sharing for
further research and may also make available
the full Study report on the Sponsor register.
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 Sponsor’s Publication is

v takovych materidlech, jez pfedstavuje
Duivérnou informaci (odliSnou od Studijnich
dat audajii) nebo jeZ miiZe predstavovat
pfekdZku moZnosti dosaZeni patentové
ochrany piisluSného Objevu. Zadavatel bude
opravnén pozadovat vici Poskytovateli
a/nebo Zadavateli, vzdy dle podminek
konkrétniho piipadu, odstranén{
definovanych informaci oznacenych jako
Divérné informace (jez jsou odlisné od
Studijnich dat adajii) a/nebo pozadovat
odloZeni navrhované publikace ¢i prezentace
po dobu dodate¢nych Sedesati (60) dnti, aby
tak spolecnost Zadavateli mohla uplatnit
patentovou ochranu Objevli. Publikace
Poskytovatele bude odkazovat na Publikaci
Zadavatele (definovanou nize). Poskytovatel
souhlasti, ze v pfipadné publikaci
Poskytovateli bude uvedena financ¢ni
podpora Zadavatele. Poskytovatel zajisti, aby
ZkouSejici dodrzel povinnosti stanovené
timto Cldnkem 5.

5.2 Multicentrické publikovani

Zadavatel bude wusilovat o zvefejnéni
vysledki Studie v prohledédvatelné
recenzované odborné literatufe. Prvni
publikace vysledkil Studie ze vSech center
Studie avSechny néisledné publikace
(,,Publikace Poskytovatele) nebo
zptistupnéni  vysledkd  Studie  budou
koordinovany spole¢nosti Zadavatele. Poté,
co bude Studie publikovdna v odborném
Casopise, mize Zadavatel Studii zafadit na
externi webovou stranku ke sdileni idaji na
drovni pacienti pro udcely budouciho
vyzkumu a mulze také zpfistupnit celou
zpravu o Studii na registru Zadavateli. Je-li
tato Studie multicentrickou studif,
Poskytovatel a ZkousSejici timto souhlasi, Ze
bez predchoziho pisemného souhlasu
Zadavatele nebudou nezavisle publikovat,
prezentovat ¢i jakkoli jinak odhalovat,
zvetejiovat, sdélovat ¢i  zpfistupnovat
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published; provided, however, that if
a Sponsor’s Publication is not published
within eighteen (18) 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”.
Study Subjects’ personal information, such
as name or initials, shall not be publicly
disclosed at any time.

Any participation of Investigator or other
representatives of Institution as anamed
author of this Sponsor Publication will be
determined in accordance with the
International Committee of Medical Journal
Editors (“ICMJE”) Uniform Requirements
for Manuscripts, and Institution and
Investigator ~ acknowledge  that  the
enrollment of Study Subjects alone is not
a qualification for authorship. If the
Investigator or other representative of
Institution is a named author of the Sponsor
Publication, as an author, he/she (1) will
enter into a written author agreement prior to
beginning work on the Sponsor Publication:
(2) will have access to the Study data from
all Study sites as necessary to fully
participate in the development of the Sponsor
Publication; and, (3) will disclose as part of
the Sponsor Publication that Sponsor
financially supported the Study and the
Sponsor Publication, and will disclose any

jakékoli vysledky nebo informace vztahujici
se k ¢innostem Poskytovatele
a Zkousejictho, jez jsou provddény na
zéklad¢ této Smlouvy, a to az do doby, nez
dojde ke zvetejnéni publikace Zadavatelem;
to vSak za podminky, Ze nedojde-li ke
zvetejnéni Publikace Zadavatelem
nejpozdéji do osmndcti (18) mésict od
okamzZiku dokoneni Studie a uzavieni
databaze ve vSech vyzkumnych centrech ¢i
¢i pfedCasnému ukonceni Studie,
Poskytovatel a ZkouSejici budou oprdvnéni
publikovat a prezentovat vysledky cinnosti
Poskytovatele  a ZkouSejictho, jez je
provddéna na zdkladé této Smlouvy, ato
véetn¢ Studijnich dat addaji, vyhradné
vsouladu s podminkami  stanovenymi
v odstavci 5.3 ,,Divérnost nepublikovanych
dat addaja“. Osobni informace Subjektl
studie, napfiklad jméno nebo inicidly,
nebudou nikdy vefejné zptistupfiovany.

Ptipadnd ucast ZkouSejictho nebo dalSich
zastupci Poskytovatele jako uvadéného
autora této Publikace Zadavatele bude
stanovena v souladu s Jednotnymi
pozadavky na rukopisy Mezinarodniho
vyboru redaktort 1ékatskych casopist
(. ICMJE®) aPoskytovatel a ZkouSejici
berou na védomi, Ze samotné zafazeni
Subjektli studie je neopraviiuje k autorstvi.
Bude-li ZkouSejici nebo dals$i zastupce
Poskytovatele uveden jako autor Publikace
Zadavateli, pak jako autor (1) uzavie pted
zahdjenim prace na Publikaci Zadavateli
pisemnou autorskou smlouvu; (2) bude mit
piistup ke Studijnim datim a ddajim ze
vSech center Studie tak, jak bude nezbytné
k plné tucasti na Publikaci Zadavateli; a (3)
vramci Publikace Zadavateli uvede, Ze
Zadavatel Studii a Publikaci Zadavatele
finanén¢ podporovala, auvede jakykoli
osobni finan¢ni vztah k Zadavateli.
Zadavatel nebude autorim za autorskou
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personal financial relationship with Sponsor.
Sponsor will not compensate authors for
authorship activities.

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.

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. Investigator
agrees that, if Investigator, consistent with
the terms of this Section 5, speaks publicly
or publishes any article or letter about
amatter related to the Study or the
Investigational Product or that otherwise
relates to Sponsor, Investigator will disclose

¢innost poskytovat Zddnou finan¢ni odménu.

5.3 Duvérnost nepublikovanych tidaja

Poskytovatel a ZkouSejici timto berou na
védomi a souhlasi, Ze Studijni data a udaje,
jez nebyly publikovany, prezentovany Cci
jakkoli  jinak  odhaleny, zvefejnény,
zptistupnény ¢i sdé€leny na zdkladé dpravy
stanovené v odstavei 5.1 nebo 5.2
(,,Nepublikované tidaje*), zlistanou zahrnuty
do rdmce definice Divérnych informaci,
a Poskytovatel a ZkouSejici se zavazuji, Ze
neodhali, nezvetejni, nezpiistupni ¢i nesd¢li
azavdzou své zameéstnance ve shodném
rozsahu v této  souvislosti,  jakékoli
Nepublikované udaje jakékoli tieti strané Ci
nezvefejni jakdkoli Studijni data ¢i udaje
jakékoli tfeti strané, a to v rozsahu vétSim,
nezli vjakém mohou byt odhaleny,
zvefejnény,  zpiistupnény ¢i  sdéleny
v jakékoli publikaci, prezentaci ¢i jiném
odhaleni na zdklad¢ odstavce 5.1 nebo 5.2.

5.4 Kontakty s médii

Poskytovatel a ZkouSejici nebudou, a zajisti,
7Ze zameéstnanci Poskytovatele nebudou,
poskytovat jakékoli rozhovory ¢i jiné formy
kontakt s médii, zejména véetné
vydavatelstvi novin, provozovateli radiového
vysilani, provozovateli televizniho vysilani
a spole¢nostmi plsobicimi na internetu, a to
v souvislosti  se  Studii, Hodnocenym
1é¢ivem, Objevy nebo Studijnimi daty a udaji
bez  ptredchoziho pisemného  svoleni
Zadavatele. Toto ustanoveni nebrini
moznosti publikovat ¢i prezentovat Studijni
data atddaje vsouladu stimto Clinkem.
Zkousejici se zavazuje, Ze bude-li v souladu
s podminkami tohoto Cldnku 5 vefejné
hovofit nebo zvefejni-li néjaky Cclanek ci
dopis o zdlezitostech tykajicich se Studie
nebo Hodnoceného 1é¢iva ¢i  jinak
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that he/she was an investigator for the Study.

5.5 Use of Name

Except as provided for this Agreement, 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.

5.6 Survival

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

PRIVACY AND SECURITY

6.1 Study Staff Personal Data

Both prior to and during the course of the
Study, the Investigator and his/her teams
may be called upon to provide "Personal
Data," as defined in the applicable data
protection legislation enacted under the same
or equivalent/similar national legislation
(collectively “Data Protection
Legislation”). This data falls within the
scope of the law and regulations relating to
the protection of Personal Data, in particular
General Data Protection Regulation (EU)
2016/679 (“GDPR”) and Act No. 110/2019
Coll., on Personal Data Processing, and may
be used by IQVIA, Sponsor, and its
Affiliates in compliance with Data

6.

souvisejicich se Zadavatelem, vzdy uvede, Ze
byl ve Studii zkouSejicim Iékafem.

5.5 Pouziti ndzvu ¢i jména

Kromé piipadii uvedenych v této Smlouvé
neni Zadna strana této Smlouvy oprdavnéna
pouZzit jména ¢i ndzvu jiné Strany ani ndzvu
Zadavatele, ato v souvislosti s jakoukoli
reklamni  C¢innosti,  k publikacnim  ¢i
marketingovym tucelim bez piedchoziho
pisemného svoleni, s vyjimkou piipadi, kdy
Zadavatel a IQVIA budou opravnéni pouZit
nazvu Mista provadéni klinického hodnoceni
v souvislosti s publikacemi tykajicimi se
Studie avramci komunikace, vdéetné
webovych strdnek vénovanych klinickym
hodnocenim apro ucely newsletterti
vydavanych v souvislosti se Studii.

5.6 Pretrvajici platnost

Tento Cldnek 5 ,»Pradva na zverejnéni‘
zustane v platnosti iv piipadé¢ ukonceni
platnosti ¢i pii vyprSeni platnosti této
Smlouvy.

OCHRANA SOUKROMI A ZABEZPECENI

6.1 Osobni udaje Studijniho personalu

Jak pfed =zahdjenim, tak iv pribéhu
provadéni Studie, ZkousSejici a jeho/jeji tym
mohou byt pozadani o poskytnuti ,,Osobnich
udaji* definovanych v pfislusné legislativé
na ochranu osobnich udaji pfijaté jeji
transpozici do ndrodniho prdva nebo
v ekvivalentni/podobné ndarodni legislativé
(spolecné¢  , Legislativa na  ochranu
osobnich udaji“). Tyto udaje spadaji do
rdmce pravnich predpisti na dseku ochrany
osobnich udaji, zejména Obecného nafizeni
(EU) 2016/679 o ochran¢ osobnich udaji
(,GDPR*) a =zdkona ¢. 110/2019 Sb.,
o zpracovani osobnich tdaji, v platném
znéni, a mohou byt pouZivdny spolecnosti

Czech Republic _Clinical Trial Agreement _INST & INV_ Sep2020 / GSK-IQVIA Global Template — Sep2020
GlaxoSmithKline Research and Development Limited / 212895
Fakultni nemocnice Hradec Krélové

Version / Verze: redacted_041022

DUVERNE

CONFIDENTIAL /
Page / Strana 30 of / 2 73



Protection Legislation, including as set forth
below and for the length of time reasonably
necessary for the purposes below.

Sponsor, IQVIA, and Institution will
cooperate with each other to take the
necessary measures to ensure adherence to
Data Protection Legislation. Sponsor is the
controller of Personal Data. Institution is the
processor of Personal Data in relation to the
Sponsor in fulfilling of the purpose of this
Agreement. The Institution shall only hands
over patient data in pseudonymised form or,
if this does not prevent the fulfilment of the
purpose of this Agreement, anonymised data.

Sponsor is responsible for supplying the
Investigator and Study Staff with sufficient
information regarding the collection of,
handling, and use of their Personal Data.

This Personal Data may include names,
contact information, work experience and
professional qualifications, publications,
resumes, educational background and
information related to financial disclosures
or other potential conflict of interest, and
payments made to Payee(s) under this
Agreement for the following purposes:

i. the conduct of clinical trials
and/or statistical analysis,

ii. verification by governmental or
regulatory agencies, the Sponsor
and its agents, and IQVIA, and
its agents and affiliates,

iii. compliance with legal and
regulatory requirements,

IQVIA, Zadavatel ajejich PfidruZenymi
spole¢nostmi v souladu s Legislativou na
ochranu osobnich tidaj, jak je uvedeno niZe,
apo pfiméfenou dobu nezbytnou k niZe
uvedenym uceltim.

Zadavatel, IQVIA a Poskytovatel budou
vzdjemné spolupracovat na pfijeti opatfeni
nezbytnych k zajisténi dodrZzovéni
Legislativy na ochranu osobnich tdajh.
Zadavatel je sprdvcem Osobnich tdajl.
Poskytovatel je vici zadavateli v ramci
plnéni ucelu této smlouvy zpracovatelem
Osobnich udaju. Poskytovatel pfeddva ddaje
o pacientech pouze v pseudonymizované
podobé, ptipadné nebrani-li to plnéni ucelu
této smlouvy, anonymizované tdaje.

Zadavatel odpovidd za to, Ze ZkouSejicimu
a Studijnimu persondlu poskytne dostate¢né
informace o shromazd'ovini, pouzivani
a nakladani s jejich Osobnimi udaji.

Tyto osobni tdaje mohou zahrnovat jména,
kontaktni informace, pracovni zkuSenosti
a profesni kvalifikaci, prehled publikaci,
resumé, informace o absolvovaném vzdélani,
a informace tykajici se financ¢nich vztaht
nebo dalSich potencidlnich stfetl zajmu
audaje o platbdich uskute¢nénych vici
Piijemci plateb dle této Smlouvy, ato pro
nasledujici ucely:

i. provadéni klinickych hodnoceni
a/nebo statistickych analyz,

ii. ovéfeni ze strany
statnich/spravnich nebo
regulatornich dfadli, Zadavatele a
jeho zéstupci, IQVIA ajejich
zastupctl, sesterskych organizaci
¢i pobocek,

iii. zajiSténi  souladu s pravnimi
a regulatornimi pozadavky,
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iv. publication on
www.clinicaltrials.gov and
websites and databases that serve
a comparable purpose;

v. storage in databases to facilitate
the selection of investigators for
future clinical trials or other
business; and

vi. anti-corruption compliance.

Investigator’s and Study Staff’s Personal
Data may be with their consent transferred to
countries outside the FEuropean Union
(“EU”), European Economics Area and
Switzerland, such as the USA.

