Kh1/2019/021/La

CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva 0 klinickém hodnoceni
(,,.Smlouva”) je uzavirana mezi nasledujicimi
stranami:

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

e Fakultni nemocnice usv. Anny v Brné, e Fakultni nemocnice usv. Anny v Brné, se

having aplace of business at Pekafska
664/53, 656 91 Brno, Czech Republic,

Identification number: 00159816, Tax
identification number: CZ00159816,
represented by Ing. Vlastimil Vajdak,

Director (the “Institution”), and

, having the address
at (the

“Investigator”), and

IQVIA RDS Eastern Holdings GmbH,
having a place of business at Stella-klein-
Lo6-Weg 15, Rund 4, Haus B, OG 5, 1020
Vienna, Austria (“IQVIA”), and

GlaxoSmithKline Research &
Development Limited, having aplace of
business at 980 Great West Road, Brentford,
Middlesex, TW8 9GS, UK (“Sponsor”)

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

sidlem Pekaiska 664/53, 656 91 Brmno,
Ceska republika, Identifikaéni ¢&islo:
00159816, Danové identifikacni cislo:
CZ00159816, zastoupena Ing. Vlastimilem
Vajdakem, feditelem  (,,Zdravotnické
zafizeni®), a

, s adresou
(,,ZkouSejici*), a

IQVIA RDS Eastern Holdings GmbH, se
sidlem Stella-Klein-Low-Weg 15, Rund 4,
Haus B, OG 5, 1020 Viden, Rakousko
(,IQVIA®), a

GlaxoSmithKline Research &
Development Limited, se sidlem 980
Great West Road, Brentford, Middlesex,
TWS 9GS, Spojené kralovstvi
(,,Zadavatel®)

Kazda samostatné jako ,,Strana“ a spole¢né

jako “Strany”.

Protocol Cislo
Number: 201790 Protokolu: 201790
A 52-week, phase 3, 52tydenni multicentrické,
multicentre, randomised, randomizované, dvojité
double blind, efficacy and zaslepené klinické hodnoceni
safety study comparing faze 3 posuzujici UCinnost
GSK3196165 with placebo Nizev a bezpecénost ptipravku
Protocol Title: | and with tofacitinib, in Protokolu: GSK3196165 Vv porovnani
combination with : s placebem  a tofacitinibem
methotrexate in participants v kombinaci s metotrexatem
with moderately to severely U pacientt se stfedni az
active rheumatoid arthritis vysokou aktivitou
who have an inadequate revmatoidni artritidy, ktefi
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response to methotrexate vykazuji nedostatecnou
odpoveéd’ na metotrexat
Protocol Date: | 06 March 2019 Datum . 6. biezna 2019
Protokolu:
SpONSor-: GlaxoSmithKline Research Zadavatel: GlaxoSmithKline Research
P ) & Development Limited ) & Development Limited
Stat, ve
kterém ma
Country sidlo Misto
where Site is . provadéni “ o .
Conducting Czech Republic Klinického Ceska republika
Study: hodnoceni,
které provadi
Studii:
2nd Department of Internal II. interni klinika, ktera je
Medicine, which is soucasti/oddélenim
Location a division/part of the | Misto, kde | Zdravotnického zatizeni. Pro
where the Institution. The clinical trial | bude klinické hodnoceni bude
study will be will also be conducted at the | provadéna rovnéz  vyuzito  prostor
conducted: Clinical Pharmacology Unit | Studie: a lidskych zdroji Klinicko-
by related emloyees of farmakologické jednotky
Institution. Zdravotnického zafizeni
100 kalendéainich dnli po
IniciaCni  navstévé  Mista
. provadéni klinického
100 Calendar Days after Site , L
. - ) hodnoceni (a to jakoZto den,
Initiation Visit (being the . . ,
. - ke kterému je  Misto
Key date by which Site must . C1xos o
. Kli¢ové datum | provadéni klinického
Enrollment enrol at least one (1) subject " , , . v 1
: e zarazeni: hodnoceni povinno zatadit
Date: as more specifically set out PR )
. . . minimaln¢ jeden (1) subjekt,
In  section 1.7 Key ok e dale odrobnii
Enrollment Date” below) ] ] c P ¥
rozvedeno niZze Vv odstavci
1.7 . Klicové datum
zafazeni”)
ECMT: MEK:
Eticka  komise  Fakultni Eticka  komise  Fakultni
hemocnice v Motole, nemocnice v Motole,
V Uvalu 84, 150 06 Praha 5, V Uvalu 84, 150 06 Praha 5,
ECMT/EC/ | Czech Republic MEK / EK /| Ceska republika
RA: SUKL:
EC: LEK:
Eticka  komise  Fakultni Eticka  komise  Fakultni
nemocnice  usv. Anny nemocnice  usv.  Anny
Vv Brn¢, Pekarska 53, 656 91 Vv Brn¢, Pekarska 53, 656 91
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Brno, Czech Republic

RA:

Statni tUstav pro kontrolu
1é¢iv, Srobarova 48, 100 41
Praha 10, Czech Republic

Brno, Ceska republika

SUKL:

Statni tGstav pro kontrolu
16¢iv, Srobdrova 48, 100 41
Praha 10, Ceska republika

The following additional definitions shall apply
to this Agreement:

Protocol: the clinical protocol referenced above
as it may be modified in the course of the Study
by the GSK (defined below) with the approval
of appropriate ethics committee.

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 GSK (defined below) on each Study
Subject.

Study: the clinical trial that is to be performed
in accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound/medical device identified
in the Protocol.

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

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

Investigational Product: the compound/medical
device identified in the Protocol that is being

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mtize v pribéhu Studie
podléhat zménam provedenym spole¢nosti GSK
(ve smyslu nize uvedené  definice)
a odsouhlasenym pftislusnou etickou komisi.

Formulate pro zdznamy 0 subjektech hodnoceni
(Case Report Form) nebo CRF: formulaf pro
zdaznamy 0 subjektech hodnoceni (v listinné ¢i
elektronické podob¢) bude pouzivan Mistem
provadéni klinického hodnoceni za ucelem
zaznamu veskerych informaci pozadovanych
Protokolem, které podléhaji oznamovani
spolecnosti GSK ve vztahu ke kazdému
Subjektu studie (ve smyslu niZze uvedené
definice).

Studie: klinické hodnoceni, které bude
provedeno  vsouladu stouto  Smlouvou
a Protokolem pro ucely ziskani a shromézdéni
informaci 0 sloZce/zdravotnickém prostiedku
popsaném V Protokolu.

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

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

Hodnocené 1é¢ivo: slozka/zdravotnicky
prostfedek definovany V Protokolu, ktery je
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tested in the Study.

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

GSK: means the Sponsor as identified above,
GSK’s Affiliates or GlaxoSmithKline group of
companies, as applicable. Sponsor and GSK’s
Affiliates are members of the GlaxoSmithKline
group of companies.

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

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

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

predmétem hodnoceni ve Studii.

Spravna _ klinickd  praxe neboli  GCP:
Harmonizovand tripartitni  smérnice  pro
Spravnou klinickou praxi vydana Mezinarodni
radou pro harmonizaci technickych pozadavki
na pfipravky pro humanni pouziti (ICH), ve
znéni, jez je Vprubéhu casu novelizovano,
azasady vymezené Helsinskou deklaraci,
revidované Vv priib¢hu Casu.

GSK: znamena vySe uvedeny Zadavatel,
PtidruZzené spolecnosti GSK nebo skupina
spolec¢nosti GlaxoSmithKline, podle okolnosti.
Zadavatel a Ptidruzené spoleénosti GSK jsou
¢leny skupiny spole¢nosti GlaxoSmithKline.

Zdravotni  zédznamy: primarni  zdravotni
zaznamy Subjektt studie vedené
Zdravotnickym zafizenim ve vztahu k Subjektu
studie, zejména zdznamy O poskytnuté péci,

zaznamy ORTG  vySetfenich, protokoly
0 provedenych biopsiich, snimky
Z ultrazvukovych vySetfeni adalsi snimky

diagnostické povahy.

Studijni data atidaje: veskeré zaznamy, zpravy
a protokoly, jez jsou odlisné od Zdravotnich
zaznami, a které jsou ziskany, shromazdény ¢i
vytvofeny V navaznosti na Studii ¢i pfipraveny
v souvislosti se Studii, zejména zpravy,
zdznamy a protokoly (naptf., CRFs, datove
prehledy, mezitimni zpravy a protokoly,
a zaveérecnd zprava), které jsou pozadovany, aby
byly poskytnuty spole¢nosti GSK v souladu
s Protokolem a veskerymi zaznamy ohledné
inventurni evidence a nakladdni s veskerym
mnozstvim Hodnoceného 1é¢iva.

Zastupce vetejné moci: jakykoli Ufednik ¢i

jakykoli zaméstnanec vladniho ufadu ¢i
jakéhokoli ministerstva, rezortu, ufadu ¢i
agentury, nebo zastupce statniho/spravniho

ufadu; jakakoli osoba jednajici v Gfedni funkci
jménem statniho/spravniho ufadu ¢i jakéhokoli

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 201790
Fakultni nemocnice u sv. Anny v Brné /

Version / Verze: Redacted // 19122019

CONFIDENTIAL / DUVERNE
Page / Strana 4 of / z 60



officer or employee of acompany or of
abusiness owned in whole or part by
a government; any officer or employee of
a public international organization such as the
World Bank or the United Nations; any officer
or employee of a political party or any person
acting in an official capacity on behalf of
a political party; and/or any candidate for
political office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility
owned or operated by agovernment agency,
ministry or department.

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

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

ministerstva, ustavu, ufadu ¢i agentury nebo
zastupce vladniho ufadu; jakykoli Ufednik c¢i
zaméestnanec spoleCnosti ¢i  podnikatelského
subjektu vlastnéného statem, Vv dil¢im ¢i plném
rozsahu; jakykoli ufednik ¢i1  zaméstnanec
mezinarodni organizace vefejného charakteru
jako napt. Svétova banka ¢i  Organizace
spojenych narodi; jakykoli ufednik ¢i jakykoli
zaméstnanec politické strany ¢i jakdkoli osoba
jednajici Vv ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli 1ékaf, farmaceut c¢i
jiny profesional ve zdravotnictvi, pracujici pro
jakoukoli ¢i V jakékoli nemocnici, 1ékarné ci
jakémkoli jiném zafizeni zdravotnického typu
ve vlastnictvi ¢i provozovaném
statnim/spravnim ufadem, ministerstvem ¢i
ustavem.

Hodnotné véci: budou vyklddany v SirSim
smyslu a mohou tak zejména zahrnovat penézni
Castky, platby ¢i ekvivalenty plateb, jako
napiiklad darkové certifikaty ¢i poukazy; dary
¢1 bezplatné poskytované vyrobky; pohosténi,
zabavu, €1 pohostinnost; cesty €i proplaceni
nakladii; poskytovani sluZeb; koupé majetku ¢i
sluzeb za nadhodnocené Ccastky; prevzeti ¢i
prominuti  splatnych  zavazkl;  vyhody
nehmotného charakteru, jako naptiklad zvySené
socialni ¢i  podnikatelské postaveni (napft.,
poskytovani darii ¢i podpory na dobroc¢inné
ucely, jez jsou podporovany statnimi/spravnimi
Ufady); a/nebo vyhod vici tietim osobam
vztahujici se K zastupcim vefejné moci (napf.
blizci ¢lenové rodiny).

Zpracovani  (zpracovavat): (ve  vztahu
k Osobnim udajim) jakakoli operace nebo
soubor operaci S Osobnimi udaji (jak jsou

definovany  niZe), jako je  napfiklad
shromazd’ovani, zaznamenani, ulozenti,
pozménéni, pouziti, predani, zpfistupnéni,

pfevadeéni, uchovavani nebo znicent.

Poruseni zabezpeceni: vyskyt jakékoli udalosti,
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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.

Loaned Equipment: any equipment temporarily
provided to the Site pursuant to this Agreement
by GSK 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 GSK or IQVIA.

RECITALS:

WHEREAS, IQVIA is providing clinical
research organisation services to GSK under
a separate contract between IQVIA and GSK.
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

1.1Compliance with Laws, Requlations, and
Good Clinical Practices

ktera by mohla, na zidkladé rozumného
ptedpokladu, narusit zabezpeCeni Duvérnych
informaci nebo zabezpeceni Osobnich udaji
podle Ptedpisi na ochranu osobnich udaji
(podle definice nize), nebo zjisténi jakéhokoli
domnélého nebo skute¢ného neopravnéného
predani, ztraty nebo odcizeni Duvérnych
informaci (podle definice nize) nebo Osobnich
udaji podle Predpisi na ochranu osobnich
udaju.

Zapujcené  vybaveni: jakékoli  vybaveni
poskytnuté do¢asné Mistu provadéni klinického
hodnoceni podle této Smlouvy spole¢nosti GSK
nebo jejim povéfenym zastupcem pro pouziti
vyhradn¢ ve Studii, jako je napftiklad
pocitacovy hardware a software pro
Zkousejiciho a Studijni persondl, aby mohli
pouzivat, shromazd’ovat, zaddvat a 0znamovat
Studijni data atdaje spolecnosti GSK nebo
IQVIA.

UVODNI CAST:

VZHLEDEM K TOMU, ze IQVIA poskytuje
spolecnosti GSK  sluzby smluvni vyzkumné
organizace, a to na zakladé samostatné smlouvy
uzaviené mezi IQVIA a GSK. Sluzby IQVIA
zahrnuji monitoring Studie a uzavirani smluv
s klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, ze Zdravotnické
zafizeni a Zkousejici (dale spolecné jen ,,Misto
provadéni Kklinického hodnoceni®) hodlaji
provést Studii a IQVIA po Mistu provadéni

klinického hodnoceni poZzaduje provedeni
takové Studie.
NYNI SOHLEDEM NA  SHORA

UVEDENE, bylo dohodnuto nasledujici:

1. PROVEDENI STUDIE

1.1Soulad s Pravnimi piedpisy, nafizenimi
a Spravnou klinickou praxi
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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, as
amended (“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, as amended
(,Act on Medical Services*) or any
subsequent amendments or laws
substantially replacing any of the foregoing
(together “Applicable Laws”). Site and
Study Staff acknowledge that IQVIA and
GSK, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery
Act 2010 of the United Kingdom (“Bribery
Act”); (ii) the Foreign Corrupt Practices Act
1977 of the United States of America
(“FCPA”) and (iii) any other applicable
anti-corruption legislation.

GSK and IQVIA hereby undertake not to
conclude any other contract in connection
with this Study with any employee of the
Institution, without having Institution’s prior

Misto provadéni klinického hodnoceni
souhlasi stim, ze Misto provadéni
klinického hodnoceni a Studijni personal
provede ve Zdravotnickém zafizeni Studii
v pfisném souladu stouto Smlouvou,
Protokolem, veskerymi ptislusnymi
pravnimi predpisy a nafizenimi, zejména
véetné GCP a veskerych pravnich ptedpisi
souvisejicich S ochranou I¢katského
tajemstvi a osobnich udaju, zak. ¢. 378/2007
Sh., o0léivech azménach nékterych
souvisejicich  zdkonti, V platném znéni
(,,Zakon o0 lécivech”) a Vyhlasky ¢.
226/2008 Sb., o spravné klinické praxi
a blizsich podminkéach klinického hodnoceni
lé¢ivych ptipravki, v platném znéni, zak. .
372/2011 Sb., o0 Zdravotnich sluzbach
a podminkéch jejich poskytovani, v platném
znéni (,,Zakon 0 zdravotnich sluzbach®)
nebo jakychkoli naslednych pozménujicich
¢1 podstatné nahrazujicich pravnich predpisi
ve vztahu ke shora uvedenym pravnim
normam, (spolecn¢ , Prislusné pravni
predpisy). Misto provadeéni klinického
hodnoceni a Studijni persondl timto berou
na védomi, ze IQVIA aGSK, ajejich
ptislusné Pfidruzené subjekty, se zavazuji
dodrzovat (i) britsky zakon proti korupci
z roku 2010 (,,Protikorupéni zakon®); (ii)
zakon USA zroku 1977 o0 zahrani¢nich
korupénich  praktikaich ~ zroku 1977
(,FCPA®) a(iii) jakékoli dalsi pravni
prepisy na Useku zakazu korupc¢nich praktik.