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 Personal Data
according to the Data Protection Legislation.
The transfer of Personal Data to third
countries must comply with Articles 44 to 46
of the GDPR, in particular according to
Standard Contractual Clauses No. L 199/37
of Commission Decision (EU) 2021/914 of 4
June 2021 (L 199/31).

Names of members of Study Staff may be
processed in IQVIA’s study contacts
database for Study-related purposes only.

6.2 Study Subject Personal Data

The consent form for the collection and use
of Study Subject personal data will be

iv. zvefejnéni na strankach
www.clinicaltrials.gov

a webovych strankach
a serverech, které slouZi

obdobnému ucelu;

v. evidovani v databazich pro ucely
usnadnéni vybéru zkouSejicich
pro budouci klinickd hodnoceni
nebo jiné ucely; a

vi. zajiSténi souladu na poli zdkazu
jakéhokoli korupcniho jednéni.

Osobni udaje ZkouSejiciho a Studijniho
persondlu mohou byt sjejich védomim
pfeddvany do zemi mimo Evropskou unii
(., EU*), Evropsky hospodaisky prostor
a Svycarsko, napiiklad do USA.

V takovém piipadé IQVIA nebo ptipadné
Zadavatel zajisti, aby byly v souladu se
zédkonnymi povinnostmi spole¢nosti IQVIA
nebo pifipadné¢ Zadavatel pred kazdym
takovym preddnim ziskdny prislusné zaruky,
které zajisti ochranu Osobnich udaji
Zkousejiciho podle Legislativy na ochranu
osobnich tdaji. Predani Osobnich ddaja do
tretich 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). Dozorovym organem v oblasti
ochrany osobnich tdajt je Utad pro ochranu
osobnich tidajii v Ceské republice.

Jména ¢lentd Studijniho persondlu mohou byt
zpracovana v databazich vedenych IQVIA
pro ucely studijnich kontaktd, a to vylu¢né
pro ucely souvisejici s klinickymi studiemi.

6.2 Osobni udaje Subjektu studie

Formulafr informovaného souhlasu Subjektu
studie se zpracovanim osobnich udajt bude

provided to Investigator by Sponsor and poskytnut  ZkouSejicimu  Zadavatelem
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approved by the Ethics Committee.

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject Personal Data for Study
purposes, including the Processing of data
collected in accordance with Data Protection
Legislation. Sponsor and Institution agree
that, as between them, Institution is best able
to manage requests from Study Subjects for
access, amendment, transfer, blocking, or
deletion of Personal Data. If Sponsor
receives arequest from a Study Subject for
such access, amendment, transfer, blocking,
or deletion, Sponsor shall forward the
request to Institution.

6.3 Data Protection and Security

Sponsor and Site shall comply with all
applicable laws, including without limitation
all applicable Data Protection Legislation
relating to the privacy and security of
Personal Data and shall implement
appropriate technical and organisational
measures in such a manner that Processing
will meet the requirements of the GDPR and
Section 16 of Act No. 110/2019, on the
processing of personal data and ensure the
protection of the rights of the data subject.

With respect to the coded Study data
provided to IQVIA and/or Sponsor, Sponsor
is considered data controller for the
Processing of the Personal Data and will both
act in accordance with Data Protection
Legislation.

If IQVIA deals with any personal data under
this Agreement in the manner of adata
controller, IQVIA shall be the data controller
of such personal data to the extent of such
dealings and shall comply with Data

a schvalen Etickou komisi.

ZkouSejici  zajisti  ziskdni  pisemného
souhlasu Subjektu studie pro ucely k ziskani
a pouZziti osobnich udaji Subjektu studie pro
ucely souvisejici se Studii, ato vcetné
zpracovani osobnich udaji v souladu
s Legislativou na ochranu osobnich ddaju.
Zadavatel a Poskytovatel se dohodly, Ze
Poskytovatel je nejlépe schopno vyfizovat
pozadavky Subjektl studie ohledné piistupu,
uprav, pirevodu, blokovdni nebo vymazani
Osobnich 1daji. Pokud Zadavatel od
Subjektu studie obdrZi takovy poZadavek na
ptfistup, upravy, pievod, blokovédni nebo
vymazdni Osobnich 1daji, ptfedd ho
Poskytovateli.

6.3 Ochrana osobnich tidaju a zabezpedéeni

Zadavatel a Misto provadéni klinického
hodnoceni budou dodrzovat vSechny platné
zdkony, zejména  veSkerou  platnou
Legislativu na ochranu osobnich tdaji
ohledné duvérnosti a zabezpeceni Osobnich
udajii, azavedou pfislusSnd technickd
a organizacni opatfeni tak, aby Zpracovavani
splnovalo vSechny pozadavky ¢l. 28 GDPR
a § 16 zdkona ¢. 110/2019 Sb., o zpracovani
osobnich udajl, a aby byla zajiSténa ochrana
prav subjektu udajt.

Pokud jde o kédovana Studijni data a udaje
poskytované spoleCnosti IQVIA a/nebo
Zadavateli, je Zadavatel povaZzovan za
spravce udaju a Poskytovatel za Zpracovatele
osobnich 1daji aob& spolecnosti museji
jednat v souladu s Legislativou na ochranu
osobnich tdaju.

Bude-li s jakymikoli osobnimi udaji podle
této Smlouvy naklddat jako sprdvce udaji
spolecnost IQVIA, bude v rozsahu, v jakém
snimi bude naklddat, sprdvcem tdaji ona
abude dodrZzovat Legislativu na ochranu
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Protection Legislation.

Before Processing any Personal Data,
Institution and Sponsor shall ensure, taking
into account industry good practice, the costs
of implementation and the nature, scope,
context and purpose of Processing, as well as
the risk of varying likelihood and severity for
the rights and freedoms of natural persons,
that appropriate technical and organisational
controls are in place to prevent unauthorised
or unlawful Processing of any Personal Data
it may hold and to protect any such Personal
Data from accidental loss, damage or
destruction.

In the scope of the Study, the Parties agree
on the list of processing activities and their
respective roles, as controller and/or
processor as specified below:

A) Sponsor, as Data Controller:

a. process Institution’s Staff, their relevant
vendor’s and sub-contractor’s data, for the
purpose of management and control of
Study, their evaluation, audit, supervision, to
ensure their legal, regulatory and
administrative  compliance, to ensure
appropriate training and information of
involved individuals;

b. process pseudonymised Study Subject’s
data for the purpose of performing the Study-
related research as described in the Protocol
and Informed Consent Form, perform further
scientific research and share data with other
researchers in compliance with applicable
legislation; and

osobnich udajt.

Pred Zpracovanim jakychkoli Osobnich
udaji  zajisti Poskytovatel a Zadavatel
sohledem na spridvnou oborovou praxi,
ndklady na realizaci a na povahu, rozsah,
kontext a ucel Zpracovani, i na riziko rizné
pravdépodobnosti a naro¢nosti ohledné prav
a svobod fyzickych osob, aby byly zavedeny
vhodné technické a organizacni kontrolni
mechanismy, které zabrani neopravnénému
nebo nezdkonnému Zpracovani jakychkoli
Osobnich udaja, které mohou uchovdvat,
abudou chrinit tyto Osobni udaje pted
ndhodnou  ztritou, poSkozenim nebo
znicenim.

V ramci této Studie se Strany dohodly na
seznamu zpracovatelskych Cinnosti a jejich
pfislusnych rolich jako sprdvce a/Ci
zpracovatele tak, jak je uvedeno nize:

A) Zadavatel bude jako spravce tdaji:

a. zpracovdvat Udaje  zaméstnancil
Poskytovatele, pfipadnych  dodavatela
a subdodavatelll, za dicelem spravy a fizeni
Studie, hodnoceni, kontroly, dohledu,
zajiSténi souladu se soukromopravnimi,
vefejnoprdvnimi 1 spravnimi predpisy a
zajiSténi nalezitého Skoleni a informovanosti
zucastnénych osob;

b. zpracovdvat pseudonymizované udaje
Subjektu studie za ucelem provadéni
vyzkumu souvisejictho se Studii, jak je
popséano v Protokolu a Formuléfi pisemného
informovaného souhlasu, provadéni dalSich
védeckych vyzkumi a sdileni ddaji s
dal$imi vyzkumnymi pracovniky v souladu s
platnymi pravnimi predpisy; a
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c. process Study Subject data for the
purpose of source data verification in the
scope of on-Site monitoring visits.

B) Sponsor may delegate partially or
entirely any of the processing activities
described in the above section A to vendors
and sub-contractors.

C) Institution, as Data Processor:

a. process Sponsor Staff, vendor’s and sub-
contractor’s data, for the purpose of the
execution of this Agreement, performance
of activities as allocated, legal, regulatory
and  administrative = compliance  as
specifically required by Sponsor as Data
Controller;

b. process pseudonymous Study Subject’s
data for the purpose of performing the
Study-related research as described in the
Protocol and Informed Consent Form and
specifically required by SPONSOR as Data
Controller.

D) Institution, as Data Controller:

a. process the (non-pseudonymised)
Study’s data for the purposes of patient care
(e.g. by storing the data in the medical
files), in accordance with all applicable
laws and regulations.

In the scope of this Agreement, the Parties
agree to limit the data collection to what is
needed for achieving purposes referred at
this Section.

It is acknowledged that where the Sponsor
and Institution act as Data Controllers
above, they act as independent Data
Controllers.

c. zpracovat udaje Subjektu studie za
ucelem ovéteni zdrojovych dat v rdmci
navstév v Misté provadéni klinického
hodnoceni.

B)Zadavatel muze casteéné nebo tplné
delegovat jakoukoli ze zpracovatelskych
¢innosti popsanych ve vySe uvedené Casti A
na dodavatele a subdodavatele.

C) Poskytovatel bude jako zpracovatel
udaju:

a.  zpracovdavat udaje  zaméstnancl
Zadavatele, dodavateld a subdodavatelu za
ucelem plnéni této Smlouvy, provadéni
piidélenych ¢innosti, dodrzovéni
soukromoprdavnich,  vefejnoprdvnich 1
spravnich pfedpisti tak, jak to vyslovné
pozaduje Zadavatel jako spravce udaji;

b. zpracovédvat pseudonymizované udaje
Subjektu studie za ucelem provadéni
vyzkumu souvisejictho se Studii, jak je
popséano v Protokolu a Formuléri pisemného
informovaného souhlasu tak, jak to vyslovné
pozaduje Zadavatel jako spravce udaji.

D) Poskytovatel bude jako spravce tdaju:

a. zpracovéavat (nepseudonymizované) udaje
vramci Studie pro ucely pacientské péce
(napf. ukldddni ddaji do zdravotnickych
zaznamil) v souladu se vSemi piisluSnymi
zékony a predpisy.

V ramci této Smlouvy se Strany dohodly
omezit shromaZzd’ovani ddajii na to, co je
nezbytné pro dosazeni ucelii uvedenych
v této Casti.

Strany berou na védomi, Ze pokud dle vyse
uvedeného Zadavatel a Poskytovatel jednaji
jako spravci ddaju, jednaji jako nezavisli
spravci udaju.
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6.4 Security Breaches

11

Notification of Security
Breaches. Sponsor and
Institution agree to notify each
other without undue delay after
of discovery of a Security
Breach.

(a) Notice of a Security Breach
to Sponsor will be sent via e-

mail tol

(b) Notice of a Security Breach
to Institution will be sent to

In the course of notification to
each other, Sponsor and
Institution will provide, as
feasible, sufficient information
for the parties to jointly assess
the Security Breach and make
any required notification to any
government authority within the
timeline required by Data
Protection Legislation. Such
information may include, but is
not necessarily limited to:

(a) The nature of the Security
Breach the categories and
approximate number of data
subjects and records;

(b) The likely consequences of
the Security Breach, in so far
as consequences are able to
be determined; and

(c) Any measures taken to
address or mitigate the

6.4 PorusSeni zabezpeceni

1l

Ozndmeni poruseni zabezpeceni.
Zadavatel  a Poskytovatel  se
dohodli, Ze se budou vzdjemné
bez zbytecného prodleni
informovat, pokud zjisti Poruseni
zabezpeceni.

(a) Oznameni o Poruseni
zabezpeceni Zadavateli bude
zasilano e-mailem na adresu

(b) Oznameni o Poruseni
zabezpeceni  Poskytovateli

bude zasilano na

Béhem vzajemného oznamovdani
si  Zadavatel a Poskytovatel,
pokud to bude moZzné, piedaji
dostatecné informace, aby mohly
Poruseni zabezpecCeni spolecné
posoudit a v€as podat piipadné

poZadované ozndmeni
pfisluSnému  vlddnimu organu
v terminu poZadovaném

Legislativou na ochranu osobnich
udajii. MuZe se jednat napiiklad
o tyto informace:

(a) povaha Poruseni zabezpeceni,
kategorie a pfibliZny pocet
subjektil idajii a zdznami;

(b) pravdépodobné nasledky
Poruseni zabezpeceni, pokud
1ze nasledky stanovit; a

(c) ptipadnd opatieni pfijatd za
ucelem feSeni nebo zmirnéni
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iii. Sponsor

1v.

incident.

and Institution will
jointly decide on the basis of all
available information and Data
Protection Legislation if the
Security  Breach  will be
considered a reportable Security
Breach and arrange  for
notification to data subjects
and/or government authorities if
required by Data Protection
Legislation. Where Sponsor and
Institution decide that
notification is required by Data
Protection Legislation, the party
that incurred the Security Breach
shall be responsible for
providing such notification.

Assistance in Event of Security
Breach. In the event of a Security
Breach relating to the Personal
Data and/or Confidential
Information collected or received
by a party under this Agreement,
the receiving party agrees to
assist and fully cooperate with
the sending party with any
internal investigation or external
investigation by third parties,

such as law enforcement,
through the provision of
information, employees,

interviews, materials, databases,
or any and all other items
required to fully investigate and
resolve any such incidents and
provide information necessary to
provide required notifications.
The breached party agrees to take
such remedial actions as the
parties mutually agree is
warranted.

incidentu.

iii. Zadavatel a Poskytovatel se na

1v.

zékladé vSech dostupnych
informaci a Legislativy na
ochranu osobnich tdaji spole¢né
rozhodnou, zda je tieba povaZovat
PorusSeni zabezpeceni za poruSeni
podléhajici oznamovaci
povinnosti, a zajisti jeho
ozndmeni subjektim tdaji a/nebo
stitnim  dfadim, pokud to
Legislativa na ochranu osobnich
udajii vyZaduje. V piipadech, kdy
Zadavatel a Poskytovatel
rozhodnou, 7ze Legislativa na
ochranu osobnich ddajii ozndmeni
vyzaduje, bude strana, kterad
PoruSeni zabezpeceni zpusobila,
povinna toto ozndmeni podat.

Soucinnost v ptipadé¢ PoruSeni
zabezpecCeni. V piipadé¢ PoruSeni

zabezpeceni tykajiciho se
Osobnich udaji a/nebo
Duvérnych informaci
shromazd’ovanych nebo

obdrZzenych smluvni stranou na
zakladé této Smlouvy souhlasi
pfijimajici strana, Ze odesilajici
strané poskytne soucinnost a bude
sni plné¢ spolupracovat pfii
veSkerém internim vySetfovani
1 externim vySetfovani
provadéném tretimi stranami, jako
jsou napiiklad donucovaci
orgény, ato  poskytovanim
informaci, zameéstnancu,
pohovorti, materidli, databazi
nebo veskerych dalSich
prostiedkil potiebnych k fadnému
vySetfeni a vyfeSeni takovych
incidentt, a poskytnutim
informaci nezbytnych k podani
pozadovanych ozndmeni. Strana,
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v. Neither Sponsor nor Institution
shall disclose, without the other
party’s prior written approval,
any information related to the
suspected Security Breach to any
third party other than a vendor
hired to investigate/mitigate such
Security Breach and bound by

confidentiality obligations,
except as required by applicable
laws. Institution agrees to

indemnify Sponsor, for all losses
resulting from any Security
Breach due to negligence or
willful misconduct by
Institution, its agents, its
Affiliates, or any vendor retained
by Institution, including but not
limited to legal damages,
government penalties, and/or
mitigation expenses.

6.5 Survival

This Section 6 “Privacy and Security” shall
survive termination or expiration of this
Agreement.

INDEMNIFICATION; STUDY SUBJECT

které se poruseni tykd, se zavazuje
pfijmout takova napravna
opatfeni, na nichz se strany
vzdjemn¢ dohodnou.

v. Zadavatel ani Poskytovatel bez
pfedchoziho pisemného souhlasu
druhé strany nezpfistupni Zadné
informace tykajici se domnélého
Poruseni zabezpeceni jiné treti
stran¢ neZz dodavateli najatému,
aby vySetfil/zmirnil toto PoruSeni

zabezpeceni, ktery je vazan
povinnosti mlcéenlivosti,
s vyjimkou piipadt

vyzadovanych platnymi zakony.
Poskytovatel se zavazuje
odsSkodnit Zadavatele za veskeré
ztraty  zpusobené  pripadnym
Porusenim zabezpeceni
v disledku  zanedbani  nebo
umyslnym pochybenim na strané
Poskytovatele, jeho zastupcu,
Pfidruzenych spole¢nosti nebo
ptipadného dodavatele
Poskytovatele, zejména za Skody
utrpéné v disledku  pravnich
sport, pokuty uloZené stdtnimi
ufady a/nebo ndkladli na zmirnéni
Skod.

6.5 Pretrvani platnosti

Tento Cldnek 6 ,Ochrana soukromi a
zabezpeceni* ziistane v platnosti i v piipadé
ukonceni platnosti ¢i pfi vyprSeni platnosti
této Smlouvy.

NAHRADA _ SKODY; ZDRAVOTNi _ UJMA

INJURY:; INSURANCE

7.1 Sponsor Indemnification

Sponsor agrees to indemnify, defend, and
hold harmless Institution and its affiliates,
Investigator, Study Staff, and other

ZPUSOBENA SUBJEKTU STUDIE; POJISTENI

7.1 Odskodnéni ze strany Zadavatele

Zadavatel se zavazuje hdgjit a odSkodnit
Poskytovatel a zbavit jej odpoveédnosti, jakoz
ijeho pfidruzené osoby, Zkousejiciho,

Czech Republic _Clinical Trial Agreement _INST & INV_ Sep2020 / GSK-IQVIA Global Template — Sep2020
GlaxoSmithKline Research and Development Limited / 212895
Fakultni nemocnice Hradec Krélové

Version / Verze: redacted_041022

DUVERNE

CONFIDENTIAL /
Page / Strana 38 of / 2 73



Institution employees, agents, and approved
subcontractors (‘“Institution Indemnitees™)
from and against any loss, expense, cost
(including settlements or ex-gratia payments
made with the consent of the parties and
reasonable legal and expert fees), liability,
damage, or claim by third parties for personal
injury, including death, that arises out of the
Institution’s  administration  of  the
investigational ~medicinal  products or
procedures provided for by the Protocol or
that arises out of the negligence or willful
misconduct of Sponsor (“Institution
Claim”), provided that Sponsor shall not
indemnify any Institution Indemnitee for any
Institution Claim to the extent the Institution
Claim arose out of:

1. failure by Institution Indemnitees
to conduct the Study in
accordance with the Protocol or
this Agreement; or

ii. the negligence or  willful
misconduct or breach of
statutory duty of Institution
Indemnitees.

Sponsor’s obligations under this Section
with respect to an Institution Claim are
conditioned on:

1. prompt written notification to
Sponsor of the Institution Claim
so that Sponsor’s ability to
defend or settle the Institution
Claim is not prejudiced; and

1i. Institution Indemnitees’
agreement that Sponsor has full
control over the defense or
settlement of the Institution

Studijni persondl adal$i zaméstnance
Poskytovatele, zdstupce a subdodavatele
(,,OdSkodiiované osoby na strané
Poskytovatele*) v piipad¢ jakékoli ztraty,
ndkladd ¢i vydajii (véetné vyrovnani nebo
plateb ex-gratia vyplacenych za souhlasu
stran a piiméfenych pravnich a znaleckych
ndkladll), odpovédnosti za Skodu , djem c¢i
ndroku tfetich stran vzniklych z poskozeni ¢i
Ujmy na zdravi, ¢i smrti z divodu podani
hodnoceného 1é¢iva ¢i poskytnuti péce
Poskytovatelem dle  Protokolu  nebo
zdivodu  nedbalosti  ¢i  dmyslného
protiprdvniho jednani ze strany Zadavatele
(,,Narok Poskytovatele*‘) za ptredpokladu,
ze  Zadavatel neodSkodni  jakoukoli
Odskodinovanou osobu na stran¢
Poskytovatelem za  jakykoliv ~ Narok
Poskytovatele do takové vySe, v jaké Narok
Poskytovateli vznikl:

1. poruSenim této Smlouvy ¢i

Protokolu Odskodnovanou
osobou na strané¢ Poskytovatele;
nebo

1. nedbalosti, umyslnym
protipradvnim jednanim ¢i

porusenim zdkonné povinnosti
Odskodnovanou osobou na strané
Poskytovatele.

Povinnosti Zadavatele na zdkladé tohoto
Clanku ve vztahu k Naroku Poskytovatele
jsou podminény:

1. promptnim pisemnym
ozndmenim o Naroku
Poskytovatele Zadavateli, aby
Zadavatel byl schopen urovnat ¢i
branit Narok Poskytovatele a

ii. OdSkodiiované osoby na strané
Poskytovatele souhlasi, ze
Zadavatel plné piebira
odpovédnost za vedeni afizeni
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Claim and to fully cooperate with
Sponsor in the defense or
settlement of the Institution
Claim; provided, that, Sponsor
will not settle any such
Institution Claim under terms
that include an admission of fault
or  wrongdoing by  any
Indemnitee or which requires an
Indemnitee to undertake a future
course of action without that
Indemnitee’s written consent to
such components.

7.2 Study Subject Injury

The Site shall notify IQVIA orSponsor in
writing of any claim of Study-related injury
and cooperate with Sponsor in the handling
of such claim, so that IQVIA or Sponsor may
enforce and defend its rights.

If Site provides medical care to a Study
Subject to treat a Study-related injury under
circumstances described in the approved
Study informed consent form as medical
expenses for which Sponsor will pay,
Sponsor will pay Institution directly on the
Study Subject's behalf for the care provided.
This commitment does not modify Sponsor’s
indemnification obligation under this
Agreement and is without prejudice to any
claim that Sponsor may have against the Site
in the event the Study-related injury was
caused by the Site’s negligence or failure to
follow the Protocol.

obrany Naroku Poskytovatele,
aze budou plné spolupracovat
se Zadavatelem na vedeni a fizeni
obrany Naroku Poskytovatele,
pficemz Zadavatel neurovna
zadny takovy Narok
Poskytovatele za podminek, které
zahrnuji pfizndni zavinéni ¢i
protipravniho jedndni jakékoliv
Odskodiiované osoby na strané
Poskytovatele ¢i které vyzaduji,
aby Odskodiovand osoba na
strané Poskytovatele podnikla
jakékoli kroky, bez souhlasu této
Odskodnované osoby na strané
Poskytovatele k takovym
podminkdm.

7.2 Zdravotni djma zpusobend Subjektu
studie

Misto provadéni klinického hodnoceni je
povinno pisemné vyrozumét spolecnost
IQVIA nebo Zadavatele o jakémkoli ndroku
vztahujicim se k onemocnéni ¢i zdravotni
Ujmé, k nimZ doslo v souvislosti se Studii,
azavazuje se pln€¢ spolupracovat se
Zadavatelem pfi  vypofddani takového
naroku, a to tak, aby mohla IQVIA ¢i
Zadavatel uplatnit a h4jit sva préava.

Jestlize  Misto  provadéni  klinického
hodnoceni poskytne Subjektu studie 1écbu
onemocnéni €1 zdravotni tjmy, k nimZ doSlo
v souvislosti se Studii, za podminek, jeZ jsou
ve schvdleném Formulafi informovaného
souhlasu pro Studii popsany jako vydaje na
1éCbu  hrazené Zadavatelem, uhradi je
Zadavatel Poskytovateli za poskytnutou
1é¢bu za Subjekt studie piimo. Tento zdvazek
neméni povinnost Zadavatele poskytnout
odskodnéni podle této Smlouvy anema
dopad na Zadny piipadny ndrok uplatnovany
Zadavatelem  v0¢i  Mistu  provadéni
klinického  hodnoceni v pfipad€¢, Ze
onemocnéni €1 zdravotni tjma, k nimZ doslo
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7.3 Insurance

Institution shall maintain, at its own expense,
a policy or program of insurance or qualified
self-insurance program at levels reasonable
and customary in the performance of clinical
studies in the country where the Study is
being performed and sufficient to support its
liabilities under this Agreement, and as
required by Applicable Law. Upon
Sponsor’s request, Institution shall have its
insurance carrier (or shall cause the medical
professional to have his or her insurance
carrier) furnish to Sponsor certificates that all
insurance required under this Agreement is
in force or furnish evidence of its self-
insurance program.

Sponsor shall maintain appropriate insurance
coverage which shall include self-insurance
in respect of its potential product liability
attributable to the administration of an
Investigational Product(s) in accordance
with the Protocol or participation to a Study.
Upon written request, Sponsor shall provide
Institution [or Site] with written evidence of
its insurance program. 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.

This Section 7 “Indemnification; Study
Subject Injury; Insurance” shall survive
termination or expiration of this Agreement.

IQVIA DISCLAIMER

IQVIA expressly disclaims any liability in

v souvislosti se Studii, byly zpiisobeny
nedbalosti nebo nedodrZzenim Protokolu ze
strany  Mista  provadéni  klinického
hodnoceni.

7.3 Pojisténi

Poskytovatel se zavazuje, Ze bude na své
ndklady udrZovat pojistku ¢i pojisténi ¢i
kvalifikovany  program  samopojiSténi
v limitech pfiméfenych a obvyklych pfi
provadéni klinickych studii v zemi, kde se
Studie provadi, a dostatecnych k plnéni jeho
zdvazki dle této Smlouvy, ajak je
vyzadovéano Platnymi pravnimi piedpisy. Na
zadost Zadavatele zajisti Poskytovatel, aby
jeho  pojistovna  poskytla  Zadavateli
certifikaty doklddajici platnost veSkerého
pojisténi pozadovaného touto Smlouvou
(nebo zajisti, aby tak ucinili zdravotnicti
pracovnici se svou pojistovnou) ¢i predlozi
dikazy o svém programu samopojisténi.

Zadavatel bude mit zajiSténo nalezité
pojistné  kryti, které bude zahrnovat
samopojiSténi  tykajici  se  pfipadné

odpovédnosti za 1éCivo, pricitatelné poddvani
Hodnoceného 1éCiva (IéCiv) v souladu
s Protokolem nebo tucasti ve Studii. Na

pisemnou  Zadost poskytne Zadavatel
Poskytovateli  [nebo  Mistu  provadéni
klinického hodnoceni] pisemny doklad
osvém pojistném programu. Zadavatel

prohlasuje a potvrzuje, Ze v souladu s ust. §
58 odst. 2 zakona ¢. 378/2007 Sb., o 1é¢ivech,
v platném znéni zajisti pojiSténi klinického
hodnoceni.

Tento odstavec Clanku 7 ,Néhrada Skody;
zdravotni djma zplsobend Subjektu studie;
pojisténi* zlstane v platnosti i po ukonceni
nebo uplynuti doby trvani této Smlouvy.

8. ODMITNUTI ODPOVEDNOSTI IQVIA

IQVIA timto vyslovné odmitd jakoukoli
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connection with the Investigational Product,
including any liability for any claim arising
out of acondition 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.

CONSEQUENTIAL DAMAGES

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 “Consequential Damages”
shall survive termination or expiration of this
Agreement.

10. DEBARMENT; DISQUALIFICATION

The Site represents and warrants that neither
Institution nor Investigator, nor any of
Institution’s employees, agents or other
persons performing the Study at Institution,
have been debarred, disqualified or banned
from conducting clinical trials or are under

9.

odpovédnost v souvislosti s Hodnocenym
1éCivem, vcetné jakékoliv odpovédnosti za
jakékoliv ndroky vyplyvajici z okolnosti
zpisobené nebo domnéle  zplsobené
jakymkoliv Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, v jakém
je  takovd  odpovédnost fici
nedbalosti, umyslnym protiprdvnim
jednanim nebo porusenim této Smlouvy ze
strany IQVIA.

Tento Cldnek 8 ,,Odmitnuti odpovédnosti
IQVIA* zGstane v platnosti i po ukonceni
nebo uplynuti doby trvéani této Smlouvy.

NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vuci
Mistu provddéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli u$lému
zisku, ztrit€¢ obchodnich pfileZitosti, ¢i
jakymkoli souvisejicim Skoddm, ani Misto
provadéni klinického hodnoceni nebude
odpovédné vici IQVIA nebo Zadavatel ve
vztahu k jakémukoli uSlému zisku, ztraté
obchodnich prilezitosti, ¢1  jakymkoli
souvisejicim Skodam.