GSK alQVIA se timto zavazuji, ze
v souvislosti  stouto Studii neuzaviou
zddnou  jinou smlouvu S zadnym
zaméstnancem Zdravotnického zafizeni, bez

written consent. piedchoziho pisemného souhlasu
Zdravotnického zafizeni.
1.2Informed Consent Form 1.2Formulaf  pisemného  informovaného
souhlasu
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Site agrees to use an informed consent form
that has been approved by GSK and is in
accordance with Applicable Laws 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 agrees that prior to the commencement
of the Study GSK or IQVIA shall provide
the Investigator with the informed consent
form, which complies with all requirements
of laws and regulations of the Applicable
Laws and is approved by appropriate
authorities  and  ethics  committees.
Investigator 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:

i.maintain and store Medical
Records and Study Data in
a secure manner with physical and
electronic access restrictions, as
applicable and  environmental
controls  appropriate to  the
applicable data type and in
accordance with Applicable Laws,
regulations and industry standards;

Misto provadéni klinického hodnoceni
souhlasi Stim, ze bude pouzivat formular

informovaného  souhlasu, ve  znéni
schvaleném GSK, aktery je Vv souladu
s PrisluSnymi pravnimi predpisy
a pozadavky Etické komise pro
multicentricka hodnoceni (,,MEK*)
a Mistnich  etickych  komisi  (,,LEK®),

spolecné dale jen Etickych komisi (,,EK®),
které jsou zodpovédné za kontrolu Studie.

Misto provadéni klinického hodnoceni
souhlasi, ze GSK nebo IQVIA je povinna
dodat ZkousSejicimu pied zahajenim Studie
formuldf informovaného souhlasu, ktery
bude  splhovat  veSkeré  pozadavky
Piislusnych  pravnich predpist a bude
schvalen pfisluSnymi organy a etickymi
komisemi.  ZkouSejici 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 provadéni klinického
hodnoceni  zajisti promptni, Uplné
a presné shromazd’ovani,
zaznamenavani a klasifikacni rozttidéni
Zdravotnich zadznama a Studijnich dat
a udaja.

Misto provadéni klinického hodnoceni
bude:

I.vést askladovat Zdravotni zdznamy
a Studijni data audaje bezpecnym
zpusobem S omezenim fyzického
i elektronického pristupu, dle
podminek konkrétniho ptipadu as
kontrolou prostfedi ptislusSnou pro
konkrétni typ dat audaju v souladu
S PtislusSnymi  pravnimi  pfedpisy,
nafizenimi a technickymi standardy;

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
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and

Ii. protect the Medical Records and
Study Data from unauthorized use,
access, duplication, and disclosure.
If directed by GSK or IQVIA, Site
will submit Study Data using the
electronic system provided by
GSK or IQVIA or their designated
representative and in accordance
with  GSK’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.
CRF information associated with
a Subject’s  visit must  be
satisfactorily completed within
seven (7) business days of the
Subject’s wvisit, after receipt of
Subject’s data queries, or if
applicable, after receipt of the
Subject’s test results.
Notwithstanding the foregoing, the
GSK/IQVIA Study team may
communicate in  writing the
reasonable necessity for response
time to be modified (i.e.
shortened) during interim analysis,
urgent safety review (e.g. dose
escalation timing, urgent FDA
query) or study closeout periods.
For dose escalation, data entry and
queries must be answered within
one (1) business day. The
Institution will use reasonable
efforts to meet such timing
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a

ii. chranit Zdravotni zadznamy

aStudijni data audaje  proti
neopravnénému zneuziti, pfistupu,
kopirovani ¢i odhaleni. Bude-li tak
pozadovano spolecnosti GSK ¢i
IQVIA, Misto provadéni klinického
hodnoceni ptedlozi Studijni data
audaje za pouziti elektronického
systému pro elektronicky zaznam dat,
ktery bude poskytnuty spolecnosti
GSK nebo IQVIA nebo jimi uréenym
zastupcem, ato v souladu s pokyny
Zadavatele pro elektronicky zaznam
dat. Misto provadéni klinického
hodnoceni zabrani neopravnénému
pfistupu ke  Studijnim  datim
a udajim zajisténim fyzické
bezpecnosti elektronického systému
a dale zajisti, ze Studijni personal
bude zachovévat v divérném rezimu
jim  pfidélend pfistupova hesla.
ZkousSejici souhlasi, Ze shromazdi
veSkera  Studijni data  atdaje
obsazené ve Zdravotnich zdznamech
pfed jejich vloZzenim do CRF. Misto
provadéni  klinického  hodnoceni
zajisti neprodlené predkladani CRF.
Informace v CRF souvisejici
Snavstévou Subjektu musi byt
uspokojivé vyplnény do sedmi (7)
pracovnich dnlt od  navstévy
Subjektu, od obdrzeni dotazil
0 udajich Subjektu nebo, je-li to
relevantni, od obdrzeni vysledkl
testll pro Subjekt. Bez ohledu na vyse
uveden¢ muize  Studijni tym
GSK/IQVIA zaslat pisemné sdéleni
ohledné¢ odivodnéné potieby upravy
lhtity na odpoveéd’ (tj. jejiho zkraceni)
pii pfedbézné analyze, urgentni
kontrole bezpecnosti (napt. ¢asovani
zvySeni davky, urgentni dotaz od
amerického kontrolniho ufadu FDA)
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requests; and

iii. retain Medical Records and
Study Data for aminimum of
fifteen (15) years from the issue
date of the clinical study
report/summary or equivalent.
GSK will inform the Investigator
of the date on which the GSK
required retention period will
expire. After the expiration of this
period, Institution or Investigator
is responsible for complying with
any remaining relevant local,
organizational, state, national
and/or regulatory guidelines for
records retention. If, at any time
during the retention period,
Investigator and/or Institution are
unable to comply with the record
retention responsibilities in this
Section (e.g., Institution site
closure), Investigator or Institution
shall transfer responsibility for
record retention to another party at
the Institution or to athird party
off-site archive facility.
Investigator or Institution must
provide written notice to IQVIA
and/or GSK prior to such transfer
which specifies the name and
address of the new responsible
party and, if applicable, the new
file location address.
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nebo béhem obdobi uzavirani studie.
Pro ucely zvySovani davek musi byt
zadosti o zadani dat a dotazy
zodpovézeny béhem jednoho (1)
pracovniho dne. Zdravotnické
zafizeni bude vynakladat pfimétené
usili na plnéni téchto pozadavki
tykajicich se ¢asovych lhit; a

iii. uchovavat Zdravotni  zdznamy

a Studijni data audaje po dobu
nejméné patnacti (15) let od data
vydani  zpravy/souhrnu  klinické
studie nebo jejich ekvivalentu. GSK
bude Zkousejiciho informovat 0 datu,
kdy uplyne doba uchovéani zaznami
pozadovana GSK. Po uplynuti této
doby budou Zdravotnické zatizeni
a Zkousejici odpovidat za dodrzovani
vSech ostatnich relevantnich
mistnich, organizacnich, statnich,
narodnich  a/nebo  regulatornich
smeérnic ohledné uchovavani
zédznamu. Pokud kdykoli béhem doby
uchovavani  zaznamti  nebudou
ZkouSejici  a/nebo  Zdravotnické
zafizeni schopni plnit povinnosti
tykajici  se uchovdni  zdznamu
uvedené Vtomto clanku (napf.
Zdravotnické zatizeni ukonci
¢innost), Zkousejici nebo
Zdravotnické  zafizeni  ptfevedou
povinnosti uchovani zaznaml na
jilnou stranu ve Zdravotnickém
zatizeni nebo na externi zafizeni pro
archivaci zaznaml mimo
Zdravotnické zafizeni. Pted
pfevedenim téchto povinnosti 0 tom
musi ZkouSejici nebo Zdravotnické
zafizeni pisemné vyrozumét IQVIA
a/nebo GSK s uvedenim jména/nazvu
a adresy nové odpovédné strany a,
pokud je to relevantni, adresy nového
uloZeni zaznamu;
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iv.take  measures to  prevent

accidental or premature
destruction or damage of these
documents during the retention
period. Neither Institution nor
Investigator shall destroy or permit
the destruction of any Medical
Records or Study Data without
prior written notification to GSK.
Upon the expiration of the
retention period, Site shall comply
with  any applicable local,
organizational, state, national
and/or regulatory guidelines for
records retention.

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

1.3.2 Ownership. Institution shall retain
ownership and store Medical Records.
The Institution and the Investigator will
assign to GSK all of their rights, title
and interest, including intellectual
property rights, to all Confidential
Information (as defined below) and any
other Study Data.

1.3.3 Access, Use, Monitoring and
Inspection. Site shall provide original or
copies (as the case may be) of all Study
Data to IQVIA and GSK for GSK’s use.
Site shall afford GSK and IQVIA and
their representatives and designees

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
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iv. pfijme opatfeni za ucelem
zabranéni ndhodného ¢i pred¢asného
zniCeni €1 posSkozeni  téchto
dokumenti béhem doby jejich
uchovani. Ani Zdravotnické zafizeni,
likvidaci  jakychkoli ~ Zdravotnich
zdznaml ¢i Studijnich dat audaja
bez predchoziho pisemného
oznameni  zaslaného  spolec¢nosti
GSK. Po uplynuti doby uchovani
zaznamid bude Misto provadéni
klinického  hodnoceni  dodrzovat
veskeré prislusné mistni, organizacni,
statni, narodni a/nebo regulatorni
smérnice ohledn€ uchovani zaznamu.

V piipadé ukonceni pracovnépravniho
poméru Zkousejiciho, odpovédnost za
vedeni Zdravotnich zadznaml
a Studijnich dat atudaji bude urcena
vsouladu  sPfislusnymi  pravnimi
predpisy, avSak Zdravotnické zatizeni
se Vv zadném piipadé nezprosti svych
povinnosti, jeZ mu plynou Zz této
Smlouvy  ve  vztahu k vedeni
Zdravotnich zdznama a Studijnich dat
a udaj.

1.3.2 Vlastnictvi. Zdravotnické zatizeni
si ponecha ve vlastnictvi abude
uchovavat Zdravotni zaznamy.
Zdravotnické  zafizeni a ZkouSejici
pfevedou na GSK veskerd sva prava,
naroky a tituly, vcetn& prav dusSevniho
vlastnictvi k Davérnym informacim (ve
smyslu niZze uvedeném) a k jakymkoli
jinym Studijnim datlim a dajim.

1.3.3 Piistup, Pouziti, Monitoring
a Kontrola. Misto provadéni klinického
hodnoceni poskytne originaly ¢i kopie
(dle podminek konkrétniho piipadu)
vSech Studijnich dat audaji IQVIA
a GSK pro moznost jejich vyuziti GSK.
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reasonable access to Site’s facilities and
to Medical Records and Study Data so
as to permit GSK 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.

The Site agrees to cooperate with the
representatives of IQVIA and GSK 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
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 GSK to attend any such
inspections. The Site will
reasonable efforts to separate, and not
disclose, all Confidential Information

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
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Misto provadéni klinického hodnoceni
umozni GSK  alQVIA ajejich
zéastupctim a zmocnéncim odpovidajici
pfistup do prostor a zafizeni Mista
provadéni klinického hodnoceni ak
Zdravotnim zdznamim a Studijnim
datim a udajim, aby umoZznilo GSK
alQVIA a jejich zastupctim
a zmocnéncum provedeni monitoringu
Studie.

Misto provadéni klinického hodnoceni
umozni regulatornim uradim
pfiméfeny piistup do prostor a zatizeni
Mista provadéni klinického hodnoceni
ake Zdravotnim zaznamuim
a Studijnim datim a udajiim,
a poskytne opravnéni ke kopirovani
Zdravotnich zaznamu a Studijnich dat
a udaju.

Misto provadéni klinického hodnoceni
souhlasi, Ze bude spolupracovat se
zastupci IQVIA a GSK, ktefi navstivi
Misto provadéni klinického hodnoceni,
a Misto provadeéni klinického
hodnoceni souhlasi, Ze zajisti, ze
zaméstnanci a zastupci Mista provadéni
klinického hodnoceni nebudou klést
jakékoli prekazky ¢i1 jakkoli jinak
vytvaret neptfiznivé pracovni podminky
pro takové zastupce.

Misto provadéni klinického hodnoceni
neprodlen¢ vyrozumi IQVIA, av téze
souvislosti IQVIA poskytne veskeré
kopie, 0 jakékoli zadosti,
korespondenci ¢i komunikaci pfijaté ¢i
zaslané jakémukoli statnimu/spravnimu
uradu ¢i regulatorni autorité vztahujici
se ke Studii, zejména vcetné zadosti Ci
oznameni 0 kontrole prostor a zafizeni
Mista vykonu klinického hodnoceni,
a Misto provadéni klinického
hodnoceni umozni IQVIA a GSK, aby
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that is not required to be disclosed
during such inspections.

IQVIA shall notify Site through the
Clinical studies department on any dates
of scheduled initiatory and close-out
visits, audits and start and end dates of
patient enrollment via e-mail at
. Furthermore,
IQVIA  shall carry out the
aforementioned visits during the normal
business hours of the Institution, upon
mutual agreement with the Investigator
or other appointed Institution’s
representative. GSK and IQVIA agree,
that if appropriate, such visits may
(jointly with the Investigator) be also
attended by other appointed Institution”s
representative.

1.3.4 License. GSK hereby grants to
Institution free of charge a perpetual,
non-exclusive, nontransferable, 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”.

1.3.5 Survival. This section 1.3
“Medical Records and Study Data” shall
survive termination or expiration of this
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se takovych kontrol zucastnili. Misto
provadéni klinického hodnoceni vyvine
nezbytné¢ TUsili za ucelem oddéleni,
nikoli vSak odhaleni ¢i zpiistupnéni,
veSkerych ~ Duvérnych  informaci,
jejichz odhaleni ¢i zpfistupnéni neni
V této souvislosti vyzadovano béhem
takovych kontrol.

IQVIA je povinna informovat Misto
provadéni klinického hodnoceni
prostfednictvim Oddéleni klinickych
studii 0 planovaném terminu iniciacni
a ukoncovaci navstévy, auditu adéle
0 datu zahdjeni aukonceni naboru
pacienti  prostiednictvim  e-mailu
zaslaného na adresu
I QVIA jsou
dale povinni provadét vySe uvedené
navs§tévy Vv bézné pracovni dobé
Zdravotnického zafizeni po vzajemné
domluvé se ZkouSejicim, piipadné
povéfenym pracovnikem
Zdravotnického zafizeni. GSK i IQVIA
souhlasi, ze se téchto navstév bude
VvV pfipad¢ potfeby ucastnit kromé
Zkousejiciho I dalsi povéieny
pracovnik Zdravotnického zatizeni.

1.3.4 Licen¢ni opravnéni. GSK timto
Zdravotnickému  zafizeni poskytuje
trvalé, nevyhradni, nepievoditelné,
bezplatné licen¢ni opravnéni, bez prava
udéleni sublicence, Kuziti Studijnich
dat audaju (i) vsouladu se zavazky
stanovenymi V Clanku 3 ,Diveérny
rezim*“, pro vnitini ucely, vyzkum
nekomercniho charakteru apro
edukativni ucely, a(ii) pro pfipravu
publikaci vsouladu sClankem 5
»Prava na zvetejnéni®.

1.3.5 Pretrvani  platnosti. Tento
odstavec 1.3 ,Zdravotni zaznamy
a Studijni data audaje” zistane
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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 or device labeling
instructions. IQVIA or GSK will ensure
that all required reviews and approvals by
applicable regulatory authorities and ECs
are obtained. The Investigator is
responsible prior to commencement of the
study to ensure 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 submitted within seven (7)
business days of the request, except for
dose escalation. Investigator must respond
to dose escalation queries within one (1)
business day.

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

zavazny i v ptipad¢ zaniku platnosti ¢i
vyprseni platnosti této Smlouvy.

1.4 Povinnosti ZkousSejiciho

Zkousejici je odpovédny za provedeni
Studie ve Zdravotnickém zafizeni aza
dohled nad veSkerymi fyzickymi ¢i
pravnickymi osobami, které Zkousejici
poveéii  vykonem povinnosti  a funkei
souvisejicich se Studii. Konkrétné¢ pak jde
zejména ale nejen 0 povinnost Zkousejiciho
zkontrolovat  a porozumét  informacim
obsazenym V Souboru informaci pro
zkousSejiciho ¢i pokynech K pfistroji. IQVIA
nebo GSK =zajisti, ze budou opatiena
veskera pozadovana kontrolni schvaleni od
ptrislusnych regulatornich uradi a EK.
ZkousSejici se zavazuje, ze pred zahajenim
Studie ovéti, ze byly ziskany veskeré
souhlasy a povoleni ptislusnych
regulatornich ufadi a EK a zajisti, aby byly
zkontrolovany vSechny CRF tak, aby byla
zajiSténa  jejich  pfesnost  a uplnost.
Zkousejici se zavazuje odpovidat na dotazy
souvisejici se zaslanymi formulaii CRF do
sedmi (7) pracovnich dnl od zéadosti
0 odpovéd’, s vyjimkou zvySovani déavek.
Na dotazy ohledné zvySovani davek musi
Zkousejici odpoveédét béhem jednoho (1)
pracovnich dng.

Pokud ZkouSejici a Zdravotnické zatizeni
najmou jakoukoli fyzickou nebo pravnickou
osobu K poskytovani sluzeb pro vykon
povinnosti a funkci souvisejicich se Studii,
musi se ujistit, Ze tato fyzickd nebo
pravnicka osoba je kvalifikovana k vykonu
téchto se Studii souvisejicich povinnosti
a funkci azavedou postupy Kk zajisténi
integrity vykonavanych povinnosti a funkci

data generated. souvisejicich se Studii a vSech
generovanych dat.
Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 201790
Fakultni nemocnice u sv. Anny v Brng / CONFIDENTIAL / DUVERNE

Version / Verze: Redacted // 19122019 Page / Strana 14 of / z 60



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

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

Site agrees to provide prompt advance
notice to GSK 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 GSK and IQVIA.

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 GSK in its efforts to follow-
up on any adverse events. The Site shall
comply with its LEC reporting obligations.

GSK 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

ZkousSejici souhlasi, ze poskytne pisemné
prohlaseni vztahujici se K potencialnim
z4jmim ZkouSejiciho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, ato
v souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému 1é¢ivu.

ZkouSejici souhlasi, ze poskytne pisemné
prohlaseni, jez bude odhalovat zavazky
Zkousejiciho, jsou-li né&jaké, ato vuci
Zdravotnickému zafizeni ve vztahu av
souvislosti S provadénim Studie
a Hodnocenym Ié¢ivem.

Misto provadéni klinického hodnoceni
souhlasi, Ze zaSle pfedem promptni
ozndmeni spolecnosti GSK alQVIA
v piipadé, ze Zkousejici ukon¢i pracovni
pomér ve Zdravotnickém zafizeni ¢i
nebude-li Zkousejici z jakéhokoli jiného
divodu schopen  provadét Studii.
Ustanoveni nového Zkousejictho bude

podléhat predchozimu schvéaleni spolecnosti
GSK a IQVIA.

1.5 Nezadouci prihody

Zkous$ejici oznami nezadouci ptihody
azavazné nezadouci piihody Vv souladu
s pozadavky  Protokolu  a pfisluSnymi
pravnimi predpisy a nafizenimi. ZkouSejici
se zavazuje, ze bude spolupracovat se
spole¢nosti GSK v souvislosti s jejim tsilim
vynaloZenym V ramci kontrolniho procesu
ve vztahu K jakékoli nezadouci ptihodé.
Misto provadéni klinického hodnoceni bude
jednat v souladu S oznamovacimi
povinnostmi vyZzadovanymi jeho LEK.

GSK bez zbyte¢ného odkladu vyrozumi
Misto provadéni klinického hodnoceni,
LEK a IQVIA, ohledné jakéhokoli zjisténi,
jez je zpusobilé ovlivnit bezpecenost
ucastniki ¢i jejich viili a ochotu pokracovat
v tcasti ve Studii, mit vliv na provadéni
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continue the Study.

1.6Use and Return of Investigational
Product and Equipment

GSK or aduly authorized agent of GSK,
shall supply Institution with sufficient
amount of Investigational Product as
described in the Protocol.

Investigational Product (GSK3196165 and
tofacitinib) shall be supplied to the
Institution’s pharmacy. Institution shall
ensure, that Investigational Product is
stored at the Pharmacy and following the
Clinical Pharmacology Unit after receiving
the Investigational Product from the
Pharmacy separately from any other drugs
and that any modification/processing,
monitoring, administration and dispensing
of the Investigational Product shall be
performed in compliance with Protocol,
Applicable Laws, good pharmaceutical
practice and terms and conditions set forth
in instruction LEK-12 issued by State
Institute for Drug Control. Investigator
shall collect the Investigational Product
from the Institution’s pharmacy pursuant to
Protocol.

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

Studie, ¢i zménit vydané souhlasné
stanovisko LEK Mista provadéni klinického
hodnoceni vztahujici se K pokratovani ve
Studii.

1.6 Pouziti a vraceni Hodnoceného 1éciva
a Vybaveni

GSK, ¢i tadné opravnény zéastupce GSK,
doda Zdravotnickému zafizeni dostatecné
mnozstvi  Hodnoceného  1éCiva  dle
podminek popsanych v Protokolu.

Hodnocené 1é¢ivo (GSK3196165
a tofacitinib) bude dodano do nemocniéni
1ékarny Zdravotnického zafizeni.

Zdravotnické zafizeni se zavazuje, ze
zajisti, aby Hodnocené 1é¢ivo bylo uloZeno
v Iékarné a nasledné po prevzeti z 1¢ékarny
na  Klinicko-farmakologické  jednotce
oddélené od ostatnich 1é¢iv a aby piiprava /
uprava, kontrola, uchovavani a vydéavani
Hodnoceného 1é¢iva probihaly v souladu
s Protokolem, PtisluSnymi pravnimi
predpisy ase spravnou lékarenskou praxi
arovnéz dle podminek stanovenych
vpokynu LEK-12 vydaném Statnim
ustavem pro kontrolu léciv. ZkouSejici se
zavazuje, 7e¢ bude Hodnocené Ilécivo
odebirat z 1¢ékdrny Zdravotnického zatizeni
v souladu s Protokolem.

Misto provadeéni klinického hodnoceni bude
pouzivat Hodnocené 1écivo a jakykoli
komparacni produkt poskytnuty
v souvislosti se Studii vyhradné pro ucely
fadného dokonceni Studie a bude uchovavat
Hodnocené 1écivo dle pokyni GSK av
souladu s Piislusnymi pravnimi ptedpisy,
nafizenimi a pravidly, vcetné povinnosti
skladovat Hodnocené 1é€ivo vV uzamceném
a zabezpeceném prostoru, ato po celou
predmétnou dobu.
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Upon completion or termination of the
Study, the Site shall return the
Investigational Product, comparator
products, and materials and all Confidential
Information (as defined below) at GSK’s
sole expense.

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

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 GSK, that the Loaned
Equipment will not be transferred by the
Site to the possession of any third party
without the written consent of GSK, and
that, at GSK’s request or the completion of
the Study, the Site will return the Loaned
Equipment and all related training
materials and documentation to GSK or its
designated agent.

Sponsor, himself or through a contractor,
shall on free-of-charge basis deliver the
Equipment in operating state and provide it
to the Institution, install it and set it in the
operation. Sponsor/IQVIA shall notify on
scheduled delivery of the Equipment the
representative of the IT Department within
three (3) days prior to delivery. Contact

V névaznosti na dokonceni ¢i ukonceni
Studie, Misto  provadéni  klinického
hodnoceni  vrati  Hodnocené  IéCivo,
komparacni produkty a materidly, jakoz
i veskeré Duvérné informace (ve smyslu
nize uvedené definice) pln¢ a vyluéné na
naklady GSK.

Zdravotnické zafizeni a ZkousSejici se
zavazuji, ze budou jednat Vv souladu
s veskerymi pravnimi piedpisy, nafizenimi

a pravidly upravujicimi naklédani
s Hodnocenym  1éc¢ivem  ¢i  likvidaci
Hodnocené¢ho 1é¢iva a jakymikoli
instrukcemi a pokyny poskytnutymi

IQVIA, jez nejsou Vrozporu s takovymi
pravnimi piepisy, natizenimi a pravidly.

Je-1i Mistu provadéni klinického hodnoceni
poskytnuto Zaptjéené vybaveni, je Misto
provadéni klinického hodnoceni srozuméno
Sstim, Ze na n& neni preveden zadny
vlastnicky narok ani Zddna majetkové prava
vztahujici se k Zapjéenému vybaveni, ze
toto Zaptjcené vybaveni bude pouZivano
pouze pro Studii a pouze tak, jak je popsano
v Protokolu a dalsich pisemnych pokynech
od GSK, Ze Misto provadéni klinického
hodnoceni nepievede Zaplj¢ené vybaveni
do drzeni Zadné tfeti strany bez pisemného
souhlasu GSK, a Ze na zadost GSK nebo po
dokonceni Studie vrati Misto provadéni
klinického hodnoceni Zaptjené vybaveni
avSechny souvisejici Skolici materidly
a dokumentaci  spole¢nosti GSK nebo
jejimu povéienému zastupci.

Zadavatel se zavazuje vybaveni, sam nebo
prostfednictvim  dodavatele, ve stavu
schopném bézného uzivani bezplatné

dopravit Zdravotnickému zafizeni,
instalovat jej auvést do provozu.
Zadavatel/IQVIA  uvédomi o dodéavce

vybaveni pracovnika tuseku informatiky
alespont 3 dny pfed doddnim vybaveni na
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details: tel. no. | NN

In case that the Equipment is a medical
device, a representative of the Biomedical
Engineering Department must be present at
delivery of the Equipment and any/all
related documentation (e.g. CE certificate
and operating instructions in Czech
language) shall be provided to the
Institution by or on behalf of the Sponsor.

Upon installation, a handover certificate
shall be executed and signed by or on
behalf the Sponsor and, on behalf of the
Institution, by an authorized employee of
IT Department and representative of
department where the Equipment shall be
used.

Together with the Equipment, the Sponsor
shall submit to the Institution the operating
instructions in Czech language and any
other documentation required by applicable
legal regulations, including but not limited
to declaration of conformity in accordance
with Act No. 268/2014 Coll., on Medical
Devices, as amended, and the current
certificate of safety technical inspection,
unless the Equipment is brand new.

At Institution’s request or if required by
applicable law, the Sponsor shall provide
a free-of-charge training regarding the use
of the Equipment, via an authorized person,
furthermore Sponsor shall, at its own
expense, ensure any/all repairs and
servicing of borrowed Equipment as well
as any ordinary maintenance and necessary
spare parts, and also, the required controls,
inspections and revisions.

The costs associated with replacement of
the Equipment due to normal wear and tear

tel. <. [N

V pftipadé, ze je vybaveni zdravotnickym
prostiedkem, bude pii pfedani vybaveni

Zdravotnickému zafizeni pfitomen
pracovnik  Oddéleni  biomedicinského
inzenyrstvi  a Zdravotnickému  zafizeni

budou ze strany Zadavatele, nebo jeho
jménem, predany veskeré souvisejici
dokumenty (napt. certifikat CE anavod
k obsluze v ¢eském jazyce).

Po wuvedeni do provozu bude sepsan
predavaci protokol podepsany Zadavatelem
aza Zdravotnické zafizeni opravnénym
pracovnikem useku informatiky
a zastupcem pracovis$té, pro které je
vybaveni urceno.

Zadavatel se zavazuje Kk vybaveni dodat
navod k obsluze v ¢eském jazyce a dalsi
dokumentaci, kterou vyzaduji pravni
pfedpisy, zejména prohldSeni o shodé
v souladu se zakonem ¢. 268/2014 Sb.,
0 zdravotnickych prostfedcich, ve znéni
pozdéjSich predpisi a ptislusny doklad
0 aktudlni doklad o provedeni
bezpecnostné-technické kontroly, pokud
neni vybaveni zcela nové.

Zadavatel se zavazuje provést na zadost
Zdravotnického zafizeni, nebo pokud tak
vyzaduji pravni predpisy, bezplatnou
instruktdZ obsluhy vybaveni adaile je
povinen zajistit na vlastni naklady veskeré
opravy aservis vybaveni, jeho béznou
udrzbu a potiebné ndhradni dily, jakoz
I veskeré predepsané kontroly, prohlidky
a revize vybaveni.

Naklady spojené svyménou vybaveni
Zbéznych  divodi  opotfebeni  bude
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shall be borne by the Sponsor.

Sponsor shall bear any/all costs paid in
cash in connection with supply, installation
and return of the Equipment. Sponsor shall
ensure acceptance and/or transport of the
Equipment from the seat of Institution or
shall ensure its liquidation at its own costs,
as soon as practicable and appropriate.

Sponsor represent and warrant to have all
necessary rights to any software that may
be part of the Equipment and that the
Institution may use it for the purposes of
the Study.

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.

The Site acknowledges that the Loaned
Equipment may involve  valuable
intellectual property of the Loaned
Equipment manufacturer. the Site will not
violate and will take precautions to ensure
that those with access to the Loaned
Equipment do not violate these proprietary
rights.

The list of the Loaned Equipment is stated

provadét na své naklady Zadavatel.

Zadavatel  ponese  veskeré  vydaje
v souvislosti s dodanim, instalaci
avracenim  vybaveni.  Zadavatel se

zavazuje, ze zajisti prevzeti ¢i1 odvoz
Vybaveni ze sidla vypujcitele ¢i zajisti jeho
likvidaci na své naklady, a to nejdrive jak to
bude mozné a vhodné.

Zadavatel prohlasuje a zaruCuje, Ze ma
k veSkerému software, ktery je soucasti
vyse uvedeného vybaveni, veSkerd pottebna
prava, a ze jej Zdravotnické zafizeni muize
vyuZivat pro ucely provadéni Studie.

Zkousejici a Studijni personal se dostavi na

naplanované skoleni k pouzivani
Zapujceného  vybaveni na  zékladé
pisemného oznameni zaslaného
S pfiméfenym casovym ptredstihem.

Zapujcené vybaveni se bude nachazet na
zabezpeCeném misté a Misto provadéni
Klinického hodnoceni ponese odpovédnost
za jakékoli ptipadné odcizeni, poskozeni
nebo  ztratu  Zapljceného  vybaveni
s vyjimkou béZzného opotiebeni. Misto
provadéni  klinického hodnoceni  zfidi
a bude hradit jakékoli poZadované pfipojeni
K internetu, telefonni linku a/nebo faxovou
linku tak, jak je nezbytné pro pouZzivani
Zapujceného vybaveni.

Misto provadéni klinického hodnoceni bere
na védomi, Ze Zapuj¢ené vybaveni milZe
zahrnovat hodnotné duSevni vlastnictvi
vyrobce Zapijceného vybaveni. Misto
provadéni klinického hodnoceni nebude
narusovat tato majetkova prava a podnikne
opatfeni, aby tato prava nenaruSovaly ani
osoby, které maji k Zaptjéenému vybaveni
pristup.

Seznam Zapuj¢eného vybaveni je uveden
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in Attachment A to this Agreement.

1.7 Key Enrollment Date

The Site understands and agrees that if Site
has not enrolled at least one (1) Study
Subject by the Key Enrollment Date then
IQVIA or/and GSK may terminate this
Agreement in accordance with Section 15
“Term & Termination” GSK /IQVIA has
the right to limit enrollment at any time.

1.8 Human Biological Samples

If the Study includes the collection by 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. Site agrees to appropriate
informed consent (including, as
appropriate, for any genetic analyses) for
the Study and for research use of any
human biological materials, with ethics
approval. Site agrees that any human
biological materials collected as part of the
Study that are transferred to GSK or
a GSK’s contractor, or held by Institution
for GSK, will be under the custodianship
and control of GSK.

v Priloze A této Smlouvy.

1.7 Kli¢ové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, ze v pfipade, ze
Misto provadéni klinického hodnoceni
nezatadi alespon jeden (1) Subjekt studie ke
Klicovému datu zafazeni, pak IQVIA
a/nebo GSK budou opravnény ukoncit tuto
Smlouvu v souladu s Clankem 15 ,,Platnost
a ukonCeni platnosti“. GSK/IQVIA jsou
opravnéni omezit zafazeni Subjektl studie,
a to v kterykoli casovy okamzik.