Utelem Zadného z ustanoveni této Smlouvy
neni vyloucit nebo omezit odpovédnost
kterékoli ze stran za umrti nebo Ujmu na
zdravi osob zpusobené nedbalosti dané
strany.

Tento Cldnek 9 ,Naslednd Skoda“ zlstane
v platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI: ZAKAZ CINNOSTI

Misto provadéni klinického hodnoceni
prohlasuje a potvrzuje, Ze ani Poskytovatel,
ani ZkousSejici, ani kterykoli ze zaméstnanc,
zastupci Poskytovatele ¢i jakdkoli jina
osoba, kterd se podili na vykonu Studie u
Poskytovatele, nebyla zbavena ptisluSného
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investigation by any regulatory authority for
debarment or any similar regulatory action in
any country, and the Site shall notify IQVIA
immediately if any such investigation,
disqualification, debarment, or ban occurs.

This Section 10 “Debarment,
Disqualification* shall survive termination
or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

opravnéni, nebyla ji uloZzena sankce zdkazu
vykonu ¢innosti klinickych hodnoceni a déle,
Ze kterykoli ztéchto subjekti neni
vySetfovan jakoukoli kontrolnf{ instituci, kdy
vysledkem takového Setfeni Ci fizeni miiZe
byt uloZeni sankce zdkazu vykonu ¢innosti ¢i
odebrani opravnéni, a to v kterémkoli staté,
a Misto provadéni klinického hodnoceni se
dédle zavazuje neprodlené vyrozumét IQVIA
v ptipadé, Ze dojde k takovému vySetfovani,
diskvalifikaci, uloZeni sankce zdkazu vykonu
¢innosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Cléanek 10 »Vylou¢eni, Zdikaz
¢innosti“ zlstane v platnosti po ukonceni
nebo uplynuti doby trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

INTEREST

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 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
those 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

Misto provadéni klinického hodnoceni
souhlasi, Ze na zdklad¢ Zddosti Zadavatele
nebo IQVIA ZkouSejici pro kazdého
uvedeného a identifikovaného zkouSejiciho
nebo spoluzkousejiciho, ktefi se pfimo podili
na léCeni nebo hodnoceni Subjektd studie
neprodlené¢  pfedd IQVIA  vyplnény
a podepsany formulaf finan¢niho prohl4seni
a konfliktu  zdjmid, ktery byl vyplnén
a podepsan takovym zkouSejicim nebo
spoluzkousejicim, ve kterém tito zkouSejici
¢i  spoluzkouSejici pfiznavaji  jakékoli
piislusné z4jmy, které maji oni sami nebo
jejich manzelé/manzelky ¢i nezaopatiené
deéti.

IQVIA je opravnén pozdrZzet platby,
v piipad¢, Ze neobdrzi vyplnéné formuléie od
kazdého takového zkousejiciho
a spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
formulait dle potieby, s cilem zajistit jejich
pfesnost a uplnost v pribéhu realizace Studie

a jeden (1) rok po dokonceni Studie.
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completion.

Site agrees that the completed forms may be
subject to review by governmental or
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., even though data protection may not exist
or be as developed in those countries as in the
Site’s own country, in order for Sponsor to
comply with regulatory requirements.

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 for the Study, and that no
payments by IQVIA are being provided to
them for the purpose of inducing them to
purchase or prescribe any drugs, devices or
products; and, that no payments under this
Agreement shall be passed in whole or in
part, directly or indirectly, to any third party
as arebate or discount for the purchase of
Sponsor products. Notwithstanding the
foregoing, commercially reasonable
payments to asubcontractor who is
performing services under the terms of this
Agreement that meet the criteria for bona
fide services are not considered to be a pass-
through rebate or discount payments (even if

Misto provadéni klinického hodnoceni
souhlasi s tim, Ze vyplnéné formuldife mohou
kontrolovat  stitni aregulacni  udfady,
Zadavatel, IQVIA a jejich zdstupci, a Misto
provadéni klinického hodnoceni s takovymi
kontrolami.

ZkouSejici dale souhlasi s pfenosem dat
o financnim prohldseni do zem¢ sidla
Zadavatele a Spojenych stati americkych,
ato ikdyby v téchto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni, avSak Zadavatel bude
jednat v souladu s regulatornimi pozadavky.

Tento Clanek 11 ,,Finan¢ni informace a stfet
z4jm0* zlstane v platnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

12. ZAMEZENI UPLATKARSTVi A PODVODU

Poskytovatel a ZkousSejici souhlasi, Ze jejich
usudek, pokud jde o poradenstvi a péci
o kazdy subjekt hodnoceni, nebude ovlivnén
dhradou, kterou obdrzi na zaklade€ této
Smlouvy, adile osvédCuji, Ze tato
kompenzace nepifesahuje redlnou trzni
hodnotu sluzeb, které poskytuji pro ucely
Studie, ze zadné platby hrazené spolecnosti
IQVIA nejsou poskytovany za tcelem piimét
je k ndkupu nebo predepisovini jakychkoliv
1éka, zafizeni nebo produktd aze Zzadna
platba podle této Smlouvy ani jeji Cast
nebude piimo ani nepifimo pfedctovana
zadné tfeti stran¢ jako rabat nebo sleva na
ndkup vyrobkl Zadavatele. Bez ohledu na
vySe uvedené vSak komercné piiméfené
Castky vyplacené subdodavatelim, ktefi
budou poskytovat sluzby podle podminek
této Smlouvy, spliujici kritéria sluzeb
poskytovanych v dobré vife, nebudou
povazovany za predctovani rabat nebo slev
(a to ani v piipadé, Ze subdodavatel bude
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the subcontractor is a Sponsor customer).

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 or
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, or
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 by IQVIA pursuant to this
Agreement represent bona fide fair market
value compensation for the Study-related
services to be provided by Site. Institution
and Investigator represent and warrant that
payments or Items of Value received
pursuant to this Agreement or in relation to
the Study will not influence any decision that
Institution, Investigator or any of
Institution’s respective owners, directors,
employees, agents, consultants, or any payee
under this 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.

zakaznikem Zadavatele).

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo pfedméty pro pouZziti
ve Studii zdarma, Poskytovatel a ZkousSejici
souhlasi, Ze nebudou ziadat uhradu po
Zadném Subjektu studie, pojistovné nebo
staitnim/spradvnim dfadu nebo jakékoli jiné
treti stran¢ za tyto zdarma poskytnuté
produkty nebo predméty.

Poskytovatel a ZkouSejici souhlasi, Ze
nebudou Z4dat dhradu po Zddném Subjektu
Studie, pojistovné nebo stitnim ufadé za
jakékoliv navstévy, sluzby nebo vydaje
vzniklé v pribéhu Studie, za které obdrZeli
thradu od IQVIA nebo Zadavatele, nebo
které nejsou soucésti bézné péce, kterou by
za normdlnich okolnosti poskytli Subjektu
studie a Ze ani Poskytovatel, ani ZkouSejici
nebudou poskytovat platbu jinému lékati za
doporuceni subjektti do Studie.

13. ZAKAZ PODPLACENI

Poskytovatel a ZkousSejici timto souhlasi, Ze
platby, které budou uhrazeny spolecnosti
IQVIA na zdkladé této Smlouvy, predstavuji
odménu v pfiméfené  trzni  hodnoté
poskytovanou v dobré vife =za sluzby
poskytnuté Mistem provedeni klinického
hodnoceni v souvislosti se
Studii. Poskytovatel — a ZkouSejici  timto
prohlasuji azavazuji se, Ze platby ¢i
Hodnotné veéci, které obdrzi na zakladée této
Smlouvy ¢i v souvislosti se Studii jakkoli
neovlivni jakékoli rozhodnuti Poskytovatele,
ZkouSejictho ¢i  jakéhokoli piislusného
vlastnika Poskytovatele, cleny spravnich
organl, zaméstnance, zastupce, konzultanty
¢i jakékoli pfijemce plnéni na zakladé této
Smlouvy ktomu, aby ucinil, jakoZto
Zastupce vetfejné moci €1 jakkoli jinak, za
ucelem poskytnuti pomoci Zadavateli ¢i
IQVIA v podobé zajiSténi neopravneéné
vyhody ¢i za ucelem ziskani ¢i zachovani si
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Institution and Investigator further represent
and warrant that neither they nor any of their
respective owners, 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 retain 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.

Institution represents and warrants that
except as disclosed to Sponsor in writing
prior to the commencement of this
Agreement: (a) none of their significant
shareholders (>25% shareholding) or senior
management have influence over Sponsor’s
business; (b) no significant shareholders
(>25% shareholding), members of senior
management team, members of the Board of
Directors, or key individuals who will be
responsible for the provision of goods /
services are currently or have been in the past
two years, a Government Official with actual
or perceived influence which could affect
Sponsor business; (c¢) it is not aware of any
immediate relatives (e.g. spouse, parents,
children or siblings) of the persons listed in
the previous clause (b) having a public or
private role which involves making decisions

obchodni pfilezitosti.

Poskytovatel a ZkouSejici dale prohlasSuji
a zavazuji se, Ze ani oni, ani jakykoli jejich
vlastnik, ¢len statutdrniho organu, zastupce ¢i
konzultant, ani jakykoli pf{jemce plnéni dle
této Smlouvy, ato za ucelem pomoci
Zadavateli ¢i IQVIA k zajisténi neopravnéné
vyhody ¢i ziskdni ¢i zachovani obchodni
prilezitosti, pfimo ¢i nepiimo, neuhradi,
nenabidne ¢i neslibi uhradit, nebo nedaruje
jakoukoli Hodnotnou véc jakékoli osob¢ ¢i
subjektu v souvislosti s ndsledujicimi ucely:
(i) ovlivnéni jakéhokoli jedndni ¢i
rozhodnuti: (ii) pobidky ¢i pohnuti takové
osoby Ci subjektu, aby néco konal nebo se
zdrzel urcitého jedndni v rozporu sse
zékonem uloZenou povinosti; (iii) zajiSténim
jakékoli neopravnéné vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby ¢i subjektu
k zneuziti vlivu vuci statnimu/spravnimu
orgénu i jeho zastupci v této souvislosti, a to
za ucelem ovlivnéni jakéhokoli jednadni ¢i
rozhodnuti statniho/spravniho orgénu ¢i jeho
zastupce.

Poskytovatel prohlaSuje a zaruCuje se, Ze
s vyjimkou pfipadli, onichz pisemné
informovalo Zadavatele pfed uzavienim této
Smlouvy: (a) Zadny zjeho vyznamnych
spole¢nikil (s podilem > 25 %) ani ¢lenové
nejvyssiho vedeni nemaji vliv na obchodni
Cinnost Zadavatele; (b) Zadny zjeho
vyznamnych spolecniki (s podilem > 25 %),
Clenové  nejvySStho  vedeni, cClenové
pfedstavenstva ani klicové osoby, které
budou odpovidat za poskytovani zbozi /
sluZeb, nejsou a v poslednich dvou letech ani
nebyly Zastupcem vefejné moci se
skutecnym nebo domnélym vlivem, ktery by
mohl mit dopad na obchodni Ccinnost
Zadavatele; (c) mu neni zndmo, Ze by piimi
pfibuzni (napf. manzelé/manzelky, rodice,
déti nebo sourozenci) osob uvedenych
v pfedchozim bodé¢ (b) zastavali vefejné nebo
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which could affect Sponsor business or
providing services or products to, or on
behalf of Sponsor. Institution shall inform
Sponsor in writing at the earliest possible
opportunity of any conflict of interest as
described in this subsection 13 that arises
during the performance of this Agreement.

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 be
considered the employees or agents of
IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes as
to the Investigator or Institution or their staff.

soukromé funkce, jejichZz soucdsti by bylo
rozhodovéni, jeZ by mohlo mit dopad na
obchodni  Cinnost  Zadavatele  nebo
poskytovani sluzeb ¢i produktii Zadavatele
nebo jejim jménem. Poskytovatel bude
Zadavatele co nejdiive pisemné informovat
v pfipad¢ stfetu zdjmil popsanému v tomto
pododdilu €. 13, k némuz dojde béhem plnéni
této Smlouvy.

Nad rdmec ostatnich prdv a prostiedki
ndpravy dle této Smlouvy, ¢i na zdkladé
piislusnych pravnich ptedpisti, IQVIA nebo
Zadavatel budou opravnéni ukoncit platnost
této Smlouvy v ptipad¢, Ze Misto provadéni
klinického hodnoceni porusi jakékoli
prohlaSeni ¢i zdruky obsaZené v tomto
Clanku, piipadng, pokud IQVIA nebo
Zadavatel zjisti, Ze jsou poskytovany ¢i byly
poskytnuty neoprdvnéné platby viaci ¢i ze
strany Poskytovatele ¢i ZkousSejictho nebo
jakéhokoli  jednotlivce €1 subjektu
jednajiciho jejich jménem.

14. NEZAVISLI DODAVATELE

ZkouSejici  a Poskytovatele a Studijni
persondl budou jednat jako nezavisli
poskytovatelé smluvniho plnéni viici IQVIA
a Zadavateli a nebudou jakkoli povaZovani
za zamestnance ¢i zdstupce IQVIA nebo
Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli  odpovédnost  vztahujici se
k benefitim, penzim, ndhraddm, narokim
k dichodovému piipojisténi,
pracovnépravnim odméndm, srizkovym ¢i
Jinym pracovnépravnim danim tykajicim se
ZkouSejiciho nebo Poskytovatele nebo jejich
zameéstnancu.

15. TERM & TERMINATION 15. PLATNOST & UKONCENI PLATNOSTI
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15.1 Term

This Agreement will become binding on the
date on which it is last signed by the parties
and 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 is [

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

15.1 Platnost

Tato Smlouva nabyva platnosti k datu, kdy
bude podepsdna posledni smluvni stranou
a ucinnosti k datu, kdy bude zvefejnéna
v Registru smluv, dle zdkona ¢. 340/2015
Sb., o registru smluv (,,Datum G¢innosti‘)
a zOstane v Ucinnosti do  okamziku
dokonceni ¢i ukoncCeni v souladu s timto
Clankem 15 ,Platnost a ukon&eni platnosti®.

Predpoklddané datum ukonceni Studie je

, pfi¢emzZ toto datum muze byt
pfedmétem zmény na zdkladé poZzadavkil
Zadavatele a vsouladu s podminkami
Protokolu.

Predpoklddany pocet zatazenych Subjektd
studie je [}

15.2 Ukondéeni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z jakéhokoli
divodu s okamzZitou ucinnosti neprodlené na
zéklad€ doruceni pisemného oznameni.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym ozndmenim v pifipadé, Ze
okolnosti, jezZ jsou svoji povahou mimo
moZznost ovlivnéni ze strany Mista provadéni
klinického hodnoceni, zabrani dokonceni
Studie, nebo v piipadé¢, ze Misto provadeéni
klinického hodnoceni duvodné usoudi, Ze
pokracovdni ve Studii neni bezpecné.
V navaznosti na doruceni ozndmeni
oukonceni platnosti Misto provadéni
klinického hodnoceni neprodlené ukonci
jakykoli nédbor subjektii, bude jednat
v souladu s definovanymi postupy pro
ukonceni, zajisti, Ze ve vztahu k subjektim
Studie budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné usili
za ulelem limitace jakychkoli dalSich
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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 conditions set forth herein.
If amaterial breach of this Agreement
appears to have occurred and termination
may be required, then, except to the extent
that Study Subject safety may be
jeopardized, IQVIA and/or Sponsor may
suspend performance of all or part of this
Agreement, including, but not limited to,
subject enrollment.

16. NOTICE

16.1 Any notices required or permitted to be
given hereunder, with the exception of
notices given under Section 6.4, Security
Breach, shall be given in writing and shall be
delivered:

1. 1n person;
ii. by certified mail, postage
prepaid, return receipt requested;

iii. by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report,
or

iv. by acommercial courier that
guarantees next day delivery and
provides areceipt, and such

naklad, pricemz  IQVIA  provede
zavérecnou thradu za navstévy a milniky, jez
byly fadné provedeny na zakladé a v souladu
stouto Smlouvou, ato ve vySi Ccastek
definovanych v Piiloze A; avSak za
podminky, Ze platby budou v kazdém
piipadé sniZzeny o ¢astku ve vysi deseti (10
%) procent. Takto sniZzend castka bude
pfedstavovat hodnotu veskerych cinnosti
spojenych s uzavienim databdze, abude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formuldiit CRF, a dale poté,
co budou poskytnuta veSkerd vyjasnéni dat
a ddle dojde ke splnéni veSkerych ostatnich
podminek, jez jsou stanoveny vV této
Smlouvé. V piipad¢, Ze dojde ke vzniku
domnéni, Ze doSlo k podstatnému poruseni
této Smlouvy a mize tak dojit k ukonceni
platnosti této Smlouvy, pak s vyjimkou a v
rozsahu, vjakém miZe byt ohroZena
bezpec¢nost Subjekti studie, IQVIA a/nebo
Zadavatel mohou pferusit naplnéni celé ¢i
casti  této Smlouvy, zejména vcetné
zafazovani Subjektl studie.

16. OZNAMENI

16.1 Veskerd ozndmeni vyZadovand nebo
povolena podle této Smlouvy s vyjimkou
oznameni uvedenych v odstavci 6.4 PoruSeni
zabezpeCeni budou wucinéna v pisemné
podobé¢ a budou dorucena:

1. osobng;

ii. doporuCenym dopisem, s predem
zaplacenym postovnym,
s dorucenkou;

iii. e-mailem ve formdatu pdf/scan
nebo vjiném formdtu, ktery
znemoznuje zasah do obsahu
S potvrzenou zpravou o prenosu
nebo

iv. komercni kuryrni sluzbou, kterd
zaruCuje doruceni dalS$i den
a poskytne  potvrzeni. Tato
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notices shall be addressed as oznameni budou adresovana

follows:

takto:

To Sponsor / Zadavatel:

Name / Nizev:

Study Delivery Lead — Respiratory & Specialty

Pharma Global Clinical Delivery (Rx GCD)
Global Clinical Operations
Development R&D

GSK

Gunnels Wood Road,
Stevenage,
Hertfordshire

SG1 2NY

e-mail: [

To IQVIA / IQVIA:

Name / Nazev: IQVIA RDS Czech Republic s.r.o.
Address / Adresa: Pernerova 691/42, 186 00 Praha 8 -
Karlin, Czech Republic / Ceska republika

Tel./ Tel: NEEE

And to

IQVIA Inc.

Global Legal Department
100 IMS Drive
Parsippany, NJ 07054USA
Attention: General Counsel

Email: [

To Institution / Poskytovateli:

Name / Nazev: Fakultni nemocnice Hradec Kralové
Address / Addresa: Pravni odbor, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Krélové, Czech Republic /
Ceska republika

Tel./ Tel: +420 495 832 881

Email: dasa.prokupkova@fnhk.cz

To Investigator / ZkouSejicimu:

Name / Jméno a pfijmeni: MUDr. Irena Krémova, CSc.
Address / Adresa: Fakultni nemocnice Hradec Kralové,
Ustav klinické imunologie a alergologie, Sokolsk4 581, 500
05 Hradec Krélové — Novy Hradec Krélové, Czech Republic
/ Ceska republika

Tel./ Tel. I
Email. [

16.2 Other than as described under Section 16.2 Kromé piipadl uvedenych
6.4, Security Breach, email shall not be v odstavci 6.4 PoruSeni zabezpeceni neni e-

Czech Republic _Clinical Trial Agreement _INST & INV_ Sep2020 / GSK-IQVIA Global Template — Sep2020
GlaxoSmithKline Research and Development Limited / 212895

Fakultni nemocnice Hradec Kralové
Veorsi(v)n / \{erze: redacted_041022
DUVERNE

CONFIDENTIAL /
Page / Strana 50 of / z 73



a valid method to transmit Notices under this
Agreement.

17. FORCE MAJEURE

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, epidemic or pandemic
events, 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.

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

mail platnym zpiisobem zasilani Ozndmeni
podle této Smlouvy.

17. VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jeZ m4 byt takovou Stranou splnéna na
zakladé podminek této Smlouvy, bude
prominuto v disledku zédplav, pozara ¢i
jinych projevii Vys$i moci, epidemickych
nebo pandemickych uddlosti, nehod, valek,
nepokoji, embarg, prodleni dopravct,
nemoznosti opatfit pfisluSné materidly,
nebude-li dodédna elektrickd energie Ci jiné
pfirodni zdroje, v dusledku rozhodnuti,
zdkazli ¢i omezeni statniho/spravniho tradu
¢1 jiného prvku vyss$i moci, ktery zabrani
splnéni takové povinnosti, bez ohledu na to,
zda je shodny ¢i odliSny od shora uvedeného,
aktery stoji mimo moZnost ovlivnéni
piislusné Strany, ktera je takovou povinnosti
vazana, to vSak za podminky, Ze takto
dotéend Strana vyvine odpovidaji usili za
ucelem odstranéni ¢i ndpravy ¢i prekonani
jakéhokoli takového dvodu ¢&i pfiCiny
a bude pokracovat v plnéni svych povinnosti
v nejbliz§im moZzném ¢asovém okamziku.

18. RUZNE

18.1 Celistvost Smlouvy

Tato Smlouva, vcetné piiloh, pfedstavuje
vyhradni, celistvé auplné ujednani Stran
a nahrazuje veSkeré ostatni pisemné a uUstni
dohody vztahujici se k této Studii.

18.2 Vzdani se uplatnéni/Vynutitelnost

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

V piipadé, Ze bude kterdkoli cast této
Smlouvy shleddna jako nevykonatelna,
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will remain in effect.

18.3 Assienment of the Agreement

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, [QVIA may assign
this Agreement to Sponsor or to a third party,
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.

18.4. Subcontracting

With Sponsor’s prior written consent in each
instance, Institution may subcontract the
performance of certain Study-related
activities that are either required under the
Protocol and/or this Agreement; provided,
that (a)such approved subcontractor
performs the Study-related activities in a
manner consistent with the terms and
conditions in this Agreement; (b) Institution
causes such approved subcontractor to
comply with the terms of this Agreement, to
the extent applicable, including all
confidentiality and regulatory obligations,
Sponsor inspection and audit rights, and
Sponsor ownership rights; (c) Institution
remains liable for such  approved
subcontractor’s performance; and (d) neither
Institution nor Principal Investigator has any

zbytek této Smlouvy ziistane i nadaile
v platnosti.

18.3 Prevod Smlouvy

Tato Smlouva bude zdvaznd vaci Strandm
i jejich pradvnim ndstupciim a postupnikim.

Misto provadéni klinického hodnoceni
nepievede jakdkoli prava ¢i zdvazky z této
Smlouvy bez pifedchoziho pisemného
souhlasu IQVIA nebo Zadavatele.

Na zdklad¢ zadosti Zadavatele, IQVIA je
opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu,
aIQVIA nebude odpovédny za jakékoli
zévazky ¢i odpovédnosti dle této Smlouvy,
jez vyplynou po datu prevodu a Misto
provedeni klinického hodnoceni timto
souhlasi s takovym postoupenim. Mistu
provedeni klinického hodnoceni bude takové
postoupeni ¢i prevod ozndmeno bez
zbyte¢ného odkladu nabyvatelem.

18.4. Uzavirani subdodavatelskych
smluv
S ptedchozim pisemnym souhlasem

Zadavatele v kazdém jednotlivém piipadé
mize Poskytovatele uzavrit
subdodavatelskou smlouvu na provadéni
urcitych c¢innosti souvisejicich se Studi,
které jsou vyzadovany bud’ podle Protokolu,
anebo podle této Smlouvy, za piedpokladu,
7e (a) takovy schvileny subdodavatel bude
provadét cinnosti souvisejicich se Studii
zpusobem, ktery je v souladu s podminkami
v této Smlouve; (b) Poskytovatel zajisti, aby
takovyto schvéleny subdodavatel
v ptislusSném rozsahu dodrzoval podminky
této Smlouvy, vcetné¢ vSech regulacnich
povinnosti a  povinnosti  zachovdvat
divérnost, prava Zadavatele na kontrolu
aaudit avlastnickd prdva Zadavatele;
(c) Poskytovatel ztstane odpovédné za
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direct or indirect financial interest in any
such approved subcontractor. For the
avoidance of doubt, any such approved
subcontractor is regarded as Study Staff.

18.5 Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech Republic
and the parties agree that the courts in Hradec
Kralové will have jurisdiction to decide any
questions related to this Agreement.

18.6 Prevailing language

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

18.7 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.

18.8 Binding Authority

IQVIA represents that Sponsor has granted
IQVIA written authority to bind Sponsor to
the Sponsor obligations expressly included
in this Agreement.

plnéni takovéhoto schvéleného
subdodavatele; a (d) ani Poskytovatel, ani
Hlavni zkouSejici nemaji Zaddny piimy ani
nepiimy financni zdjem na kterémkoli
takovémto schvdleném subdodavateli. Aby
se zamezilo pochybnostem, budou vSichni
tito schvaleni subdodavatelé povazovani za
Studijni personal.

18.5 Rozhodné pravo

Tato Smlouva bude vykldddna a vyméhana
v souladu s pravnim fadem Ceské republiky
a Strany souhlasi, Ze pfislusné k rozhodnuti
vSech otdzek souvisejicich s touto Smlouvou,
budou soudy v Hradci Krédlové.

18.6. Rozhodna jazykova verze

Tato Smlouva je vyhotovena ve Ctyfech
vyhotovenich v anglickém a Ceském
jazykovém znéni. V piipadé¢ jakéhokoli
rozporu bude rozhodujici Ceskd jazykova
verze.

18.7. Pretrvavajici platnost

Podminky této Smlouvy, jeZ obsahuji prava
a povinnosti, jez svoji povahou piekracuji
okamzZik dokoncCeni Studie, zustanou
zavazné 1v piipadé ukonceni ¢i vyprSeni
platnosti této Smouvy, a to i v ptipadé¢, Ze tak
neni v této Smlouvé vyslovné€ uvedeno.

18.8 Pravné zdvazné zmocnéni

Spole¢nost IQVIA prohlaSuje, Ze Zadavatel
udélila  spolecnosti  IQVIA  pisemné
zmocnéni, aby zavazovala Zadavatele
k povinnostem, které jsou jako povinnosti
Zadavatele  vyslovné uvedeny v této
Smlouvé.
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THIS SECTION IS TATO CAST JE ZAMERNE

INTENTIONALLY LEFT BLANK; PONECHAN{& PRAZDNA;
SIGNATURE PAGE PODPISOVA STRANKA
IMMEDIATELY FOLLOWS BEZPROSTREDNE NASLEDUJE

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.o.

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 6.10.2022

ACKNOWLEDGED AND AGREED BY F akultl}i nemoc}nice’ Hradec Kralové / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice
Hradec Kralové

By/ Jméno: MUDr. AleSem Hermanem, 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: 21.10.2022
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ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS ZKOUSEJICI

Name/ Jméno: |

Signature/ Podpis:

Date/ Datum: 18.10.2022

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney 22November 2021, in
the name of GlaxoSmithKline Research and Development Limited / Podepsdano IQVIA RDS
Czech Republic, s.r.o., na zdkladé Plné moci vystavené dne 22. listopadu 2021, jménem
GlaxoSmithKline Research and Development Limited

Name/ Jméno:

Signature/ Podpis:

Date/ Datum: 6.10.2022

Attachments: Prilohy:
Attachment A - Budget and payment schedule Piiloha A — Rozpocet a platebni prehled

Attachment B - Power of attorney/delegation Pfiloha B —Plna moc/delegacni dopis pro IQVIA
letter of IQVIA
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

A.PAYEE DETAILS

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):

PRILOHA A

ROZPOCET & PLATEBNI PREHLED

A.UDAJE PRIJEMCE PLATEB

uvedeny piijemce plateb je

,Prijemce plateb):

Contract Payee / Smluvni piijemce plateb

Payee Name / Jméno/nézev ptijemce plateb
(Must match name in the contract) / (Musi
se shodovat s jménem/ndzvem ve smlouvé)

Fakultni nemocnice Hradec Krdlové

Payee Address / Adresa pifjemce plateb

Sokolska 581, 500 05 Hradec Krdlové — Novy Hradec

Krdlové, Czech Republic / Ceskd republika

VAT/Tax ID / DIC / datiové identifikadni
¢islo

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) (DIC se musi pfesné shodovat

s vySe uvedenym jménem/ndzvem piijemce
plateb nebo osvobozenim od dané, ptipada-
li v dvahu)

CZ00179906

Banking Information / Bankovni udaje:

Bank Name / Nazev banky Ceskd ndrodni banka
Bank Street / Ulice banky Na Prikopé 28
Bank City / Mésto banky Praha 1

Bank State/Province /Stat/kraj banky

Czech Republic / Ceskd republika

Bank Postal Code / PSC banky

11503

Bank Country / Zemé banky

Czech Republic / Ceskd republika

Receiving Account Currency / Ména uctu

CZK /K¢

IBAN / IBAN

CZ2307100000000024639511

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

CNBACZPP

Variable Symbol / Variabilni symbol

Invoice number / ¢islo faktury

Czech Republic _Clinical Trial Agreement _INST & INV_ Sep2020 / GSK-IQVIA Global Template — Sep2020

GlaxoSmithKline Research and Development Limited / 212895
Fakultni nemocnice Hradec Kralové

Version / Verze: redacted_041022

DUVERNE

CONFIDENTIAL /
Page / Strana 56 of / z 73

Smluvni strany souhlasi s tim, Ze nize
fadnym
piijemcem plateb podle této Smlouvy a Ze
platby podle této Smlouvy budou hrazeny
pouze ndsledujicimu piijemci plateb (ddle jen




Cislo uctu a kod SWIFT.