1.8 Lidské biologické vzorky

Pokud Studie zahrnuje odbér lidskych
biologickych materiali od Subjektd studie
Mistem provadéni klinického hodnoceni
pro pouziti ve vyzkumu, bude Misto
provadéni klinického hodnoceni dodrzovat
vSechny pfislusné zakony, pravidla,
pfedpisy, zasady postupi asmérnice
tykajici se odbéru, ukladani, pouzivani,
zasilani a likvidace lidskych biologickych
materialti jak pifi provadéni Studie, tak ve
vztahu kveskerym takovym lidskym
biologickym materialim ze Studie, které si
Misto provadéni klinick¢ého hodnoceni
ponecha ve svém drZeni. Misto provadéni
klinického hodnoceni se zavazuje ziskat
pfislusny informovany souhlas (vcetné,
pfipadng, pro jakékoli genetické analyzy)
K pouziti jakychkoli lidskych biologickych
materialit ve Studii a vyzkumu, na zakladé
schvaleni etickou komisi. Misto provadéni
klinického hodnoceni je srozuméno s tim,
ze veskeré lidské biologické materidly
odebiran¢ Vvramci Studie, které jsou
pfevadény do GSK nebo smluvnimu
dodavateli GSK, nebo které jsou Vv drzeni
Zdravotnického zatizeni pro GSK, budou
pod spravou a kontrolou GSK.
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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 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.

2. PAYMENT

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

1.9 Lidska prava

Zdravotnické zafizeni respektuje pravo
svych  zaméstnanci na  sdruzovani
a prohlasuje azaruCuje, Ze podle jeho
nejlepSiho védomi respektuje v souvislosti
stouto Smlouvou lidskd prava svych
pracovnikii anepouzivd détskou praci,
nucenou  praci, nebezpecné pracovni
podminky, diskriminaci zakonem
chranénych osobnich charakteristik, ani
kruté nebo ponizujici disciplindrni postupy
na pracovisti, aze plati kazdému
zaméstnanci nejméné minimalni mzdu,
poskytuje kazdému zaméstnanci vSechny ze
zdkona povinné benefity a dodrzuje
pfislusné pravni predpisy o pracovni dobé
a zaméstnaneckd prava v zemich, kde
provozuje svou Cinnost. Zdravotnické
zafizeni bude respektovat pravo svych
zaméstnanci. na  sdruzovani  abude
povzbuzovat dodrzovani téchto zasad
u kazdého dodavatele zbozi nebo sluzeb,
kter¢ho bude pouzivat k vykonu svych
povinnosti podle této Smlouvy.

2. PLATBY

V souvislosti s fadnym plnénim  Studie
Mistem provadéni klinického hodnoceni,
ato v souladu s podminkami
austanovenimi  této  Smlouvy, budou
poskytovany  platby dle  podminek
a ustanoveni definovanych v Pfiloze A,
pficemz posledni platba bude uskute¢néna
poté, co Misto provadéni klinického
hodnoceni splni a dokon¢i veskeré zavazky,
jez mu vyplyvaji z této Smlouvy, a IQVIA
obdrzi veSkeré fadné vyplnéné CREF,
vSechny tudaje vyzadované Protokolem,
veetné¢ Udaji o nezadoucich ptihodach, a,
bude-li tak IQVIA vyzadovat, veskeré dalsi
Divérné informace (ve smyslu nize
uvedené definice).
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The estimated value of financial payment
under  this  Agreement shall  be
approximately CZK 1 687 084.

Investigator agrees that, if Institution and
Investigator agree that GSK or its Affiliates
may make public specific information such
as, without limitation the services provided
by Institution, the name and address of
Institution and Investigator , and details of
any payment or benefit in kind made to or
for the Dbenefit of Institution and
Investigator pursuant to this Agreement.
By signing this Agreement, Institution and
Investigator agree to GSK or its Affiliates
publicly disclosing such information as
required under any applicable laws or
industry codes of practice or GSK policy.

3.CONFIDENTIALITY

3.1 Definition

“Confidential Information” means the
confidential and proprietary information of
GSK and includes (i) all information
disclosed by or on behalf of GSK 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 GSK,
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).

Ptredpokladand hodnota finan¢niho plnéni
dle této Smlouvy ¢ini  pfiblizné
1 687 084 K¢.

Zkousejici/ Zdravotnické zafizeni souhlasi
stim, Zze spolecnost GSK nebo jeji
Pfidruzené subjekty mohou zvefejnit urcité
informace, napiiklad informace 0 sluzbach
poskytovanych Zdravotnickym zafizenim
a Zkousejicim, jméno a adresu
Zdravotnického zafizeni a podrobné udaje
0 jakékoli platbé¢ nebo nepenézitych
vyhodach poskytnutych podle této Smlouvy
Zdravotnickému zafizeni a ZkouSejicimu
nebo poskytnutych Vv jejich prospéch.
Podepsanim této Smlouvy Zdravotnické
zafizeni a ZkouSejici souhlasi s tim, aby
spolecnost GSK nebo jeji Pridruzené
subjekty zvetejnily tyto informace podle
pozadavku jakychkoli ptislusnych pravnich
predpist  a odvétvovych kodexti a zasad
GSK.

3. DUVERNY REZIM

3.1 Definice

,Duvérné informace“ budou vykladany
jako informace davérné amajetkové
povahy ndlezejici  spolecnosti  GSK,
pficemz budou zahrnovat (i) veskeré
informace, jez byly Zdravotnickému
zafizeni, ZkouSejicimu ¢i kterémukoli ¢lenu
personalu Zdravotnického zatizent,
poskytnuty, odhaleny, zpfistupnény ¢i
sdéleny spolecnosti GSK ¢i jejim jménem,
zejména vcetn¢ informaci 0 Hodnoceném
1é¢ivu, technickych informaci vztahujicich
se Kk Hodnocenému  1éCivu,  vesSkeré
Existujici duSevni vlastnictvi (ve smyslu
definice uvedené v Clanku 4) spole¢nosti
GSK, a Protokol; a (ii) informace vztahujici
se kprocesu zarazovani do  Studie,
informace vztahujici se k aktualnimu stavu
Studie, komunikace vici a od regulatornich
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Confidential Information shall not include
information that:

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

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

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

personnel; or

Iv. is permitted to be disclosed by written
authorization from GSK.

3.2 Obligations

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

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

ufadd, informace vztahujici se K aktualnimu
stavu Hodnoceného 1é¢iva na regulatorni
urovni a Studijnich dat audaji, adale
k Objeviim (ve smyslu definice uvedené
v Clanku 4).

Pojem Duvémé informace nezahrnuje
informace, ve vztahu ke kterym:

1. na zaklad¢ ptislusné dokumentace lze
prokézat, ze byly vefejné¢ znamé pied
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany GSK, aniz by tim doSlo
k jakémukoli protipravnimu jednani ¢i
opominuti pricitatelnému
Zkousejicimu, Zdravotnickému zatizeni
¢i jakémukoli jejich zaméstnanci;

ii. na zakladé¢ pfislusné dokumentace lze
prokazat, ze byly v dispozici
Zkousejiciho, Zdravotnického zafizeni ¢i
jakéhokoli zaméstnance pted jejich
zvetejnénim, sdélenim ¢i zpfistupnénim
ze strany GSK, a byly ziskany ze zdroji
odlisSnych od GSK, pficez tyto nebyly
vazéany povinnosti divérnosti vici GSK;

iii. na zaklad¢ pftislusné dokumentace lze
prokazat, Ze byly vyvinuty nezavisle
ZkouSejicim, Zdravotnickym zafizenim
¢i jakymkoli jejich zaméstnancem; nebo

iv. jejich odhaleni, zpfistupnéni ¢i sdéleni
lze provést na zdkladé pisemného
svoleni GSK.

3.2 Povinnosti

Misto provadéni klinického hodnoceni
a zaméstnanci Zdravotnického zafizeni, a to
vcetné Studijniho personalu, nebudou

I. vyuzivat Duavérné informace pro
jakykoli jiny ucel, nezli je provadeni
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the Study or

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

party.

To protect Confidential Information,

Institution agrees to:

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

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

iili. 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 GSK with prompt notice so that

Studie, nebo

ii. odhalovat, zpfistupiiovat ¢i sdé¢lovat
Divérné informace jakékoli treti
strang, S vyjimkou opravnéni
povoleného Vvtomto Clanku 3. nebo
Clanku 5 ,,Prava na zvetejnéni, nebo
povinnosti  ulozené  zakonem i
jakymkoli regulatornim ufadem nebo
na zakladé pisemného  svoleni
odhalujici strany.

Za ucelem ochrany Dlvérnych informaci,
Zdravotnické zafizeni souhlasi, ze:

i. omezi distribuci Duavérnych informaci
pouze vuci tém c¢lenim Studijniho
personalu, kteii takové skuteCnosti
potiebuji znat v souvislosti
S provadénim Studie;

ii. bude informovat vSechny c¢leny
Studijniho persondlu, kterym budou
Dutvérné informace odhaleny,
zptistupnény ¢i  sdéleny, 0 diveérné
povaze takovych informaci; a

iii. pfijme nezbytna opatieni za ucelem
ochrany Duvérnych informaci pred
jejich odhalenim ¢i zpfistupnénim.

Z4dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit €1 sdélit Studijni data atdaje
V povoleném rozsahu Vv souladu s upravou
uvedenou v Clanku 5 ,Prava na
zvetejnéni®.

3.3 Zikonem ulozené odhaleni

V ptipadé, Ze Zdravotnické =zafizeni Ci
Zkousejici obdrzi oznameni ¢i vyzvu od
tfeti strany, kterd bude pozadovat odhaleni,
sdéleni ¢i zpfistupnéni jakékoli Divérné
informace, pfijemce takové vyzvy GSK
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GSK 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.

Notwithstanding the foregoing, Institution,
GSK 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. The version of this Agreement
intended for publication shall be provided
to the Institution by IQVIA via e-mail. 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 designating the
following email address:

I s the email

address to which anotification of

takovou skutecnost neprodlené oznami, aby
méla GSK moznost uplatnit
predbézné/ochranné opatieni ¢i  jakykoli
jiny vhodny ochranny ¢i  ndpravny
prostiedek. V piipadé, ze takové
predbézné/ochranné opatieni ¢i jiny vhodny
ochranny ¢i napravny prostiedek neni
vydan ¢i dosazen, piijemce vyzvy poskytne
pouze takovou cast Divérnych informaci,
ato vrozsahu, vjakém je jejich odhaleni,
sdéleni &1 zpiistupnéni  pozadovano,
pficemz bude vyzadovat uplathovani
davérného rezimu ve vztahu k témto
Duvérnym informacim.

Bez ohledu na vySe uvedené, Zdravotnické
zafizeni, GSK alIQVIA timto berou na
védomi, Ze tato smlouva bude zvefejnéna
Vv souladu se zak. ¢. 340/2015 Sb., o registru
smluv. Za zvefejnéni dle pfedchozi véty
odpovida Zdravotnické zafizeni.
Takovémuto zvefejnéni nepodléhaji ty
udaje, které tvofi obchodni tajemstvi
nekteré ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména Ptiloha A - Rozpocet a platebni
pfehled, minimalni cilovy pocet zafazeni,
oc¢ekavany  zafazeny pocet  subjektl
aoCekavana délka trvani Studie. Daéle
nebudou takovémuto zvetejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou jiz
zvefejnény Vjiném vefejné pfistupném
registru. Verze této Smlouvy uréena ke
zvetejnéni bude Zdravotnickému zafizeni
zaslana e-mailem ze strany IQVIA. Za
zvefejnéni  Smlouvy dle pfedchoziho
odstavce odpovidd Zdravotnické zatizeni.
Zdravotnické zafizeni vyrozumi IQVIA
0 zvefejnéni smlouvy Vv registru smluv tak,
ze ve formulafi pouzZivaném ke zvefejnéni
smlouvy zada adresu

jako emailovou
adresu, na kterou ma byt zasldna notifikace
0 uveiejnéni. Neni-li smlouva
Zdravotnickym zafizenim zvefejnéna ve
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publication in the Agreements register shall
be sent. Should the Institution fail to
publish this Agreement within 10 working
days from the last signature date, it may be
published by the GSK or IQVIA.

3.4 Return or Destruction

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

3.5Survival

This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.

4, INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property

Ownership of inventions, discoveries,
works  of authorship and  other
developments existing as of the Effective
Date and all patents, copyrights, trade
secret rights and other intellectual property
rights therein (collectively, “Pre-existing
Intellectual Property”), is not affected by
this Agreement, and no Party or GSK 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.

lhaté 10 pracovnich dni od data posledniho
podpisu, jsou K jejimu zvefejnéni opravnéni
GSK ¢i IQVIA.

3.4 Vraceni ¢i1 likvidace

V névaznosti na ukonceni platnosti této
zéklad¢ pisemného pozadavku GSK, Misto
provadéni klinického hodnoceni GSK vrati,
pfipadné dle pozadavku GSK zlikviduje,
veSkeré Duvérné informace, odlisné od
Studijnich dat a udaja.

3.5 Pietrvani platnosti

Tento Clanek 3 ,»Duvérny rezim* zlstane
v platnosti i v piipad¢ ukonceni platnosti ¢i
pfi vyprseni platnosti této Smlouvy, a to po
dobu deseti (10) let.

4 DUSEVNIi VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi  vSech  objevll, vynalezi,
autorskych dél ajinych vysledkii duSevni
Cinnosti, jez existuji K Datu w¢innosti,
adale vesSkeré patenty, autorskd prava,
obchodni  tajemstvi adalsi  prava
k objektim duSevniho vlastnictvi, S timto
souvisejici (spole¢né dale jen, ,Existujici
dusevni vlastnictvi®), neni jakkoli dotCeno
touto Smlouvou, a jakakoli Strana ¢i GSK
nemaji naroky vuéi ¢i prava K jakémukoli
predmétu Existujiciho dusevniho vlastnictvi
jiného, neni-li tak vyslovné pisemné
ujednano V jakékoli pisemné dohod¢ mezi
Stranami uzaviené.

4.2 Inventions 4.2 Objevy
For purposes hereof, the term “Inventions” Pojem ,,Objevy* znamena pro ucely této
means all inventions, discoveries and Smlouvy  veskeré objevy, vynalezy
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developments conceived, first reduced to
practice or otherwise discovered or
developed by aParty or GSK or any of
such entity’s personnel in performance of
the Study. GSK shall own all Inventions,
that are conceived, first reduced to practice
or otherwise discovered or developed by
the Institution, the Investigator or any of
their personnel in performance of the
Study.

4.3 Assignment of Inventions

Institution shall, and shall cause its
personnel to, disclose all Inventions
promptly and fully to GSK in writing, and
Institution, on behalf of itself and its
personnel, will assign to GSK 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 GSK by executing, and causing its
personnel to execute, all documents
reasonably necessary for GSK to secure
and maintain GSK’s ownership rights in
Inventions.

4.4 License

GSK hereby grants to Institution free of
charge a perpetual, non-exclusive, non-
transferable, license, without right to

apredméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i  rozvinuty Stranou ¢i
spolecnosti  GSK ~ nebo  jakymkoli
zaméstnancem  ¢i Clenem  personalu
takového subjektu pifi provadéni Studie.
GSK bude vlastnikem veSkerych Objevi,
jez budou vyvinuty, uvedeny poprvé do
praxe ¢i jakkoli jinak vynalezeny ¢i

rozvinuty  Zdravotnickym  zafizenim,
Zkousejicim ¢i jakymkoli jejich
zaméstnancem  ¢i  Clenem  personalu

v souvislosti s provadénim Studie.

4.3 Pfevod prav K Objevim

Zdravotnické zafizeni se zavazuje, Ze
odhali, zpftistupni ¢i sd€li a dale zajisti, ze
jeji zaméstnanci odhali, zpfistupni ¢i sdéli
veskeré Objevy, ato neprodlen¢ aplné
spole€nosti  GSK  vpisemné  formé,
a Zdravotnické zafizeni, jménem svym
a jménem av zastoupeni svych
zameéstnanct, prevede na GSK veskera sva
prava, naroky azajmy Kk Objevim, véetné
vSech patentil, autorskych dé€l a jinych prav
dusevniho  vlastnictvi ~ ktomuto  se
vztahujicich, jakoz i veskera prava procesni
povahy a naroky na nahrady $kod a uzitky,
jez jiz vznikly Vv diasledku minulého ¢i
soucasného poruseni shora uvedenych prav.
Zdravotnické zafizeni se zavazuje, Ze bude
nalezit¢ spolupracovat a poskytne GSK
souc¢innost pii  vyhotoveni a uzavieni,
azajisti, Ze jeji zaméstnanci vyhotovi
auzaviou, vesSkeré dokumenty divodné
spole¢nosti GSK pozadované za ucelem
ochrany a zajisténi vlastnickych prav GSK
k Objevim.

4.4 Licenc¢ni opravnéni

GSK timto ud€luje Zdravotnickému
zafizeni trvalé, nevyhradni, nepfevoditelne,
bezplatné licencni opravnéni, bez prava
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sublicense, to use Inventions, subject to the
obligations set forth in  Section
Confidentiality,  for  internal,  non-
commercial research and for educational
purposes.