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 dohodnutd ména platby neodpovidd méné
vaseho bankovniho uctu, je mozZzné, Ze budete muset uvést zprostiedkovatelskou banku. Ohledné
podrobnosti se obrat'te na svou finanéni instituci. Bude-li nutné pouzivat zprostiedkovatelskou banku,
uved’te spole¢né s ostatnimi pokyny poZadovanymi pro bankovni pievod také jeji ndzev a ptipadné jeji

Contact Information / Kontaktni tidaje

Name of recipient sending invoices / Jméno
pifjemce zasilajiciho faktury

Jitka HALESOVA

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

+420 495 833 827, jitka.halesova@fnhk.cz

Language Preference / Jazykové preference

Czech / Cesky

Name of payment recipient to receive
payment notification and details / Jméno
piijemce platby pro pfijem ozndmeni

o platb¢ a podrobnosti

Jitka HALESOVA

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

+420 495 833 827, jitka.halesova@fnhk.cz

Language Preference / Jazykové preference

Czech / Cesky

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

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.

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

The remuneration of the Investigator and
Study Staff will be reimbursed by the

V piipadé zmén bankovnich ddaji Piijemce
plateb je  Centrum klinického hodnoceni
povinno pisemné informovat spolecnost
IQVIA zasldnim e-mailu na adresu:
I

Centrum  klinického  hodnoceni  bude
kontaktovat svého clena studijniho tymu
IQVIA, aby poskytlo pisemnou dokumentaci
zmén bankovnich udajli pifjemce plateb.
Smluvni strany souhlasi, Ze v pifipadé zmén
bankovnich udaji, které nezahrnuji zménu
piijemce plateb nebo zménu zem¢ umisténi
bankovniho tuctu, nebudou vyzadovany zadné
dalsi dodatky.

Smluvni strany potvrzuji, Ze ureny Ptijemce
plateb je opravnén piijimat veSkeré platby za
sluzby poskytované podle této Smlouvy.

Odména ZkouSejicimu a ¢leniim Studijniho
persondlu bude vyplacena Poskytovatelem
dle vnitini smérnice Poskytovatele.
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Institution on the basis of internal directive of
the Institution ~

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

B. PAYMENT TERM

IQVIA will pay the Payee every 3 months, on
a completed visit per subject basis in
accordance with the attached budget.
Payments including any Screening Failure that
may be payable will be made based upon prior
3 months enrolment data confirmed by subject
CREFs received from the Investigator and data
verification supporting subject visitation. A
proforma statement, which contains the
completed subject visits and associated
payments for the period, will be sent to the
Payee. The Payee will raise their invoice to
match the statement. Invoices will be payable
within 30 days from the date of delivery of the
invoice to IQVIA to the below email address
including any applicable back-up
documentation. Payements 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,
including all CRFs pages, 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.

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.

Zkousejici bere na védomi, Ze pokud neni
Pi{jemcem  plateb, IQVIA  nebude
ZkouSejicimu platit, ani kdyZ Ptijemce plateb
Zkousejicimu dhradu neposkytne.

B. PLATEBNI PODMINKY

IQVIA bude platit Piijemci plateb kazdé
3 mésice, za dokoncené ndvstévy subjektu
v souladu s pfiloZenym rozpoctem.

Platby vcetné¢ jakéhokoli neudspéSného
screeningu  pacienta, ktery miZe byt
proplatitelny, budou uhrazeny na zakladé
udajii o zafazovani za ptredchozi 3 mésice
potvrzenych  formulati CRF  subjektt
obdrZzenymi od Zkousejiciho a ovéfeni tdaji
dokladajicich navstévy subjektl. Pi{jemci
plateb bude zaslan pro forma vypis obsahujici
dokoncené navstévy subjektl a souvisejici
platby za dané obdobi. Piijjemce plateb
vystavi svou fakturu tak, aby odpovidala
vypisu. Faktury budou splatné do 30 dna od
data doruceni faktury spole¢nosti IQVIA na
uvedenou e-mailovou adresu vcetné veskeré
piislusné doprovodné dokumentace. Platby
budou v kazdém ptipadé sniZzeny o deset
procent (10 %). Tato sniZzend castka bude
predstavovat  hodnotu  jakychkoli/vSech
¢innosti spojenych s uzavienim databdze
véetné vSech stranek formulaiit CRF, vSech
vydanych  vysvétleni  dat, obdrZeni
aschvdleni  jakychkoliv nevyfizenych
regulacnich  dokumentli, jak poZaduje
spolecnost IQVIA a/nebo Zadavatel, vraceni
vSech nespotiebovanych zdsob spolecnosti
IQVIA asplnéni vSech ostatnich platnych
podminek stanovenych ve Smlouvé.

Jakékoliv vydaje nebo ndklady vzniklé
Centru klinického hodnoceni pfi plnéni této
Smlouvy, které nejsou podle Smlouvy
(v€etné tohoto RozpocCtu a rozpisu plateb)
vyslovné oznaceny jako hrazené spole¢nosti
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In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a
mandatory statute, will be included to the
above mentioned invoice amounts.

IQVIA nebo Zadavatelem, jsou vyhradni
zodpovédnosti Centra klinického hodnoceni.

V piipad¢, Ze je Poskytovatel plitcem DPH,
bude k vyse uvedenym fakturovanym
¢astkam pripoctena nélezita sazba DPH podle
zavaznych piredpist.

All  government taxes are the sole VSechny stitni dané jsou vylu¢nou

responsibility of the Payee. odpovédnosti Pifjemce plateb.

Major, disqualifying Protocol violations Zasadni diskvalifikujici poruseni

are not payable under this Agreement Protokolu nelze podle této Smlouvy

proplatit.

C. BUDGET TABLE C.ROZPOCTOVA TABULKA

Visir visir AMOUNT | SCREEN FAILURE

/ INCLUDING ___ OVERHEAD | AMOUNT __INCLUDING

NAVSTEVA (CZK) / CASTKA ZA | OVERHEAD (CZK) /
NAVSTEVU VCETNE | CASTKA ZA NEUSPESNY

REZIJNICH NAKIADU (KC)

SCREENING PACIENTA

(@1
(U

Visit 1 reduced* / Navstéva
sniZzena*

Visit 2 / NavStéva €. 2

Visit 3 ** / NdvStéva €. 3**

Visit 4 ** / NdvStéva ¢. 4**

Visit 5 ** / NdvStéva €. 5**

Visit 6 / Navstéva €. 6

Visit 7/ Navstéva €. 7

Visit 8 ** / NdvStéva €. 8**

Visit 9 phone call / Navstéva ¢.9
telefonickd

Visit 10 ** / NavStéva ¢. 10

Visit 11 phone call / Navstéva ¢. 11
telefonickd

Visit 12— exit visit / Navstéva ¢. 12 —
navstéva pii ukonceni

Total Per Subject / Celkem za Subjekt

In-clinic Follow-up *** / Kontrola na
klinice***

VCETNE REZIJNICH

NAKLADU (KC)
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Phone Follow-up *** / Telefonicka
kontrola

Withdrawal from study visit /
Ndévstéva pii odstoupeni ze studie

Unscheduled Visit # / neplanovana
navstéva €.

Visit 1 FULL * / Névstéva ¢.1
kompletni*

* If Visit 1 is performed on the same day or
within 7 days of the Exit Visit in
206713/213744 studies, baseline
assessments do not need to be repeated and
the visit should be reimbursed to the site at
the rate of "VISIT 1 Reduced". If Visit 1 is
performed more than 7 days (maximum 14
days) after the Exit Visit in 206713/213744
studies, then baseline assessments need to be
repeated and it should be reimbursed to the
site at the rate of "VISIT 1 Full".

** Visits 3-5, 8 and 10 may be conducted
outside of clinical study site by SITE
STAFF.

*#%* Follow-up Visit may be conducted at the
study site (in-clinic visit), via a Phone call or
outside of clinical study site by a home
healthcare professional. If conducted at the
clinical study site this visit should be
reimbursed to the site at the rate of "In-clinic
Follow-up". If conducted via Phone call, this
visit should be reimbursed to the site at the
rate of "Phone Follow-up". If conducted
remotely/at home this visit should be
reimbursed to the site at the rate of
Remote/Home Follow-up visit.

* Pokud se Navstéva €. 1 uskutecni stejny
den nebo do 7dni od Navstévy pii
ukonceni ve studiich 206713/213744, neni
tteba  opakovat  vychozi  vySetieni
a navstévu lze uhradit Centru klinického
hodnoceni sazbou ,Navstéva ¢C.1
snizend*. Pokud se Navstéva €. 1 uskute¢ni
vice neZz 7dni (maximalné¢ 14 dni) po
Néavstévé pii  ukoneni ve studiich
206713/213744, pak je tifeba opakovat
vychozi vySetfeni a to by mélo byt Centru
klinického hodnoceni uhrazena sazbou
,Navstéva €. 1 kompletni®.

** Navstévy €. 3-5, 8 a 10 mize persondl
Centra klinického hodnoceni provadét
mimo Centrum klinického hodnoceni.

***  Kontrolni navStévu Ize provadét
v mist€¢ provadéni klinického hodnoceni
(ndvstéva na klinice), telefonicky nebo
mimo Centrum klinického hodnoceni
zdravotnickym pracovnikem domdci péce.
Pokud se provadi v misté provadéni
klinického hodnoceni, méla by se tato
navstéva Centru klinického hodnoceni
uhradit sazbou ,Kontrola na klinice“.
Pokud se provadi telefonicky, méla by se
tato navstéva Centru klinického hodnoceni
uhradit sazbou ,,Telefonicka kontrola“.
Pokud se provadi na dalku / doma, méla by
se tato navSt€va Centru klinického
hodnoceni uhradit sazbou za
vzdalenou/domaci kontrolni navstévu.
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# This visit can be reimbursed more than
once if required.

D. STUDY START-UP FEES

A one-time, non-refundable contract
reviewpayment will be paid in the amount of

after signing of this agreement
upon delivery of invoice..

Site Initiation fee of || GGl i1 ve

reimbursed to the Institution on a pass-through
basis upon delivery of invoice after signing of
this agreement to cover costs incurred by the
Site to fulfill regulatory requirements and
feasibility in order to initiate the Study at the
Site.

AMENDMENT REVIEW FEE

A onetime, non-refundable payment of ||}
B il be made for the administration of
contract amendment after receipt of all original
contractual and regulatory documentation and
receipt of an original invoice by Clinical Trial
Payments as per payment terms provided in Sec.
B hereof upon receipt of invoice after signing of
the amendment.

E. SCREENING FAILURE

Reimbursement for screen failures will be at the
amount indicated on the visit 1 reduced or full
(as applicable) of the attached budget table.

To be eligible for reimbursement of a 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 screening procedures.

# Tuto navstévu lze v pfipadé potieby
uhradit vice nez jednou.

D. POPLATKY ZA ZAHAJENI STUDIE

Jednordzova nevratnd platba za projedndni
smlouvy bude vyplacena po podpisu smlouvy
ve vySi o doruceni faktury.

Poplatek za zah4jeni studie na centru ve vysi
I bude Poskytovateli vyplacen po
doruCeni faktury po podpisu smlouvy
k pokryti ndkladt vzniklych Mistu klinického
hodnoceni za splnéni regulacnich pozadavkl
a posouzeni proveditelnosti Studie v Misté
klinického hodnoceni.

POPLATEK ZA PROJEDNANI DODATKU

Po vyhotoveni vSech smluvnich a regulac¢nich
dokumentil a pfeddni jejich origindli vcetné
origindlu faktury Clinital Trial Payemnts dle
platebnich podminek uvedenych v odstavci B
bude uhrazen jednordzovy, nevratny poplatek
za administraci pifi vyjedndni dodatku ke
smlouvé ve vysi Fakturace po
podpisu dodatku.

E. NEUSPESNY SCREENING PACIENTA

Uhrada za netspé$né screeningy pacienta
bude ve vys$i uvedené u ndvstévy €. 1 snizena
nebo uplnd (podle potieby) priloZzené
rozpoctové tabulky.

Aby vstupni ndvStéva mohla byt uhrazena,
musi byt vyplnény podplirné uddaje
a predlozeny spoleCnosti IQVIA spolu
s veSkerymi dal§imi informacemi, které miize
IQVIA pozadovat, aby byly postupy vstupni
navstévy subjektu nédlezit€¢ zdokumentovany.
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F. DISCONTINUED OR EARLY TERMINATION

F. VYRAZENE NEBO PREDCASNE UKONCENE

SUBJECTS
Reimbursement for discontinued or early

termination subjects will be prorated based on
the number of confirmed completed visits.

G. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount, as denoted in the
Budget Table above. 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.

PROCEDURES

H. CONDITIONAL (WITH

SUBJEKTY

Uhrada za vyFazené nebo pied¢asné ukonéené
subjekty bude vypocitina pomérnym dilem
na zdklad¢ poctu potvrzenych dokoncenych
navstév.

. G. NEPLANOVANE NAVSTEVY

Platba za neplanované navStévy bude
provedena ve vySsi, jak je uvedeno v Tabulce
rozpoCtu vySe. Aby neplanované navstévy
mohly byt uhrazeny, musi byt vyplnény
podpiirné udaje a ptredlozeny spolecnosti
IQVIA spolu s dal§imi informacemi, které

muze IQVIA pozadovat, aby byla
nepldnovana ndvstéva nélezité
zdokumentovéna.

PODMINENA VYSETRENI (S FAKTUROU)

INVOICE)

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of an invoice in the amount indicated in
the table below (which includes overhead).
Subject number and procedure dates must be
included on the invoice for payment to be
issued.

Nésledujici ndklady na podminénd vysetieni
budou hrazeny pribézné na zdkladé pfijeti
faktury na Castku uvedenou v tabulce nize
zahrnujici rezijni ndklady). Aby mohla byt
platba provedena, musi byt na faktufe
uvedeno ¢islo subjektu a data vySetieni.