4.5 Patent Prosecution

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

4.6 Survival

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

5. PUBLICATION RIGHTS

5.1 Study Transparency and Publication

Before commencement of the Study, GSK
will register the Study with apublic
clinical trials registry. GSK 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.
GSK will also post the full Study Protocol
and statistical analysis plan at the time of
results summary posting. Institution and
Investigator agree that GSK may make
public the names of the Investigator and
Institution as part of a list of investigators
and institutions conducting the Study when
making either protocol or results summary
register postings.

udéleni sublicence K pouziti Objevi, ato
v souladu S povinnostmi ulozenymi
v Clanku ,,Davérny rezim“, pro vnitini
ucely, vyzkum nekomeréniho charakteru
a pro edukativni ucely.

4.5 Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
soucinnost, ato Vmnavaznosti na vyzvu
spolecnosti GSK a na jeji ndklady as jeji
ucasti, v souvislosti s pfipravou, podanim,
vedenim patentového fizeni audrzovanim
veSkerych patentovych piihlasek a patentil
pro veskeré Objevy.

4.6 Pretrvani platnosti

Tento Clanek 4 ,_DuSevni vlastnictvi®
zustane V platnosti iV pfipadé ukonceni
platnosti ¢i pii vyprSeni platnosti této
Smiouvy.

5. PRAVA NA ZVEREJNENI

5.1 Transparentnost a publikovani Studie

Pied zahajenim Studie ji GSK zaregistruje
ve vefejném registru klinickych hodnoceni.
Kdykoli po zahdjeni Studie GSK zvefejni
souhrn Protokolu a souhrn vysledki Studie
ze vSech mist provadéni Studie v jednom
nebo  vicerych  vefejné  pfistupnych
celosvétovych registrech. V dobé¢
zvefejnéni souhrnu vysledkti GSK také
zvefejni uplny Protokol Studie aplan
statistické analyzy. Zdravotnické zatizeni
a ZkouSejici  souhlasi stim, Ze pii
zvefejnéni  protokolu  nebo  souhrnu
vysledk Vv registru mize GSK zvefejnit
jména  ZkouSejiciho  a Zdravotnického
zafizeni jako soucast seznamu zkousejicich
a zdravotnickych zafizeni provadéjicich
Studii.
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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
GSK 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, GSK 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 may impair the availability
of patent protection for Inventions. GSK
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 GSK to seek patent
protection for Inventions. The Institution’s
publication will reference the GSK
Publication (as defined below). Institution
agrees that GSK’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.

Zdravotnické zafizeni a ZkouSejici budou
opravnéni publikovat a prezentovat
vysledky cCinnosti Zdravotnického zatizeni
a Zkousejiciho, jez je provadéna na zakladé
této Smlouvy, ato vcetné Studijnich dat
audaju, vyluéné¢ vsouladu s pozadavky
stanovenymi V tomto Clanku. Zdravotnické
zafizeni  aZkouSejici  souhlasi,  Ze
spolecnosti  GSK  pfedlozi  jakoukoli
navrhovanou publikaci a prezentaci pro
ucely kontroly ve lhité alespon tficeti (30)
dnti ptfed predlozenim jakékoli takové
publikace ptislusSnému vydavateli ¢i pted
jejich navrhovanou prezentaci. Ve Ilhité
tficeti (30) dnd od jejich pfijeti se GSK
pisemné vyjadii Zdravotnickému zafizeni
a/nebo Zkousejicimu, vzdy dle podminek
konkrétniho piipadu, ve vztahu K jakékoli
informaci obsazené Vv takovych materialech,
jez  predstavuje  Divérnou informaci
(odliSnou od Studijnich dat atdaji) nebo
jez muze predstavovat prekazku moznosti
dosazeni patentové ochrany pfislusného
Objevu. Spolecnost GSK bude opravnéna
pozadovat od Zdravotnického zafizeni
a/nebo ZkousSejiciho, vzdy dle podminek
konkrétniho piipadu, odstranéni
definovanych informaci oznacenych jako
Duvérné informace (jez jsou odlisné od
Studijnich dat audaju) a/nebo pozadovat
odloZzeni  navrhované  publikace  ¢i
prezentace po dobu dodatecnych Sedesati
(60) dni, aby spole¢nost GSK mohla
usilovat o uplatnéni patentové ochrany ve
vztahu k Objevim. Publikace
Zdravotnického zafizeni bude odkazovat na
Publikaci GSK  (definovanou nize).
Zdravotnické zafizeni se zavazuje, Ze
finan¢ni podpora poskytovana GSK pro
Studii bude zvetejnéna v piipadné publikaci
Zdravotnického  zafizeni. Zdravotnické
zafizeni zajisti, aby ZkouSejici dodrzoval
zavazky uvedené v tomto ¢lanku 5.
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5.2 Multi-Center Publications

GSK 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 (“GSK
Publication (s)”) or disclosure(s) of the
Study results, shall be coordinated by GSK.
Once the Study is published in a scientific
journal, GSK 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
GSK register. If the Study is a multi-center
study, Institution and Investigator agree
that they shall not, without the GSK’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 aGSK’s
Publication is  published;  provided,
however, that if a GSK’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 53 “Confidentiality of
Unpublished Data”. Study Subjects’
personal information, such as name or
initials, shall not be publicly disclosed at
any time.

5.2 Multicentrické publikovani

GSK se bude snazit publikovat vysledky
Studie ve védecké literatufe S moZznosti
vyhledavani a odbornymi recenzemi. Prvni
publikaci avSechny nasledné publikace
vysledkti Studie ze vSech mist provadéni
Studie (dale ,,Publikace GSK*“) nebo
zvefejnéni  vysledkl Studie  bude
koordinovat GSK. Jakmile bude Studie
publikovana ve védeckém casopise, muze
GSK uvadét Studii na externich webovych
strankach urenych ke sdileni udaji na
urovni pacientli pro dalsi vyzkum, a mize
také zpfistupnit plnou zpravu o Studii
vregistru GSK. Je-li tato  Studie
multicentrickou studii, Zdravotnické
zafizeni a Zkousejici timto souhlasi, ze bez
ptedchoziho pisemného souhlasu
spolecnosti  GSK  nebudou nezavisle
publikovat, prezentovat ¢i jakkoli jinak
odhalovat, zvefejiiovat, sd¢lovat ¢i
zptistupnovat  jakékoli vysledky nebo
informace  vztahujici se K ¢innostem
Zdravotnického zafizeni a ZkouSejiciho, jez
jsou provadény na zaklad€ této Smlouvy,
ato az do doby, nez dojde ke zvetejnéni
Publikace GSK;

to vSak za podminky, Ze nedojde-li ke
zvetejnéni Publikace GSK nejpozdéji do
osmnacti (18) mésichi od okamziku
dokonceni Studie auzavieni databaze ve
vSech vyzkumnych centrech ¢i
¢ pfedCasnému  ukonceni Studie,
Zdravotnické zatizeni a Zkousejici budou
opravnéni publikovat a prezentovat
vysledky ¢innosti Zdravotnického zatizeni
a Zkousejiciho, jeZ je provadéna na zakladé
této Smlouvy, ato vcetné¢ Studijnich dat
a udaju, vyhradné v souladu s podminkami
stanovenymi v odstavci 5.3 ,,Davérnost
nepublikovanych tdaji*“. Osobni informace
Subjektl studie, napf. jména nebo inicialy,
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Any participation of Investigator or other
representatives of Institution as anamed
author of this GSK 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 GSK
Publication, as an author, he/she (1) will
enter into a written author agreement prior
to beginning work on the GSK Publication:
(2) will have access to the Study data from
all Study sites as necessary to fully
participate in the development of the GSK
Publication; and, (3) will disclose as part of
the GSK Publication that GSK financially
supported the Study and the GSK
Publication, and will disclose any personal
financial relationship with GSK. GSK will
not compensate authors for authorship
activities.

If considered appropriate by GSK, the
Investigator or other Institution personnel
involved with the Study may participate in
the Publication Steering Committee
(“PSC”) or core writing team(s) for the
Study or in public presentations of the
Study results. Persons participating as
amember of aPSC, in core writing
team(s)’ activities or in public presentation
of the Study results will not receive any
payment, honorarium or other fee for
participation in such activities nor
ownership to nor other title or interest in
work product arising out of such activities.
However, GSK will reimburse such

nebudou nikdy zvetejnény.

O jakémkoli zaclenéni ZkousSejiciho nebo
jiného predstavitele Zdravotnického
zafizeni mezi uvedené autory této Publikace
GSK  bude  rozhodnuto v souladu
s Jednotnymi  pozadavky na rukopisy
vydanymi Mezinarodnim vyborem
redaktort  l€karskych  casopist  (dale
LICMJE“ — International Committee of
Medical Journal Editors) a Zdravotnické
zafizeni a ZkouSejici jsou srozuméni S tim,
ze samotné zafazeni Subjektd studie neni
kvalifikaci pro autorstvi. Pokud bude
Zkousejici  nebo  jiny  predstavitel
Zdravotnického zatizeni uveden jako autor
Publikace GSK, pak jakozto autor (1)
uzavie pisemnou autorskou smlouvu
pfedtim, nez zacne pracovat na Publikaci
GSK; (2) bude mit potiebny pristup ke
Studijnim datim audajim ze vSech mist
provadéni Studie, aby se mohl plné podilet
na pripravé Publikace GSK; a (3) v ramci
Publikace GSK zvefejni skutecnost, Zze
spole€nost GSK finanéné podporovala
Studii aPublikaci GSK, a zvefejni také
veskeré své osobni finan¢ni vztahy s GSK.
GSK nebude autorim poskytovat odménu
za autorskou ¢innost.

Bude-1i to GSK pokladat za vhodné, mize
se ZkousSejici nebo dalS§i pracovnici
Zdravotnického zatizeni zapojeni do Studie
podilet na ¢innosti Ridici komise pro
publikaci (dale ,,PSC* Publication
Steering  Committee) nebo  hlavniho
autorského tymu (¢i tym) pro Studii, nebo
se muze UuCastnit vefejnych prezentaci
vysledki  Studie. Osoby ucastnici se
¢innosti PCS jako jeji clenové, Cinnosti
hlavniho autorského tymu nebo vefejné
prezentace  vysledkti  Studie neobdrzi
zadnou platbu, honoraf ani jiny poplatek za
ucast v téchto cinnostech, ani neziskaji
vlastnické pravo ¢i jiné majetkové naroky
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persons or the Institution (as the case may
be and as advised by such persons) for their
reasonable travelling and lodging expenses
while travelling at GSK’s request, provided
that travel and lodging expenses have been
authorized by GSK in writing in advance
and that GSK receives proper original
receipts.

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 GSK. This provision does not

nebo z4jmy v dile, které bude vysledkem
téchto Cinnosti. GSK vsak témto osobdm
nebo Zdravotnickému zafizeni (podle
okolnosti a na zaklad¢ konzultace s témito
osobami) proplati pfiméfené naklady na
cestovani aubytovani pii cestovani na
zaddost GSK, avsak stim, ze GSK tyto
naklady na cestovani a ubytovani predem
pisemné schvali aze GSK obdrzi fadné
plvodni stvrzenky.

5.3 Duvérnost nepublikovanvych tidaju

Zdravotnické zafizeni a Zkousejici timto
berou na védomi a souhlasi, Ze Studijni data
audaje, jez nebyly  publikovéany,
prezentovany ¢i jakkoli jinak odhaleny,
zvefejnény, zpfistupnény ¢i sdéleny na
zaklad¢ upravy stanovené Vv odstavci 5.1
nebo 5.2  (,,Nepublikované  tudaje®),
zistanou zahrnuty do ramce definice
Duvérnych  informaci, a Zdravotnické
zafizeni a ZkouSejici se zavazuji, ze
neodhali, nezvetejni, nezptistupni ¢i nesdéli
azavazou své zaméstnance ve shodném
rozsahu  vtéto  souvislosti, jakékoli
Nepublikované udaje jakékoli treti strané ¢i
nezvefejni jakadkoli Studijni data ¢i udaje
jakékoli tfeti strané, ato v rozsahu vétSim,
nez Vjakém mohou byt odhaleny,
zvefejnény, zpiistupnény ¢i  sdéleny
v jakékoli publikaci, prezentaci ¢i jiném
odhaleni na zéklad¢ odstavce 5.1 nebo 5.2.

5.4 Kontakty s médii

Zdravotnické zafizeni a Zkousejici
nebudou, azajisti, ze  zaméstnanci
Zdravotnického zafizeni nebudou,

poskytovat jakékoli rozhovory ¢i jiné formy

kontakti ~ smédii, zejména  vcetné
vydavatelstvi novin, provozovateli
radiového vysilani, provozovateli
televizniho vysilani a spole¢nostmi

pusobicimi na Internetu, ato v souvislosti
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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 a matter related to the Study or
Study drug or that otherwise relates to
GSK, Investigator will disclose 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 GSK’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.

6. PERSONAL DATA

6.1 Study Staff Personal Data

Both prior to and during the course of the
Study, the Investigator and his/her teams

se Studii, Hodnocenym Iécivem, Objevy
nebo  Studijnimi daty audaji bez
predchoziho pisemného svoleni GSK. Toto
ustanoveni nebrani moznosti publikovat ¢i
prezentovat Studijni data a udaje v souladu
s timto ¢lankem. ZkousSejici se zavazuje, ze
pokud bude v souladu s podminkami tohoto
Clanku 5 vefejné prezentovat nebo
publikovat jakykoli c¢lanek nebo dopis
tykajici se tématu souvisejicitho se Studii
nebo Hodnocenym 1éCivem nebo jinak
souvisejicitho se spole¢nosti GSK, zvetejni
skute¢nost, ze pusobil jako zkousSejici pro
tuto Studii.

5.5 Pouziti nazvu ¢&i jména

S vyjimkou toho, co je uvedeno V této
Smlouvé, z4dna strana této Smlouvy neni
opravnéna pouzit jména ¢i nazvu jiné
Strany, nebo nazvu GSK, ato v souvislosti
s jakoukoli reklamni ¢innosti,
k publikacnim ¢i marketingovym Gceliim
bez pfedchoziho pisemného svoleni,
s vyjimkou ptipadi, kdy GSK alQVIA
budou opravnéni pouzit nazev Mista
provadeéni klinického hodnoceni
v souvislosti s publikacemi tykajicimi se
Studie avramci komunikace, vcetné
webovych stranek vénovanych klinickym
hodnocenim apro Ucely newsletterti
vydéavanych V souvislosti se Studii.

5.6 Pfetrvani platnosti

Tento Clanek 5 ,Prava na zvetejnéni*
zlstane V platnosti iV ptipadé ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smiouvy.

6. OSOBNi UDAJE

6.1 Osobni Bidaje Studijniho personalu

Jak pted =zahajenim, tak iv prabéhu
provadéni Studie, ZkouSejici a jeho/jeji tym
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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 Regulation (EU) 2016/679 of the
European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive
95/46/EC (“GDPR”) and Act No.
110/2019 Coll., on Personal Data
Processing, as amended and may be used
by IQVIA, GSK, and their affiliates in
compliance  with  Data  Protection
Legislation, including as set forth below
and for the length of time reasonably
necessary for the purposes below.

GSK, IQVIA, and Institution will
cooperate with each other to take the
necessary measures to ensure adherence to
Data Protection Legislation. Institution is
responsible for supplying the Investigator
and Study Staff with sufficient information
regarding the collection of, handling, and
use of their Personal Data.

For the Investigator and Study Staff, 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:

mohou byt pozadani 0 poskytnuti
»Osobnich  adaji“, jak jsou tyto
definovany piislusnymi pravnimi predpisy
na ochranu osobnich udaji, vydanymi na
zaklad¢ shodné ¢i ekvivalentni/obdobné
narodni legislativy (spole¢né dale jen
,,Predpisy na ochranu osobnich udaju‘).
Tyto udaje spadaji do radmce pravnich
predpist na useku ochrany Osobnich udajt,
konkrétn¢ natizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna
2016 0 ochrang fyzickych osob
V souvislosti se zpracovanim osobnich
udajii a o volném pohybu téchto udaji a o
zruSeni smérnice 95/46/ES  (dale jen
,GDPR*) azdkona ¢. 110/2019 Sbh.,
0 zpracovani osobnich 1daji, V platném
znéni, @ mohou byt pouzivany spole¢nosti
IQVIA, GSK ajejich pfidruzenymi
subjekty v souladu s Piedpisy na ochranu
osobnich  udaji, vcéetn¢  podminek
uvedenych nize, ato po dobu pifiméfené
potiebnou K nize uvedenym tcéeltim.

GSK, IQVIA aZdravotnické =zafizeni
budou  vzijemné  spolupracovat na
potiebnych opattenich k zajisténi
dodrzovani Ptedpisii na ochranu osobnich
udaju. Zdravotnické zafizeni odpovidd za
to, ze Zkousejicimu a Studijnimu personalu
poskytne dostate¢né informace ohledné
shromazd'ovani jejich Osobnich udajl,
nakladani s nimi a jejich pouziti.

Ohledné Zkousejiciho a Studijniho
personalu tyto Osobni udaje mohou
zahrnovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikaci,
pfehled publikaci, resumé, informace
0 absolvovaném  vzdélani, a informace
tykajici se finan¢nich vztah nebo jinych
potencialnich  stieth  zdymt, audaje
0 platbach uskutecnénych vici Prijemci
plateb dle této Smlouvy, a to pro nasledujici
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(i) the conduct of clinical trials and/or
statistical analysis,

(i) verification by governmental or
regulatory agencies, the GSK, IQVIA,
and their agents and affiliates,

(iii)compliance with legal and regulatory
requirements,

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

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

ucely:

(i) provadéni klinickych hodnoceni a/nebo
statistické analyzy,

(if) ovéfeni ze strany statnich/spravnich
nebo regulatornich Gradi, spole¢nosti
GSK, IQVIA ajejich zastupct,
sesterskych organizaci ¢i pobocek,

(ii1))  zajisténi  souladu
a regulatornimi pozadavky,

S pravnimi

(iv) zvefejnéni na strankach
www.clinicaltrials.gov a webovych
strankach a serverech, které slouzi
obdobnému ucelu;

(v) evidovani V databazich pro ucely
usnadnéni vybéru zkousSejicich pro
budouci klinickd hodnoceni nebo jiné
zalezitost; a

(vi) zajisténi souladu na poli zédkazu
jakéhokoli korupéniho jednani.

Osobni udaje ZkouSejiciho a Studijniho
persondlu mohou byt pfedavany do zemi
mimo Evropskou unii (,,EU*), Evropsky
hospodaisky prostor a Svycarsko, napiiklad
do USA, které mozZnd neposkytuji stejnou
uroven ochrany udajl jako ptisluSné zakony
vzemi ZkouSejiciho, avSak Vv takovych
pfipadech IQVIA a GSK zajisti, aby pted
jakymkoli predanim 0daji byly uplatnény
vhodné zaruky vsouladu se zakonnymi
povinnostmi spole¢nosti IQVIA a GSK
zajistit ochranu Osobnich udajt
odpovidajici pozadavkim Piedpisi na
ochranu osobnich udaja.

Jména cClenti Studijniho personalu mohou
byt zpracovana v databazich vedenych
spole€nosti IQVIA pro ucely studijnich
kontaktd, a to vylucné pro ucely souvisejici
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6.2 Study Subject Personal Data

In the course of the Study and following its
completion, the Parties shall safeguard
personal data and information on the
personal situation of Study Subjects
enrolled in the Study, in compliance with
the Applicable Laws, in particular in
compliance with the GDPR.

Each Party shall bear responsibility for
their own data processing and ensure that
personal data of Study Subject shall be
collected, stored, disclosed and transferred
in compliance with all applicable data
protection laws and regulations and this
Agreement. The Parties undertake to adopt
measures in order to prevent any accidental
or unlawful destruction, loss, alteration,
unauthorised disclosure of, or access to
personal data, their other unauthorized
processing, as well as other abuse of
personal data.

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. The Site shall use
the consent form as provided by the
Sponsor that is in compliance with
applicable laws and regulations.

GSK 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 GSK
receives arequest from a Study Subject
for such access, amendment, transfer,

s klinickymi studiemi.

6.2 Osobni udaje Subjektu studie

Strany jsou povinny Vv prub¢hu Studie i po
jejim ukonceni dbat podle Pfislusnych
pravnich pifedpisi, zejména Vv souladu
s GDPR, 0 ochranu osobnich dat
a informaci 0 osobnich pomeérech subjektt
hodnoceni zafazenych do Studie.

Kazda Strana bude odpovédna za své
vlastni zpracovéani osobnich udaji a zajisti,
aby osobni udaje tykajici se Subjektt Studie
byly shromazd’'ovany, uchovavany,
uvolnovany a pfedavany v souladu se vS§emi
platnymi pravnimi piedpisy 0 ochrané
osobnich tudaji a Smlouvou. Strany se
zavazuji pfijmout takovd opatfeni, aby
nemohlo dojit K neopravnénému nebo
nahodilému pfistupu K osobnim udajim,
kjejich zméné, zniCeni ¢&i  ztraté,
neopravnénym pienosum, K jejich jinému
neopravnénému  zpracovani, jakoz ik
jinému zneuZiti osobnich udaji.

Zkous$ejici  zajisti  ziskdni  pisemného
souhlasu Subjektu studie pro ucely ziskani
apouziti Osobnich tdaji Subjektu studie
pro ucely souvisejici se Studii, a to vcetné
Zpracovani Udaju ziskanych v souladu
s Pfedpisy na ochranu osobnich udaji.
Misto provadéni klinického hodnoceni bude
pouzivat formulaf souhlasu, ve znéni
dodaném Zadavatelem, a ktery je v souladu
S ptisluSnymi pravnimi ptedpisy.

GSK a Zdravotnické zatizeni se dohodly, ze
bude nejvhodnéjsi, aby zadosti Subjekth
udaji o piistup k Osobnim tdajim, jejich
zménu, pievod, zablokovani pro nebo
vymazani vytizovalo Zdravotnické zatizeni.
V piipadé, Ze GSK obdrzi od Subjektu
udaju  zadost o piistup kjeho Osobnim

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 201790
Fakultni nemocnice u sv. Anny v Brné /

Version / Verze: Redacted // 19122019

CONFIDENTIAL / DUVERNE
Page / Strana 36 of / z 60



blocking, or deletion, GSK shall forward
the request to Institution. Parties
undertake to cooperate in solving all such
requests as well as problems that may
arise within the performance of the
Agreement in connection with the
personal data protection.

6.3Data Protection and Security

GSK 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 General Data
Protection Regulation (“GDPR”) and
ensure the protection of the rights of the
data subject.

Personal Data of Study Subjects shall be
provided to  the Sponsor in
a pseudonymized form. With respect to
the coded Study data provided to IQVIA
and/or GSK, the Institution and GSK are
both considered data controllers for the
Processing of the Personal Data and will
both act in accordance with Data
Protection Legislation.

IQVIA may process “personal data”, as
defined in the applicable data protection
legislation enacted under the same or
equivalent/similar national legislation
(collectively “Data Protection
Legislation”), of the Investigator and
Study Staff for study-related purposes
and all such processing will be carried out
in accordance with the Data Protection
Legislation.

udajim nebo 0jejich zménu, prevod,
blokovani nebo vymazani, pfeda GSK
takovou zadost Zdravotnickému zafizeni.
Smluvni strany se zavazuji K vzajemné
soucinnosti apomoci pii feSeni vSech
takovych zadosti ataké problému, které
mohou Vv ramci plnéni Smlouvy vzniknout
v souvislosti s ochranou osobnich udaju.

6.3 Ochrana a zabezpedeni udaju

GSK aMisto provadéni  klinického
hodnoceni budou dodrzovat vSechny
pfislusné pravni predpisy, v€etné napiiklad
vSech pfisluSnych Predpisi na ochranu
osobnich udaji, souvisejici s ochranou
soukromi a zabezpecenim Osobnich udaju,
apouziji vhodna technicka a organizacni
opatfeni tak, aby Zpracovani spliovalo
pozadavky Obecného nafizeni o ochrané
osobnich udaju (dale ,,GDPR*) aaby
zaruCily ochranu prav subjektt udaji.

Osobni udaje Subjektd studie budou
V pseudonymizované podob& poskytnuty
Zadavateli. Co se tyce kodovanych
Studijnich dat audaji poskytovanych
spoleCnosti IQVIA a/nebo GSK, jak
Zdravotnické zafizeni, tak GSK jsou
pokladany za spravce udaji pro ucely
Zpracovani Osobnich udaji a budou jednat
v souladu s Pfedpisy na ochranu osobnich
udaj.

IQVIA je opravnén zpracovavat ,,0sobni
udaje”, jak jsou tyto definovany
pfisluSnymi pravnimi piedpisy na uUseku
ochrany osobnich udajl, jez byly vydany na
zakladé¢ shodné ¢i ekvivalentni/obdobné
narodni legislativy (spole¢né¢ dale jen
»Pravni predpisy na ochranu osobnich
udaji*), Zkousejiciho a ¢lenti Studijniho
personalu pro ucely souvisejici se Studii,
pfi¢emz veSkera takovad zpracovani budou
provadéna v souladu s Pravnimi pfedpisy na
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Before Processing any Personal Data,
Institution and GSK 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.

6.4Security Breaches

I. Notification of Security Breaches. GSK
and Institution agree to notify each other
without undue delay after of discovery of
a Security Breach, so that the other party
has the opportunity to assess the incident
and fulfill its obligations towards the
supervisory authority or data subjects.

a. Notice of a Security Breach to Sponsor,
will be sent via e-mail to

b.Notice of aSecurity Breach to
Institution will be sent to

ii. 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

ochranu osobnich udaju.

Pted Zpracovanim jakychkoli Osobnich
udaji ase zohlednénim spravné praxe
Vv daném odvétvi, nakladi na realizaci
apovahy, rozsahu, kontextu atcelu
Zpracovani, stejné jako rizik s rtiznou
pravdépodobnosti a zdvaznosti pro prava
a svobody fyzickych osob, Zdravotnické
zaiizeni a GSK zajisti, aby byla uplatnéna
vhodnd technicka a organizacni opatieni,
ktera  zabrani  neopravnénému  nebo
protipravnimu  Zpracovani  jakychkoli
Osobnich udaji, které mohou mit pfipadné
Vv drzeni, aktera budou veSkeré takové
Osobni udaje chranit pfed nahodnou
ztratou, poskozenim nebo znicenim.

6.4 Porus$eni zabezpeceni

i.Hlaseni PoruSeni zabezpeceni. GSK
a Zdravotnické zafizeni se dohodli, Ze po
zjisténi Poruseni zabezpeceni o tom jeden
druhého bez zbytecného odkladu vyrozumi,
tak, aby druha strana méla moznost incident
posoudit asplnit své povinnosti vuci
dozorovému  ufadu, pfipadn¢  vuci
subjektiim tdaja.

a. Oznameni o PoruSeni zabezpeceni bude
zaslano GSK e-mailem na adresu

b. Oznameni o Poruseni zabezpeceni bude
zaslano Zdravotnickému zafizeni na adresu

ii. Pfi vzajemném oznamovani si GSK
a Zdravotnick¢ zafizeni budou pokud
mozno poskytovat dostatecné informace,
aby mohly PoruSeni zabezpeceni spolecné
posoudit a ptipadné ucinit veSkera povinna
oznameni pfislusnému statnimu Gfadu
v ¢asové lhité stanovené Predpisy na
ochranu osobnich udaji. Mize se jednat
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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 incident.

iii. GSK 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 GSK
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.

iv. 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

napiiklad o tyto informace:

a. povaha Poruseni zabezpeceni, kategorie
a priblizny pocet subjekti udaji a zdznami;

b. pravdépodobné  dasledky  Poruseni
zabezpeceni, V té¢ mife, v jaké je Ize urcit; a

c. veSkera opatieni pfijata k feSeni nebo ke
zmirnéni incidentu.

iii.Na zakladé vSech dostupnych informaci
a Predpisti na ochranu osobnich udaji GSK
a Zdravotnické zafizeni spolecné
rozhodnou, zda bude PoruSeni zabezpeceni
povaZovano za poruseni zabezpeceni udaju
podléhajici oznamovaci povinnosti, a pokud
to Pfedpisy na ochranu osobnich udaji
vyzaduji, pfipadné zajisti jeho ozndmeni
subjektim Udaji a/nebo stidtnim ufadim.
Kdyz GSK a Zdravotnické zafizeni usoudi,
ze Predpisy na ochranu osobnich udaju
takové ozndmeni vyzaduji, bude za vydani
tohoto oznameni odpovidat ta strana, ve
které k tomuto Poruseni zabezpeceni doslo.

iv.Pomoc v ptipadé PoruSeni zabezpeceni.
V ptipadé PoruSeni zabezpeceni tykajiciho
se Osobnich Udaji a/nebo Dulvérnych
informaci shromazdénych nebo obdrzenych
nékterou stranou podle této Smlouvy se
strana, ktera tyto daje obdrZela, zavazuje,
ze podle pokynt zasilajici strany poskytne
plnou  souinnost  aspolupraci  pfi
pfipadném internim nebo externim Setfeni
vedeném tfetimi  osobami, napftiklad
donucovacimi organy, ato poskytnutim
informaci, zameéstnancu, osobnich
pohovort, materiald, databazi
nebo jakychkoli a veskerych dalSich
polozek, nezbytnych k Gplnému prosetieni
a vyreSeni jakychkoli takovych incidentl

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 201790
Fakultni nemocnice u sv. Anny v Brné /

Version / Verze: Redacted // 19122019

CONFIDENTIAL / DUVERNE
Page / Strana 39 of / z 60



to take such remedial actions as the
parties mutually agree is warranted.

v.Neither GSK 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.
Parties agree to indemnify each other, for
all losses resulting from any Security
Breach due to negligence or willful
misconduct by relevant Party, its agents,
its Affiliates, or any vendor retained by
Party, including but not limited to legal
damages, government penalties, and/or
mitigation expenses.

6.5Survival

This Section 6 “Personal Data” shall
survive termination or expiration of this
Agreement.

a k ziskani informaci potiebnych
k poskytnuti ~ pozadovanych  oznameni.
Strana, ve které k PoruSeni zabezpeceni
doslo, se zavazuje podniknout takova
napravna opatfeni, ktera jsou podle
vzajemné dohody stran opravnéna.

V. Bez predchoziho pisemného souhlasu
druhé strany nesmi GSK ani Zdravotnické
zafizeni sdé€lit zadné informace tykajici se
podezieni na PoruSeni zabezpeceni nikomu
jinému nez dodavateli  povéfenému
vysetfovanim/ zmirnénim tohoto Poruseni
zabezpeceni a vazanému povinnou
mlcenlivosti, s vyjimkou pfipadd, kdy to
vyzaduji pfisluSné pravni predpisy. Smluvni
strany se zavazuji, Ze si navzajem nahradi
veSkeré  ztraty,  vzniklé v dusledku
jakéhokoli Poruseni zabezpeceni
zpusobeného nedbalym jedndnim nebo
umyslnym porusenim povinnosti piislusné
strany, jejich zastupct, jejich Ptfidruzenych
subjekti  nebo jakéhokoli dodavatele
najatého smluvni stranou, vetné napiiklad
nahrady zékonem vymezenych $kod, pokut
ulozenych statnimi orgény a/nebo vydaji na
zmirnéni nasledka.

6.5 Pfetrvani platnosti

Tento Clanek 6 ,,Osobni udaje® zlstane
v platnosti i v ptipadé ukonéeni platnosti ¢i
pfi vyprSeni platnosti této Smlouvy.