PROCEDURE / POSTUP

Procedure amount
(CZK) / Castka za
postup (K¢)

potieby

Sputum sample collection - for parasite screening if required /
Odbér vzorku sputa — na vysetieni pritomnosti parazitii v pripadé

potreby

Stool sample collection - for parasite screening if required | Odbér
vzorku stolice — na vySetieni pritomnosti paraziti v pripadé

Ova and parasites, direct smears; concentration and identification
(local lab) - for parasite screening if required | Vajicka a paraziti,
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piimé natéry; koncentrace a identifikace — na vysetieni pritomnosti
parazitii v pripade potreby

Single 12-lead ECG: Tracing only - for additional measurements if
clinically indicated / Jediné 12svodové EKG: pouze trasovani — pro
dalsi merent, je-li klinicky indikovdno

Spirometry, including graphic record, total and timed vital capacity,
expiratory flow rate measurement(s), forced expiratory volume
(FEV), with or without maximal voluntary ventilation (MVV),
pulmonary function test (PFT), lung function test - if needed for
unscheduled assessments [ Spirometrie, vcetné grafického
zdznamu, celkovd kapacita arozepsany vydech, méfeni
vydechového pratoku, usilovny vydechovy objem (FEV),
s maximalni volni ventilaci (MVV) nebo bez ni, test plicnich
funkci (PFT), test funkce plic — je-li zapotiebi pro nepldnovand
vysetieni

Vital signs - for additional measurements if clinically indicated /
Zékladni Zivotni funkce — pro dalsi vySetieni, jsou-li klinicky
indikovdna

Blood draw, phlebotomy, routine venipuncture for collection of
specimen(s), simple; for central and/or local laboratory
(Hematology with white blood cells count; Clinical chemistry;
Immunogenicity sample; Complement C3 and C4; serum
pregnancy - if applicable; Viral serology - if applicable; Liver
safety tests - if applicable): Includes preparation of specimen - for
additional/safety/repeat/unscheduled samples if needed / Odbér
krve, flebotomie, béZnd venepunkce pro odbér vzorku (vzorkil),
jednoduché; pro centralni a/nebo mistni laborator (hematologie
spoctem bilych krvinek; klinickd biochemie; vzorek na
imunogenicitu; komplement C3 a C4; téhotensky test ze séra — je-
li relevantni; virova sérologie — je-li relevantni; bezpecnostni jaterni
testy — jsou-li relevantni): zahrnuje pfipravu vzorki — na
dalsi/bezpecnostni opakované / nepldnované vzorky v pripadé
potreby

Lab handling and/or shipping of specimen(s), simple; for central
laboratory - for additional/safety/repeat/unscheduled samples if
needed | Manipulace v laboratofi a/nebo odesldni vzorku(l),
jednoduché; pro centralni laborator - na
dalsi/bezpecnostni/opakované/nepldnované  vzorky v pripadé
potreby

Hematology (local lab) / Hematologické vySetfeni (mistni
laborator)

Blood count; reticulocyte count, manual (local lab) / Krevni obraz,
pocet retikulocytl, manudlni (mistni laboratof)

Clinical chemistry: Includes Albumin; Bilirubin, total; Calcium;
Creatinine; Glucose; Phosphatase, alkaline; Potassium; Protein,
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total; Sodium; Transferase, alanine amino (ALT) (SGPT);
Transferase, aspartate amino (AST) (SGOT); Urea Nitrogen (BUN)
(local lab) / Klinickd biochemie: zahrnuje albumin; bilirubin,
celkovy; vapnik; kreatinin; glukézu; fosfatazu, alkalickou; draslik;
protein, celkovy; sodik; transferdzu, alaninaminotransferdzu (ALT)
(SGPT); aspartdtamino (AST) (SGOT); mocovinovy dusik (BUN)
(mistni laborator)

Clinical chemistry: Bilirubin; direct (local lab) / Klinickd
biochemie: bilirubin, pfimy (mistni laboratof)

Clinical chemistry: Magnesium (Mg) (local lab) / Klinickd
biochemie: hot¢ik (Mg) (mistni laboratof)

Clinical chemistry: Glutamyl transferase, gamma (GGT) (GGTP)
(local lab) - also for liver AEs monitoring if needed / Klinicka
biochemie: gama-glutamyltransferdza (GGT) (GGTP) (mistni
laboratot) — faké ke sledovdni jaternich neZddoucich prihod
v pripade potreby

Serum pregnancy, gonadotropin chorionic (hCG) (BetahCG);
quantitative (local lab) - for women of childbearing potential /
Té&hotensky test ze séra, choriovy gonadotropin (hCG) (BetahCG);
kvantitativni (mistni laboratot) — u Zen v plodném veku

Gonadotropin; follicle stimulating hormone (FSH) (local lab) - for
confirmation of postmenopausal status / Gonadotropin; folikuly
stimulujici hormon (FSH) (mistni laboratot) — k potvrzeni stavu po
menopauze

Complement C3 (local lab) / Komplement C3 (mistni laboratoft)

Complement C4 (local lab) / Komplement C4 (mistni laborator)

Urine collection for central and/or local laboratory (urinalysis,
urine pregnancy - if applicable) - for
additional/safety/repeat/unscheduled samples if needed /| Odbér
mo¢i pro centralni a/mebo mistni laboratoi (rozbor modi,
téhotensky test zmoCi - je-li relevantni) - na
dalsi/bezpecnostni/opakované/nepldnované  vzorky v pripadé
potreby

Urinalysis, by dip stick or tablet reagent for bilirubin, glucose,
hemoglobin, ketones, pH, protein, specific gravity, any number of
these constituents (local lab) / Rozbor mo¢i pomoci diagnostického
prouzku nebo c¢inidla ve formé& tablety na bilirubin, glukézu,
hemoglobin, ketony, pH, protein, mérnou hmotnost, jakykoli pocet
téchto slozek (mistni laboratof)

Urinalysis (urine analysis) (UA); microscopic only (local lab) - if
clinically indicated / Rozbor mo¢i (analyza moci) (UA), pouze
mikroskopickd (mistni laboratot) — je-li klinicky indikovdn

Urine pregnancy, gonadotropin chorionic (hCG) (BetahCG);
qualitative (local lab) - for women of childbearing potential |
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Téhotensky test z moci, choriovy gonadotropin (hCG) (BetahCG);
kvantitativni (mistni laboratot) — u Zen v plodném veku

Albumin; urine or other source (local lab) - for urine
Albumin/Creatinine ratio if needed / Albumin; moc¢ nebo jiny zdroj
(mistni laboratof) — na pomér albumin/kreatinin v moci v pripadé
potieby

Creatinine; other source, urine (local lab) - for wurine
Albumin/Creatinine ratio if needed / Kreatinin; jiny zdroj, mo¢
(mistni laboratof) — na pomér albumin/kreatinin v moci v pripadé
potieby

Serious adverse events (SAE) / Zavazné nezadouci piithody (SAE)

Re-consent, Informed consent performed again with the same
patient / Opétovny souhlas, informovany souhlas znovu provedeny
u stejného pacienta

Anti-neutrophil cytoplasmic antibodies (ANCA) (anti-MPO
antibody, anti-PR3 antibody) (local lab) - for immune related AEs
follow-up if needed | Anti-neutrofilni cytoplazmatické protilatky
(ANCA) (protilatky anti MPO, protildtky proti PR3) (mistni
laboratot) — na ndsledné sledovdni neZddoucich prihod
souvisejicich s imunitou v pripadé potreby

Antinuclear antibodies (ANA) (local lab) — for liver and/or immune
related Aes monitoring if needed / Antinuklearni protilatky (ANA)
(mistni laboratot) — na sledovdni nezddoucich prihod souvisejicich
s jdtry a s imunitou v pripadé potieby

International Normalized Ratio (INR) (local lab) - for liver AEs
monitoring if needed /| Mezinarodni normalizovany pomér (INR)
(mistni laboratot) — na sledovdni jaternich neZddoucich prihod

Acute hepatitis panel: Includes Hepatitis A antibody (HAADb) IgM
antibody; Hepatitis B core antibody (HbcAb) IgM antibody;
Hepatitis B surface antigen (HbsAg); Hepatitis C antibody (local
lab) - for liver AEs monitoring if needed / Panel akutni hepatitidy:
Zahrnuje protilatky proti hepatitidé A (HAAD), protilatky IgM;
protildtky proti jaddrovému antigenu hepatitidy B (HbcAb),
protilatky IgM; povrchovy antigen hepatitidy B (HbsAg);
protildtky proti hepatitidé C (mistni laboratof) — ke sledovdni
Jaternich neZddoucich prihod v pripadé potreby

Infectious agent detection by nucleic acid (DNA or RNA); hepatitis
C quantification; HCV RNA, quantification (local lab) — for liver
Aes monitoring if needed | Detekce infek¢nich latek nukleovou
kyselinou (DNA nebo RNA); kvantifikace hepatitidy C; HCV
RNA, kvantifikace (mistni laboratot) — ke sledovdni jaternich
neZddoucich prihod v pripadé potieby

Antibody; cytomegalovirus, IgM (CMV) (local lab) — for liver Aes
monitoring if needed / Protilatky; cytomegalovirus, IgM (CMV))
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mistni laboratof) — ke sledovdni jaternich neZddoucich prihod
v pripade potreby

Antibody; Epstein-Barr (EB) virus, viral capsid (VCA) (local lab)
— for liver Aes monitoring if needed |/ Protilatky; virus Epsteina—
Barrové (EB), virova kapsida (VCA) (mistni laboratof) — ke
sledovdni jaternich neZddoucich prihod v pripadé potieby

Antibody; hepatitis E (local lab) — for liver Aes monitoring if
needed / Protilatky; hepatitida E (mistni laboratot) — ke sledovdni
Jaternich neZddoucich prihod v pripadé potreby

Infectious agent detection by nucleic acid (DNA or RNA); hepatitis
B virus, HBV DNA, quantification (local lab) — for liver Aes
monitoring if needed | Detekce infek¢nich latek nukleovou
kyselinou (DNA nebo RNA); vir hepatitidy B, HBV DNA,
kvantifikace (mistni laboratot) — ke sledovdni jaternich
neZddoucich prihod v pripadé potreby

Antibody; hepatitis, delta agent, hepatitis D (local lab) — for liver
Aes monitoring if needed | Protilatka; hepatitida, delta agens,
hepatitida D (mistni laboratot) — ke sledovdni jaternich
neZddoucich prihod v pripadé potieby

Infectious agent detection by nucleic acid (DNA or RNA), (e.g.
PCR hepatitis D virus); quantitative (local lab) - for liver AEs
monitoring if needed | Detekce infekEnich latek nukleovou
kyselinou (DNA nebo RNA) (napf. PCR viru hepatitidy D);
kvantitativni (mistni laboratot) - ke sledovdni jaternich
neZddoucich prihod v pripadé potieby

Collection of PK samples for central laboratory — for liver Aes
monitoring if needed / ShromaZdovdni vzorkii na FK pro centralni
laborator — ke sledovdni jaternich nezddoucich prihod v pripadé
potreby

Creatine kinase (CK) (CPK); total (local lab) - for liver AEs
monitoring if needed / Kreatinkindza (CK) (CPK); celkem (mistni
laboratot) — ke sledovdni jaternich neZddoucich prihod v pripadé
potreby

Lactate dehydrogenase (LD) (LDH) (local lab) - for liver AEs
monitoring if needed | Laktdzdehydrogenaza (LD) (LDH) celkem
(mistni laboratot) — ke sledovdni jaternich neZddoucich prihod
v pripadé potreby

Glutamate dehydrogenase (GLDH) (local lab) -— for liver Aes
monitoring if needed / Glutaméatdehydrogendza (GLDH) (mistni
laboratot) — ke sledovdni jaternich neZddoucich prihod v pripadé
potreby

Anti-smooth muscle antibody; each antibody (local lab) - for liver
AEs monitoring if needed / Protilatky proti hladkému svalu; kazda
protilatka (mistni laborator) — ke sledovdni jaternich neZddoucich
prihod v pripadé potreby
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Anti-liver-kidney microsomal antibodies; each antibody (local lab)
- for liver AEs monitoring if needed | Mikrozomalni protilatky proti
jatrim, ledvindm; kazda protilatka (mistni laboratot) — ke sledovdni
Jjaternich neZddoucich prihod v pripadeé potreby

Gammaglobulin; immunoglobulin G, total (local lab) — for liver Aes
monitoring if needed /| Gamaglobulin; imunoglobulin G, celkem
(mistni laboratot) — ke sledovdni jaternich neZddoucich prihod
v pripade potreby

Analgesics drug level, non-opioid; 1 or 2 (e.g. acetaminophen)
(local lab) - for liver AEs monitoring if needed | Analgetika,
neopioidni; irovné 1 nebo 2 (napf. acetaminofen) (mistni laboratofr)
— ke sledovdni jaternich neZddoucich prihod v pripadé potieby

Ultrasound, abdominal (echography) (uls); B-scan and/or real time
with limited (eg single organ) — liver imaging -— for liver AEs
monitoring if needed / Ultrazvuk, bticho (echografie) (uls); B-scan
a/nebo v redlném Case s omezenim (napf. jediny organ) — zobrazeni
jater — ke sledovdni jaternich neZddoucich piihod v pripadé potieby

Interpretation and Report; Ultrasound, abdominal (echography)
(uls); B-scan and/or real time with limited (eg single organ) - liver
imaging - for liver AEs monitoring if needed / Interpretace a zprava;
ultrazvuk, bficho (echografie) (uls); B-scan a/nebo v redlném Case
s omezenim (napf. jediny organ) — zobrazeni jater — ke sledovdni
Jaternich neZddoucich prihod v pripadé potreby

Magnetic resonance imaging, liver, pancreas (MRI); without
contrast material(s) - for liver AEs monitoring if needed |/
Zobrazovani magnetickou rezonanci, jitra, slinivka (MR); bez
kontrastni latky — ke sledovdni jaternich neZddoucich piihod
v pripade potreby

Interpretation and Report; Magnetic resonance imaging, liver,
pancreas (MRI); without contrast material(s) - for liver AEs
monitoring if needed /| Interpretace azprdva; zobrazovani
magnetickou rezonanci, jdtra, slinivka (MR); bez kontrastni latky —
ke sledovdni jaternich neZdadoucich prihod v pripadé potieby