7. INDEMNIFICATION: STUDY SUBJECT INJURY: 7. ODSKODNENi, ZDRAVOTNI UJMA ZPUSOBENA
INSURANCE, INSURANCE AND DAMAGES SUBJEKTU STUDIE, POJISTENI. POJISTENI
A ODSKODNENI

7.1 GSK Indemnification 7.1 Odskodnéni ze strany GSK

GSK agrees to indemnify, defend, and GSK se zavazuje hgjit a odskodnit
hold harmless Institution and its affiliates, Zdravotnické  zafizeni  azbavit  jej
Investigator, Study Staff, and other odpovédnosti, jakoz ijeho pfidruzené

Institution  employees, agents, and osoby, ZkouSejiciho, Studijni personal
subcontractors (“Institution a dalsi zaméstnance Zdravotnického
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Indemnitees”) from and against any loss, zafizeni, zastupce a subdodavatele
expense, cost (including settlements or (,Odskodiiované osoby na  strané
ex-gratia payments made with the consent Zdravotnického  zafFizeni) v piipadé

of the parties and reasonable legal and jakékoli odpovédnosti za Skodu, nakladu ¢i
expert fees), liability, damage, or claim vydaju (v€etné vyrovnani nebo plateb ex-
by third parties for personal injury, gratia vyplacenych za souhlasu stran
including death, that arises out of the a piiméfenych  pravnich  a znaleckych
Institution’s  administration  of  the naklad), ztrat, ujem i naroku tfetich stran
investigational medicinal products or vzniklych z poskozeni ¢i ijmy na zdravi, ¢i
procedures provided for by the Protocol smrti z divodu podani hodnoceného 1éciva
or that arises out of the negligence or ¢i  poskytnuti  péfe  Zdravotnickym
willful misconduct of GSK (“Institution zatizenim dle Protokolu nebo V piipadé
Claim”), provided that GSK shall not vzniklé nedbalosti ¢i protipravniho jednani
indemnify any Institution Indemnitee for ze strany GSK (,,Narok Zdravotnického
any Institution Claim to the extent the zarizeni). GSK neodSkodni jakoukoli
Institution Claim arose out of: Odskodnovanou osobu  na strané
Zdravotnického zatizeni za jakykoliv Narok
Zdravotnického zatizeni do takové vyse, ve
kterém Narok Zdravotnického zafizeni
vznikl:

(i) failure by Institution Indemnitees to
conduct the Study in accordance with
the Protocol or this Agreement; or

(i) the negligence or willful misconduct

(i) poruseni této Smlouvy ¢i Protokolu
Odskodnovanou osobou na  strané
Zdravotnického zafizeni; nebo

(if) nedbalosti, protipravnim jednanim ¢i

or breach of statutory duty of Institution
Indemnitees.

poruSenim zakonné povinnosti
Odskodnovanou osobou na  strané
Zdravotnického zafizeni.

Povinnosti GSK na zakladé tohoto ¢élanku
vztahu kNdaroku Zdravotnického
zafizeni jsou podminény:

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

(i) prompt written notification to GSK
of the Institution Claim so that GSK’s
ability to assist to defend or settle the
Institution Claim is not prejudiced; and

(if) cooperation between Institution and
GSK in negotiations, which in the case
of a lawsuit means GSK being an
intervening party under Civil Procedure

(i) promptnim pisemnym oznamenim o
Néroku Zdravotnického zatizeni GSK ze
strany Zdravotnického zatfizeni, aby GSK
byla na své naklady schopna ucastnit se
obhajoby Naroku Zdravotnického zatizeni
a

(if) spolupraci  mezi  Zdravotnickym
zafizenim a GSK pfi jedndni o Naroku,
avptipad¢  podani  zaloby  proti
Zdravotnickému zatizeni moZnosti GSK
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Code.

GSK hereby represents and warrants that it
has provided clinical trial insurance in
accordance with § 52, par. 3, letter f) Act
on  Pharmaceuticals as may be
subsequently amended, this Insurance shall
be kept valid for the entire duration of the
Study.

The GSK’s liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by GSK
but shall extend to the full amount of the
Institution’s actual damages in the amount
of subject’s claim or of subject's legal
representative's claim successfully claimed
under Czech legal order.

Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

a) The injury of subject (including death)
has been caused by willful act,
negligence, wrongful conduct or breach
of any obligation stipulated for the
Institution or the Investigator by legal
guideline or by this Agreement
including all its appendices;

b) The Institution fails to notify the GSK in
writing within twenty (20) working days
of the date the Institution became aware
of the claim for damages having been
made. The notice shall be send by
registered post to the GSK.

c) Upon GSK’s request the Institution has
not made possible for the GSK take

ucastnit se fizeni jako vedlejsi ucastnik dle
obcanského soudniho tadu.

GSK prohlasuje a potvrzuje, Ze Vv souladu
sust. § 52 odst. 3, pism. f) zakona ¢.
378/2007 Sh., o1éc¢ivech, v platném znéni,
uzaviel pojisténi klinického hodnoceni,
které bude udrzovat po celou dobu Studie.

Odpovédnost spolecnosti GSK  odskodnit
Zdravotnické zatizeni dle tohoto ustanoveni
nebude limitovana castkou splatnou dle
jakéhokoliv pojisténi uzavieného
spolecnosti GSK, ale bude se vztahovat na
celou ¢astku skute¢né Skody
Zdravotnického zafizeni ve vysi naroku
subjektu nebo naroku jeho zikonného
zastupce uspésné uplatnéného dle ceského
pravniho fadu.

Narok Zdravotnického zafizeni na néhradu
Skody dle ptedchoziho  ustanoveni
nevznika, jestlize:

a) poSkozeni zdravi (v€etné smrti)
subjektu hodnoceni bylo zptisobeno
umyslng, nedbalosti, protipravnim
jednanim nebo nesplnénim povinnosti
stanovené Zdravotnickému zafizeni ¢i
ZkouSejicimu  pravnim  predpisem
nebo v této Smlouveé, véetné vsech
jejich ptiloh;

b) Zdravotnického zafizeni do dvaceti
(20) pracovnich dnli ode dne, kdy se
dozvédélo, Ze byl vici nému uplatnén
narok na ndhradu Skody, neoznamilo
tuto skutecnost pisemné spolecnosti
GSK. Oznameni musi byt odeslano
doporucenou postou GSK.

C) na zadost spolecnosti GSK mu
Zdravotnické zafizeni neumoznilo
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apart in out of court negotiations
concerning the claim which may result
in a legal suit at law;

d) The Institution has recognized the claim
without prior obtaining GSK’s written
consent to such recognition.

7.2 Study Subject Injury

The Site shall promptly notify IQVIA and
GSK in writing of any claim of Study-
related injury and cooperate with GSK in
the handling of such claim.

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 GSK will pay,
GSK will pay Institution directly on the
Study Subject's behalf for the care
provided. This commitment does not
modify GSK’s indemnification obligation
under this Agreement and is without
prejudice to any claim that GSK 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.

7.3 Insurance

Institution represents to have taken out
a liability insurance pursuant to Sec. 45
par. 2 letter n) of Act No. 372/2011 Coll.,
on Medical Services, covering all injury
and damage caused while providing

ucastnit se mimosoudniho
vyjednavani 0 vzneseném naroku
nebo nasledného soudniho fizeni;

d) Zdravotnické zafizeni uznalo
vzneseny narok, aniz by obdrzelo
ptedchozi pisemny souhlas
Zadavatele.

7.2 Zdravotni Gjma zpusobend Subjektu
studie

Misto provadéni klinického hodnoceni je
povinno neprodlené¢ pisemné vyrozumét
spolecnost IQVIA a GSK o0 jakémkoli
naroku vztahujicimu se ke zdravotni jmé
souvisejici se Studii a pln¢ spolupracovat
s GSK pfi feSeni tohoto naroku.

Pokud Misto  provadéni  klinického
hodnoceni  poskytne  Subjektu  studie
Iékaiskou péci pro lécbu zdravotni Ujmy
souvisejici se Studii za okolnosti popsanych
ve schvéleném formulafi informovaného
souhlasu ke Studii jako léCebné vylohy
hrazen¢ GSK, uhradi GSK =za Subjekt
studie ndklady na poskytnutou péc¢i piimo
Zdravotnickému zatizeni. Tento zavazek
neovliviiuje  zdvazek GSK  poskytnout
odskodnéni podle této Smlouvy anema
zadny dopad na jakykoli narok, ktery GSK
muze uplatnit proti Mistu provadéni
klinického  hodnoceni v pfipadé, Ze
zdravotni Ujma souvisejici se Studii byla
zpusobena nedbalosti nebo nedodrzenim
Protokolu ze strany Mista provadéni
klinického hodnoceni.

7.3 Pojisténi

Zdravotnické zatizeni prohlasuje, Ze ma dle
§ 45 odst. 2 pism. n) zakona ¢. 372/2011
Sb., 0 zdravotnich sluzbach, uzavienu

pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zpisobenou pfi
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medical care. This insurance complies with
the extent required by law and does not
cover liability for injury or damage
resulting from clinical trials.

GSK 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, GSK shall
provide Institution with written evidence of
its insurance program.

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

8. IOVIA DISCLAIMER

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

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

poskytovani zdravotni péce. Tato pojistna

smlouva  je uzaviena v zdkonem
pozadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za Skodu
zpusobenou pii  provadéni klinického
hodnoceni.

GSK bude udrzovat pfislusné pojisténi,
véetné sebepojisténi za svou piipadnou
odpovédnost za  Skody  zplsobené
podavanim Hodnoceného 1é¢iva (Ci 1€Civ)
vsouladu s Protokolem nebo  $kody
zplisobené ucasti ve Studii. Na pisemnou
zadost poskytne GSK Zdravotnickému
zafizeni  pisemny dikaz o takovém
programu pojisténi.

Tento c¢lanek 7 ,,0dSkodnéni, zdravotni
ujma zpiisobend Subjektu studie, pojisténi*
zlstane v platnosti iV ptipadé¢ ukonceni
platnosti ¢i po uplynuti doby trvani této
Smlouvy.

8. ODMITNUTI ODPOVEDNOSTI SPOLECNOSTI

IQVIA

IQVIA timto vyslovné odmitd jakoukoli
odpovédnost v souvislosti s Hodnocenym
lécivem, veetné jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti
zpiisobené nebo domnéle zplsobené
jakymkoliv Studijnim postupem spojenym
s takovym lé¢ivem vyjma rozsahu, V jakém
je  takova  odpovédnost fici
nedbalosti, umyslnym protipravnim
jednanim nebo porusenim této Smlouvy ze
strany spolecnosti IQVIA.

Tento Clanek 8 ,,Odmitnuti odpovédnosti
spolecnosti IQVIA® zustane Vv platnosti i po
ukonceni nebo uplynuti doby trvani této
Smiouvy.

9. CONSEQUENTIAL DAMAGES 9. NASLEDNA SKODA

Neither IQVIA nor GSK shall be

Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 201790
Fakultni nemocnice u sv. Anny v Brné /

Version / Verze: Redacted // 19122019

Ani IQVIA ani GSK nebudou vici Mistu

CONFIDENTIAL / DUVERNE
Page / Strana 44 of / z 60



responsible to the Site for any lost profits,
lost opportunities, or other consequential
damages, nor shall Site be responsible to
IQVIA or GSK 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
investigation by any regulatory authority
for debarment or any similar regulatory
action in any country, and the Site shall
notify 1QVIA immediately if any such
investigation, disqualification, debarment,
or ban occurs.

This Section 10 “Debarment” shall survive

provadeéni klinického hodnoceni odpovédni
ve vztahu k jakémukoli uslému zisku, ztraté
obchodnich prilezitosti, ¢i  jakymkoli
souvisejicim Skodam, ani Misto provadéni
klinického hodnoceni nebude odpovédné
vaci spolecnosti IQVIA nebo GSK ve
vztahu K jakémukoli u$lému zisku, ztraté
obchodnich pfilezitosti, ¢i jakymkoli
souvisejicim Skodam.

Utelem zadného zde uvedeného ustanoveni
neni vylou¢it nebo omezit jakoukoli
odpovédnost kterékoli ze smluvnich stran
za umrti nebo zdravotni Ujmu zpiisobenou
nedbalosti dané strany.

Tento Clanek 9 ,Nasledna $koda“ zistane
Vv platnosti po ukoncéeni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI: ZAKAZ CINNOSTI

Misto provadéni klinického hodnoceni
prohlasuje a potvrzuje, Ze ani Zdravotnické
zafizeni, ani ZkouSejici, ani kterykoli ze
zaméstnancl, zastupct  Zdravotnického
zafizeni ¢i jakdkoli jind osoba, kterd se
podili na vykonu Studie ve Zdravotnickém
zafizeni, nebyla zbavena pfisluSného
opravnéni, nebyla ji ulozena sankce zakazu
vykonu ¢innosti  klinickych hodnoceni
a dale, ze kterykoli z téchto subjektti neni
vySetfovan jakoukoli kontrolni instituci,
kdy vysledkem takového Setfeni ¢i fizeni
muze byt uloZeni sankce zdkazu vykonu
¢innosti  ¢1  odebrani opravnéni, ato
v kterémkoli  staté, a Misto provadéni
klinického hodnoceni se dale zavazuje
neprodlené vyrozumét IQVIA v ptipade, ze
dojde k takovému vySetiovani,
diskvalifikaci, wulozeni sankce zakazu
vykonu ¢innosti nebo K odejmuti opravnéni
k vykonu klinického hodnoceni.

Tento Clanek 10 ,»VylouCeni® zlistane
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termination  or
Agreement.

expiration of this

11. FINANCIAL DISCLOSURE AND CONFLICT OF

Vv platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

INTEREST

Upon GSK’s or IQVIA’s request,
Investigator 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 acompleted form from each
such investigator and sub-investigator.

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

Site agrees that the completed forms may
be subject to review by governmental or
regulatory agencies, GSK, 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 GSK’s country of origin and to the
U. S., if the appropriate level of data
protection as in the Site’s own country IS
ensured.

ZkousSejici souhlasi, ze na zaklad¢ zadosti
GSK nebo IQVIA Zkousejici pro kazdého
uvedeného a identifikovaného zkousejiciho
nebo spoluzkousejiciho, kteti se piimo
podili na Ié¢eni nebo hodnoceni Subjektt
studie neprodlené ptedd IQVIA vyplnény
a podepsany formuléf finanéniho prohlaseni
a konfliktu zajmt, ktery byl vyplnén
apodepsdn takovym zkouSejicim nebo
spoluzkousejicim, ve kterém tito zkousejici
¢1  spoluzkousSejici pfiznavaji  jakékoli
pfislusné zajmy, které maji oni sami nebo
jejich manzelé/manzelky ¢i nezaopatiené
deéti.

Spolecnost IQVIA je opravnéna pozdrzet
platby, v pfipadé, Zze neobdrzi vyplnéné
formulate od kazdého takového
zkousejiciho a spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
formuléit dle potieby, S cilem zajistit jejich
pfesnost auplnost V prubéhu realizace
Studie a jeden (1) rok po dokonceni Studie.

Misto provadéni klinick¢ého hodnoceni
souhlasi stim, ze vyplnéné formulare
mohou kontrolovat statni a regulacni ufady,
GSK, IQVIA ajejich zastupci, a Misto
provadéni klinického hodnoceni s takovymi
kontrolami souhlasi.

ZkouSejici dale souhlasi s pfenosem dat
0 finanénim prohlaSeni do zemé& sidla GSK
a Spojenych  stati  americkych, ato
v piipad¢, ze bude =zajistén odpovidajici
rezim ochrany dat jako ve vlastni zemi
Mista provadéni klinického hodnoceni.
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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 GSK products.
Notwithstanding the foregoing,
commercially reasonable payments to
a subcontractor 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 the
subcontractor is a GSK customer).

If the GSK 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,

Tento Clanek 11 ,Finanéni informace
astfet zajmu“ zGstane V platnosti po
ukonceni nebo uplynuti doby trvani této
Smlouvy.

12. ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zatizeni a Zkousejici souhlasi,
ze jejich usudek, pokud jde 0 poradenstvi
apéci okazdy Subjekt studie, nebude
ovlivnén uhradou, kterou obdrzi na zakladé
této Smlouvy, adale osvédCuji, Ze tato
kompenzace nepfesahuje realnou trzni
hodnotu sluzeb, které poskytuji pro tuto
Studii a Zze zadné platby nejsou spole¢nosti
IQVIA poskytovany za ucelem piimét je
k nakupu nebo piedepisovani jakychkoliv
1éka, zafizeni nebo produktl; aze zadné
platby nebudou déle ptfedany celkové ani
castecné, pfimo ani nepiimo, zadné treti
strané ve form¢ rabatu nebo slevy na nakup
vyrobkd GSK. Bez ohledu na vyse uvedené,
komeréné piimétené platby subdodavateli,
ktery poskytuje podle podminek této
Smlouvy sluzby splitujici kritéria sluzeb
poskytovanych v dobré vite, se nepokladaji
za platby v podobé dale ptedavanych rabati
nebo slev (ato ani vpripadé, ze
subdodavatel je zdkaznikem GSK).

Pokud GSK nebo IQVIA poskytnou
jakékoli produkty nebo predméty pro
pouziti ve Studii zdarma, Zdravotnického
zafizeni a ZkousSejici souhlasi, Ze nebudou
zédat thradu po zadném Subjektu studie,
pojistovné nebo statnim/spravnim Ufadu
nebo jakékoli jiné tfeti strané¢ za tyto
zdarma  poskytnuté  produkty  nebo
pfedméty.