Computerized axial tomography, abdomen, abdominal (Cat Scan)
(CT Scan); without contrast material - liver imaging - for liver AEs
monitoring if needed / PoCitacova axiélni tomografie, bticho, bfiSni
(vySetteni CAT) (vySetfeni CT); bez kontrastni latky — zobrazeni
jater —ke sledovdni jaternich neZddoucich prihod v pripadé potreby

Interpretation and Report; Computerized axial tomography,
abdomen, abdominal (Cat Scan) (CT Scan); without contrast
material - liver imaging - for liver AEs monitoring if needed /
Interpretace a zprdava; pocitaCova axidlni tomografie, bficho, bfiSni
(vySetteni CAT) (vySetfeni CT); bez kontrastni latky — zobrazeni
jater —ke sledovdni jaternich neZddoucich prihod v pripadé potreby

Czech Republic _Clinical Trial Agreement _INST & INV_ Sep2020 / GSK-IQVIA Global Template — Sep2020

GlaxoSmithKline Research and Development Limited / 212895
Fakultni nemocnice Hradec Kralové

Version / Verze: redacted_041022

DUVERNE

CONFIDENTIAL /
Page / Strana 67 of / 2z 73



Computerized axial tomography, abdomen, abdominal (Cat Scan)
(CT Scan); with contrast material - liver imaging - for liver AEs
monitoring if needed / Pocitacova axidlni tomografie, bficho, bfi$ni
(vySetteni CAT) (vySetfeni CT); s kontrastni latkou — zobrazeni
jater — ke sledovdni jaternich neZddoucich prihod v pripadé potieby

Interpretation and Report; Computerized axial tomography,
abdomen, abdominal (Cat Scan) (CT Scan); with contrast material
- liver imaging - for liver AEs monitoring if needed | Interpretace
a zprdva; pocitacovd axidlni tomografie, bficho, bfisni (vySetfeni
CAT) (vySetfeni CT); s kontrastni latkou — zobrazeni jater — ke
sledovani jaternich neZddoucich prihod v pripadé potieby

Biopsy of liver; percutaneous needle: Includes anesthesia, Excludes
preoperative and postoperative care — for liver AEs monitoring if
needed | Biopsie jater; perkutinni jehla: zahrnuje anestezii,
nezahrnuje predoperacni a pooperacni péci — ke sledovdni jaternich
neZddoucich prihod v pripadé potreby

External Consultant fee: Physician other than Principal investigator
to examine trial subject for safety and adverse effects — expert
consultation for AE management if needed |/ Poplatek externimu
konzultantovi: jiny 1ékat nez Hlavni zkouSejici, ktery ma u subjektu
klinického hodnoceni vySetfit bezpecnost a neZadouci ucinky —
odbornd konzultace ke zvldddni neZddoucich prihod v pripadé
potieby

Nurse - Per Hour - for prolonged observation if needed | Zdravotni
sestra — za hodinu — za prodlouZené sledovdni v pripadé potieby

Patient Reimbursement, Overnight - Per Visit / Uhrada pacientovi
za pobyt pies noc — za navstévu

Patient Travel and meal expenses - Per Visit / Uhrada cestovnich a
vydajl a stravného pacienta — za navstévu

IP destruction fee / Poplatek za likvidaci hodnoceného ptipravku

I. RESCUE MEDICATION - Trade label

1. ZACHRANNA LECBA - inhalatory

albuterol/salbutamol metered dose inhalers

(MDIs).

Payment for Rescue Medication will be
reimbursed for actual costs on a pass-through
basis upon the receipt of the invoice. The basis
for invoicing will be dispensing slip from the
pharmacy electronic system showing the
protocol number, principal investigator name,
subject number, visit number and date of visit
and drug identification.

odmérenych davek pripravku s obchodni
znackou albuterol/salbutamol (MDI).

Platba za  zdchrannou 1éCbu  bude
probihat pribézné podle skute¢nych nakladi
a na zaklad¢€ dodané fakutry. Podkladem pro
fakuturaci bude vydejka z 1ékdrenského
elektronického systému, na které bude
uvedeno c¢islo protokolu, jméno hlavniho
zkousejiciho, ¢islo subjektu hodnoceni, Cislo
vizity a datum vizity a identifikace 1éciva.
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J. EC FEES

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

K. PHARMACY FEES:

PHARMACY SET-UP FEE

A onetime, non-refundable Pharmacy Set-Up

payment of B il be invoiced after
signing of the agreement.

A payment of [l will be made for each
issued investigational Product to site, upon
receipt of invoice.

PHARMACY: CLOSE-OUT FEE

A one-time, non-refundable Pharmacy Close-
out payment will be made upon receipt of

invoice at a cost of ||| N at end of study.

PHARMACY STORE INVESTIGATIONAL

J. POPLATKY EK

Néklady EK budou placeny po obdrZeni
faktury vystavené EK anejsou zahrnuty
v pfiloZzeném  Rozpoctu. Platba bud
provadéna piimo EK. Jakdkoli ndasledna
opakovand poddni nebo obnoveni budou
placena po obdrzeni ptislusné dokumentace

apo schvédleni  spolecnosti  IQVIA
a Zadavatelem.
K. POPLATKY LEKARNE:

POPLATEK ZA ZAHAJENI CINNOSTI
LEKARNY

Jednordzovy nevratny poplatek za zahijeni
¢innosti 1€kdrny ve vysi bude
fakturovan po podpisu smlouvy.

Poplatek za kazdé vydani hodnoceného 1é¢iva
na centrum ve VvySi I de uhrazen
pribézné po obdrZeni faktury.

LEKARNA: POPLATEK ZA UKONCENI
CINNOSTI

Jednordzovy nevratny poplatek za ukonceni
¢innosti 1ékarny bude vyplacen po piijeti
faktury ve vysi na konci studie.

UCHOVAVANI HODNOCENEHO PRIPRAVKU

PRODUCT, REFRIGERATED PER YEAR

v LEKARNE, CHLAZENE ZA ROK

(GSK3511294)

An annual Pharmacy Store Investigational
Product, refrigerated (GSK3511294/) payment
of |Gl o the refrigerated storage of
Investigational Product will be made.
Reimbursement will be made upon receipt of
invoices each year on or after the anniversary of
the signing of this Agreement. Invoices must
include the year of renewal.

L.DOCUMENT STORAGE

A record storage payment of ||| | | | I, wiu
be made upon receipt of invoice. In accordance

with  Sponsor’s  Protocol  requirements,

(GSK3511294)

Bude uhrazen kaZdorocni poplatek za
uchovdvani  chlazeného = Hodnoceného
piipravku v Lékarn€é (GSK3511294) ve vysi
B Unrada bude provedena kazdy rok
po obdrZeni faktur nebo po vyro¢i podpisu
této smlouvy. Faktury musi obsahovat rok
obnoveni.

L. ULOZENI DOKUMENTU

Po obdrzeni faktury bude provedena platba
za uchovavani zdznaml ve vysi
V souladu s poZzadavky Protokolu Zadavatele
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Institution shall maintain all Study records in a
safe and secure location to allow easy and
timely retrieval, when needed.

M. STUDY CLOSE OUT: INCLUDING ALL

bude Zdravotnické zafizeni uchovévat
vSechny zdznamy ze Studie na bezpecném
a zabezpeteném misté, aby bylo mozné je
v pfipadé potieby vc€as a snadno vyhledat.

M. POPLATEK ZA UKONCENI STUDIE:

ACTIVITIES RELATED TO CLOSING OUT THE

VCETNE VSECH AKTIVIT SOUVISEJICICH

SITE

A one-time, non-refundable Study Close-Out
payment of ||| |l will be made upon
completion and approval by IQVIA of any
outstanding data documentation (eCRFs and
data clarifications issued) and regulatory
documentation and upon receipt of original
invoice.

N. EQUIPMENT

The Site’s use and disposition of Loaned
equipment following its participation in the
Study shall be in strict accordance with the
terms of Section 1.6 of the Agreement. The
Loaned equipment has been be provided to Site
in accordance with conditions agreed in Section
1.6 of the Agreement:

ECG ELI 150¢/250c, manufacturer Welch
Allyn, Inc, USA, unit value ||| | | |
I Equipment taken over from the study
206713

Spirometer, eResearch Technology GmbH,
Germany, unit value
B Equipment taken over from the study
206713.

Handheld: Mobile device SF550, manufacturer
Bluebird Inc., USA, unit value ||| | |

AM3, manufacturer eResearch Technology
GmbH, Germany, unit value
B Equipment taken over from the study
206713.

S UZAVRENIM CENTRA KLINICKEHO
HODNOCENI

Jednorazovy nevratny poplatek za ukonceni
Studie ve vysi ude uhrazen po
dokonceni a schvéleni spolecnosti IQVIA
dokumentace jakychkoliv chybéjicich tdaji
(eCRF a vydanych vysvétleni dat) a regulacni
dokumentace a po obdrZeni faktury.

N. VYBAVENI

PouZzivéani a likvidace Zapiijceného vybaveni
Centrem klinického hodnoceni po jeho ucasti
ve Studii bude piisné v souladu s ¢lankem 1.6
Smlouvy. Centru klinického hodnoceni bylo
poskytnuto vybaveni v souladu
s podminkami sjednanymi v ¢lanku 1.6
Smlouvy:

EKG ELI 150c/250c, vyrobce Welch Allyn,
Inc. USA, hodnota pfistroje

Bl Vybaveni pievzato z hlavni studie
206713.

Spirometr, eResearch Technology GmbH,
Némecko, hodnota pfistroje

I Vybaveni pievzato z hlavni studie
206713.

Piiru¢ni pocita¢: Mobilni zafizeni SF550,
vyrobce Bluebird Inc, USA, hodnota pfistroje

Zatizeni  AM3,  vyrobce  eResearch
Technology GmbH, Némecko, hodnota

piistroje NS Vybaveni

prevzato z hlavni studie 206713.
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0. PAYMENT DISPUTES (USE WHEN

RETENTION)

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

P. INVOICES

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 issuance of the
invoice. Institution undertakes to send the
invoice to IQVIA Clinical Trial Payments via e-
mail on the same day of issue.

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:

Invoices to be billed to:
IQVIA RDS Czech Republic, s.r.o.
Pernerova 691/42, 186 00
Praha 8 - Karlin,
Czech Republic

Invoices to be sent to:
Email original invoices including back

up to:
Emailed invoices and backup are
preferred. In the event of invoices in

hard copy need to be sent, please send to
the following address:

O. SPORY O PLATBU (POUZIJE SE PRI
ZADRZENI)
Centrum klinického hodnoceni bude mit
tticet (30) dni od obdrZeni zavérecné platby
na rozporovani jakychkoli nesrovnalosti
plateb béhem Studie.

P. FAKTURY

Platby bude vystavovat spole¢nost IQVIA na
zdkladé¢ Rozpoctu navstév, Cetnosti plateb
a platebnich podminek popsanych vyse.

Platby budou provadény pouze po obdrZeni
odpovidajicich faktur, vcetné¢ doprovodné
dokumentace, ve stanovené meéné€, jak je
popsdno nize. Faktury budou splatné do
30 dni od data vystaveni faktury.
Poskytovatel se zavazuje zaslat fakturu
spolecnosti IQVIA Clinical Trial Payments
ve stejny den e-mailem.

Faktury na jakékoli dalSi platby nez ty, které
jsou uvedeny v této smlouvé (tj. dodatecné
uhrady) musi rovnéz byt zaslany spolecnosti
IQVIA aschvileny Zadavatelem. VSechny
faktury budou vystaveny ndsledujicim
zpisobem:

Fakturacni udaje:
IQVIA RDS Czech Republic, s.r.o.
Pernerova 691/42, 186 00
Praha 8 - Karlin,
Cesk4 republika

Adresa pro zaslani faktury:
E-maily s originaly faktur véetné
pripadnych dalSich podkladi zasilejte
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Att Clinical Trial Payments
IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N19JY

United Kingdom

The following information should be
included on the invoice:

o Complete INVESTIGATOR name,
address and phone number

o Invoice Date

o Invoice Number

Payee Name (must match Payee indicated

in CTA)

Payment Amount

Complete description of services rendered

Study Number:

Sponsor Name

Invoices should be printed on

site/institution letterhead

o

O O O O O

If the billing address or VAT number changes,
the Sponsor/CRO must immediately inform the
Institution  (dasa.prokupkova@fnhk.cz  and
jitka.halesova@ftnhk.cz).

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

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,
email 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

Att Clinical Trial Payments
IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Na faktuie musi byt uvedeny nasledujici
udaje:

o celé jméno, adresa a telefonni ¢islo
ZKOUSEJICIHO

o datum faktury

¢islo faktury

o jméno/nazev Piijemce plateb (musi

odpovidat Pfijemci plateb uvedenému

ve smlouvé o klinickém hodnoceni)

Castka platby

kompletni popis poskytnutych sluzeb

¢islo Studie:

nazev Zadavatele

Faktury musi byt vytiStény na

hlavickovém papife Centra klinického

hodnoceni / Poskytovatele

o

O O O O O

Pokud dojde ke zméné faktura¢ni adresy nebo
DIC, je zadavatel/CRO povinen neprodlend
informovat poskytovatele
(dasa.prokupkova@fnhk.cz a
jitka.halesova@fnhk.cz).

Veskeré dotazy tykajici se faktur a plateb
posilejte e-mailem piimo oddéleni IQVIA
Clinical Trial Payments spolec¢nosti IQVIA
na

Faktury a jakdkoli doprovodna dokumentace
nesmi obsahovat zadné osobné
identifikovatelné tdaje jakéhokoliv Subjektu,
napf. kfestni jméno nebo piijmeni, inicidly,
datum narozeni, adresu, telefon, ¢islo pasu, e-
mailovou adresu nebo udaje o platebni karté.
Pokud faktury nebo jakdkoli doprovodna
dokumentace budou takové tidaje obsahovat,
spoleCnost IQVIA na to Piijemce plateb
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does not include any personally identifying
information of any Subject.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

All amounts include all applicable taxes and
excludes VAT
All payments for this Study in accordance with
the attached Budget will be paid by IQVIA
electronically.

upozorni. Piijemce plateb bude muset znovu
odeslat pfepracovanou fakturu
a doprovodnou dokumentaci, které jiz
nebudou obsahovat 7adné osobni
identifikacni tidaje jakéhokoliv subjektu.

NA ZADNE DALSI FINANCNI
POZADAVKY NEBUDE BRAN OHLED.

VSechny ¢astky zahrnuji vSechny piislusné
dan¢ a nezahrnuji DPH

VSechny platby za toto Klinické hodnoceni v
souladu s ptilozenym rozpoctem elektronicky
vyplaceny spolec¢nosti IQVIA.
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