Zdravotnické zatfizeni a Zkousejici souhlasi,
ze nebudou zadat Uhradu po Zadném
Subjektu Studie, pojistovné nebo statnim
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services or expenses incurred during the
Study for which they have received
compensation from IQVIA or GSK, 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 GSK or IQVIA to secure an
improper advantage or obtain or retain
business.

Institution and  Investigator  further
represent and warrant that neither they nor
any of their respective owners, directors,
employees, agents, or consultants, nor any
payee under this Agreement, will, in order
to assist GSK or IQVIA to secure an
improper advantage or obtain or retain
business, directly or indirectly pay, offer or
promise to pay, or give any ltems of Value

uifad¢ za jakékoliv navstévy, sluzby nebo
vydaje vzniklé¢ v pribéhu Studie, za které
obdrzeli uhradu od spolecnosti IQVIA nebo
GSK, nebo které nejsou soucasti bézné
péce, kterou by za normalnich okolnosti
poskytli ~ Subjektu studie aze ani
Zdravotnické zafizeni ani  ZkouSejici
nebudou poskytovat platbu jinému Iékati za
doporuceni subjekti do Studie.

13. ZAKAZ PODPLACENI

Zdravotnické zatfizeni a ZkouSejici timto
souhlasi, ze platby, které budou uhrazeny
spolecnosti IQVIA na zékladé¢ této
Smlouvy, predstavuji pfiméfenou trzni
odménu poskytovanou V dobré vife za
sluzby poskytnuté Mistem provadéni
klinického hodnoceni Vv souvislosti  se
Studii. Zdravotnické zatizeni a Zkousejici
timto prohlasuji a zavazuji se, Ze platby ¢i
Hodnotné véci, které obdrzi na zakladé této
Smlouvy ¢i V souvislosti se Studii jakkoli
neovlivni jakékoli rozhodnuti Zdravotnické

zafizeni, ZkouSejiciho ¢i  jakéhokoli
pfisluSného  vlastnika  Zdravotnického
zafizeni,  Cleny  spravnich  organ,

zaméstnance, zastupce, konzultanty ¢i
jakékoli ptfijemce plnéni na zakladé této
Smlouvy Kktomu, aby ucinil, jakoZzto
Zastupce vefejné moci ¢i jakkoli jinak, za
ucelem poskytnuti pomoci spole¢nosti GSK
¢ IQVIA v podobé zajiSténi neopravnéné
vyhody ¢i za Gc¢elem ziskani ¢1 zachovani si
obchodni piileZitosti.

Zdravotnické zafizeni a ZkouSejici dale
prohlasuji a zavazuji se, ze ani oni, ani
jakykoli jejich vlastnik, Clen statutdrniho
organu, zastupce ¢i konzultant, ani jakykoli
pfijemce plnéni dle této Smlouvy, ato za
ucelem pomoci spolecnosti GSK ¢i IQVIA
k zajisténi neopravnéné vyhody ¢i ziskani ¢i
zachovani obchodni pfilezitosti, pifimo ¢i
nepiimo, neuhradi, nenabidne ¢i neslibi
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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 GSK in writing prior
to the commencement of this Agreement:
(@) none of their significant shareholders
(>25% shareholding) or senior
management have influence over GSK’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 GSK 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
apublic or private role which involves
making decisions which could affect GSK
business or providing services or products
to, or on behalf of GSK. Institution shall
inform GSK in writing at the earliest
possible opportunity of any conflict of
interest as described in this subsection #
that arises during the performance of this
Agreement.

uhradit, nebo nedaruje  jakoukoli
Hodnotnou véc jakékoli osobé ¢i subjektu
v souvislosti s nasledujicimi  Gcely: (i)
ovlivnéni jakéhokoli jednani ¢i rozhodnuti:
(i1) pobidky ¢i pohnuti takové osoby ¢i
subjektu, aby néco konal nebo se zdrzel
urCitého jednani Vrozporu se zékonem
ulozenou povinnosti; (iii))  zajiSténim
jakékoli neopravnéné vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby ¢i subjektu
K zneuziti vlivu viaci statnimu/spravnimu
organu ¢i jeho zastupci V této souvislosti,
a to za ucelem ovlivnéni jakéhokoli jednani
¢i rozhodnuti statniho/spravniho organu ¢i
jeho zastupce.

Zdravotnické zafizeni prohlasuje
a zarucuje, ze s vyjimkou toho, co bylo
spolecnosti GSK pisemné¢ sdé¢leno pred
zah4ajenim platnosti této Smlouvy: (a) nikdo
Z jeho vyznamnych akcionatt (podil >25 %
akcii) nebo ¢lenit vrcholného vedeni nema
vliv na obchodni ¢innost GSK; (b) nikdo
Z jeho vyznamnych akcionatt (podil >25 %
akcii), ¢lend tymu vrcholného vedeni, ¢lent
pfedstavenstva nebo hlavnich osob, které
budou odpovidat za dodavku zbozi / sluzeb
neni v soucasnosti ani nebyl v pfedchozich
dvou letech Zastupcem vefejné moci
s pfipadnym  skuteénym  nebo i jen
zdanlivym vlivem na obchodni cinnost
GSK; (c) nevi ozadnych blizkych
rodinnych pfislusnicich (jako je
manzel/manzelka, rodiCe, déti  nebo
sourozenci) osob uvedenych v pfedchozim
bod¢ (b), které maji vefejnou nebo
soukromou funkei zahrnujici rozhodovani
s pfipadnym vlivem na obchodni c¢innost
GSK nebo na poskytovani sluzeb nebo
produktli spole¢nosti GSK nebo ve
prospéch GSK. Zdravotnické zatizeni bude
GSK pisemné informovat pii nejblizsi
mozné prileZitosti o jakémkoli stietu zajmi,
popsaném v této Casti, ktery vznikne béhem
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In addition to other rights or remedies
under this Agreement or at Applicable
Laws, IQVIA or GSK may terminate this
Agreement if Site breaches any of the
representations or warranties contained in
this Section or if IQVIA or GSK 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 GSK and shall not be
considered the employees or agents of
IQVIA or GSK.

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

15. TERM & TERMINATION

15.1Term

This Agreement will become effective on
the date of its publication in the Register of
Agreements (the ,Effective Date*) and
shall continue until completion or until
terminated in accordance with this Section
15 “Term & Termination”.

plnéni této Smlouvy.

Nad ramec ostatnich prav a prostredkl
napravy dle této Smlouvy, ¢i na zakladé
Ptislusnych pravnich pfedpist, IQVIA nebo
GSK budou opravnéni ukoncit platnost této
Smlouvy v ptipadé, Ze Misto provadéni
klinického hodnoceni porusi jakékoli
prohldseni ¢i zaruky obsazené Vv tomto
Clanku, ptipadné, pokud IQVIA nebo GSK
zjisti, ze jsou poskytovany ¢i  byly
poskytnuty neopravnéné platby vuéi ¢i ze
strany  Zdravotnického  zafizeni  ¢i
Zkousejiciho nebo jakéhokoli jednotlivce ¢i
subjektu jednajiciho jejich jménem.

14. NEZAVISLI DODAVATELE

Zkousejici a Zdravotnické zafizeni
a Studijni persondl budou jednat jako
nezavisli poskytovatelé smluvniho plnéni
spole¢nosti  IQVIA anebudou jakkoli
povazovani za zaméstnance Ci zastupce
spole¢nosti IQVIA nebo GSK.

Ani IQVIA ani GSK nebudou mit jakoukoli
odpovédnost vztahujici se K benefitim,
penzim, nahradam, narokiim
k dichodovému pfipojisténi,
pracovnépravnim odménam, srazkovym ci
jinym pracovnépravnim danim tykajicim se
Zkousejiciho nebo Zdravotnického zatizeni
nebo jejich zaméstnanct.

15. PLATNOST A UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyva ucinnosti Kk datu
jejiho zvetejnéni Vv Registru smluv (dale
,Datum ucinnosti) a zistane Vv platnosti
do dokonfeni plnéni nebo ukonceni
Smlouvy podle tohoto ¢lanku 15 ,,Platnost
a ukonceni platnosti‘.
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15.2 Termination

IQVIA and/or GSK may terminate this
Agreement for any reason effective
immediately upon written notice received
by the Institution.

The Site may terminate immediately upon
delivery of written notice to GSK if it
reasonably determines that it is unsafe to
continue the Study or if it is necessary to
protect the health, safety or welfare of
a Study subject.

Institution may terminate this Agreement
upon thirty (30) days’ written notice to
GSK if GSK [or IQVIA] is in breach of
this Agreement and fails to remedy the
breach within thirty (30) days.

If for any reason, the named Investigator is
unwilling or unable to continue to serve as
Investigator and a successor acceptable to
both the Institution and GSK is not
available within thirty (30) days, this
Agreement may be terminated at Sponsor’s
sole option, upon ten (10) days’ prior
written notice to Institution.

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 afinal payment for wvisits or

15.2 Ukonceni platnosti

IQVIA a/nebo GSK jsou opravnéni ukoncit
platnost této Smlouvy z jakéhokoli divodu
s okamzitou ucinnosti ke dni doruceni
pisemného ozndmeni  Zdravotnickému
zafizeni.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym oznamenim GSK v ptipad¢, ze
Misto provadéni klinického hodnoceni
divodné usoudi, Ze pokracovani ve Studii
neni bezpecné nebo Ze je to nezbytné pro
ochranu zdravi abezpecnosti Subjektl
studie, ato sucinnosti ke dni doruceni
pisemného oznameni Zadavateli.

Zdravotnické zafizeni je opravnéno ukoncit
tuto  Smlouvu  pisemnou  vypovédi
doru¢enou GSK, ato s vypovédni dobou
tiicett (30) dni, v pfipadé, Ze dojde
k poruseni této Smlouvy ze strany GSK
[nebo IQVIA] anebude zjednana naprava
do tficeti (30) dnti.

V ptipadé, Ze Zkousejici jiz nebude chtit ve
Studii pokracovat nebo tohoto nebude
schopen a zaroven nebude mozné zajistit do
tiiceti (30) dni nastupce akceptovatelného
jak pro Zdravotnické zatizeni, tak pro GSK,
muze byt tato Smlouva na zéklade
rozhodnuti Zadavatele ukoncena, ato
pisemnou vypovedi zaslanou
Zdravotnickému zafizeni s deseti (10) denni
vypovédni dobou.

V navaznosti na dorufeni ozndmeni
o ukonceni platnosti Misto provadéni
klinického hodnoceni neprodlené ukonci
jakykoli nabor subjektii, bude jednat
vsouladu s definovanymi postupy pro
ukonceni, zajisti, ze ve vztahu k subjektim
Studie budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné usili
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milestones properly performed pursuant to
this Agreement in the amounts specified in
Attachment A; provided, however, that
Payments will be in each case reduced by
ten (10 %) percent. This reduced amount
shall represent a value of any/all activities
related to close-out of the database, and
will be made upon the final acceptance by
GSK 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 GSK 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:

a) inperson

b) by certified mail, postage prepaid,
return receipt requested,

c)by a commercial overnight courier
that guarantees next day delivery
and provides areceipt, and such
notices shall be addressed as

za uCelem limitace jakychkoli dalSich
nakladd, pficemz  IQVIA  provede
zéverecnou Uhradu za navstévy a milniky,
jez byly tadné provedeny na zakladé av
souladu stouto Smlouvou, ato ve vysi
castek definovanych v Pfiloze A. Platby
budou v kazdém ptipad¢ sniZzeny o ¢astku
ve vysi deseti (10 %) procent. Takto
snizena Castka bude predstavovat hodnotu
veskerych ¢innosti spojenych s uzavienim
databaze, a bude poskytnuta poté, co GSK
schvali veskeré stranky formuléit CRF,
a dale poté, co budou poskytnuta veskera
vyjasnéni dat adale dojde ke splnéni
veSkerych ostatnich podminek, jez jsou
stanoveny Vv této Smlouve. V pfipadé, zZe
dojde ke vzniku domnéni, Zze doslo
k podstatnému poruseni této Smlouvy,
muze dojit kukonceni platnosti této
Smlouvy, ato svyjimkou av rozsahu,
vjakém muize byt ohrozena bezpecnost
Subjektt studie. V takovém piipadé IQVIA
a/nebo GSK mohou pferusit naplnéni celé
¢1 ¢asti této Smlouvy, zejména zatazovani
Subjekta studie.

16. OZNAMENI

16.1 Veskera oznameni vyzadovana nebo
povolena podle této Smlouvy, S vyjimkou
oznameni podavanych podle ustanoveni
odstavce 6.4, PoruSeni zabezpeceni, budou

uéinéna  Vpisemné podobé abudou
dorucena:
a)osobné
b)doporu¢enym  dopisem, S piedem

zaplacenym poStovnym, S dorucenkou

¢) komer¢ni noéni kuryrni sluzbou, ktera
zarucuje doruceni dalsi den a poskytne
potvrzeni. Tato ozndmeni budou
adresovéna takto:
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follows:

Name / Nazev: GlaxoSmithKline Research &
Development Limited

Address / Adresa: 980 Great West Road, Brentford,
Middlesex, TW8 9GS, UK / Spojené kralovstvi

Name / Nazev: IQVIA RDS Eastern Holdings
GmbH

Address / Adresa: Stella-Klein-Low-Weg 15, Rund 4,
Haus B, OG 5, 1020 Vienna / Viden, Austria /
Rakousko

Tel/ Tel: I

Andto/A:

To GSK / Zadavateli:

To IQVIA / IQVIA:

IQVIA Inc.

Office of the General Counsel

P.O. Box 13979

Research Triangle Park, North Carolina 27709-3979
USA

Attention: General Counsel
Email: |
Name / Nazev: Fakultni nemocnice usv. Anny
V Brné

Address / Adresa: Pekarska 664/53, 656 91 Brno,
Czech Republic / Ceska republika
Email:
Name / Jméno a ptijmeni:
Address / Adresa:
E-mail:

To Institution / Zdravotnickému
zafizeni:

To Investigator / ZkouSejicimu:

16.2 Other than as described under Section
6.4, Security Breach, email shall not be
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, accidents, wars,
riots, embargoes, delay of carriers, inability
to obtain materials, failure of power or

16.2 svyjimkou toho, co je uvedeno
Vv odstavei 6.4, Poruseni zabezpeceni,
nebude e-mail platnou metodou =zasilani
Oznameni podle této Smlouvy.

17. VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez mé byt takovou Stranou splnéna
na zakladé¢ podminek této Smlouvy, bude
prominuto v dasledku zaplav, pozart ¢i
jinych projevii Vys$$i moci, nehod, valek,
nepokoji, embarg, prodleni dopravci,
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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

18.1Entire Agreement

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

18.2 No Waiver/Enforceability

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

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

18.3 Assignment of the Agreement

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

nemoznosti opatfit pfislusSné materialy,
nebude-li dodana elektricka energie ¢i jiné
ptirodni zdroje, Vv diasledku rozhodnuti,
zakazli ¢i omezeni statniho/spravniho uradu
¢i jiného prvku vyssi moci, ktery zabrani
splnéni takové povinnosti, bez ohledu na to,
zda je shodny ¢i odlisSny od shora
uveden¢ho, aktery stoji mimo moznost
ovlivnéni piislusné Strany, kterd je takovou
povinnosti vdzana, to vSak za podminky, Ze
takto dot¢end Strana vyvine odpovidaji Gsili
za uCelem odstranéni ¢i napravy i
ptekonani jakéhokoli takového divodu ¢&i
pfi¢iny abude pokracovat V plnéni svych
povinnosti V nejbliz§im mozném c¢asovém
okamziku.

18. RUZNE

18.1 Celistvost Smlouvy

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

18.2 Vzdani se uplatnéni/Vynutitelnost

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

V pfipadé, Ze bude kterdkoli ¢ast této
Smlouvy shleddna jako nevykonatelna,
zbytek této Smlouvy zUstane inadale
v platnosti.

18.3 Pfevod Smlouvy

Tato Smlouva bude zavazna vuc¢i Stranam
I jejich pravnim nastupciim a postupnikdm.

Misto provadeéni klinického hodnoceni
neptevede jakakoli prava ¢i zavazky z této
Smlouvy bez piredchoziho pisemného
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GSK.

Upon GSK’s request, IQVIA may assign
this Agreement to GSK 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 Applicable Law

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

The Parties agree that the competent courts
of the Czech Republic shall have
jurisdiction to decide any questions or
disputes related to this Agreement.

18.5 Prevailing language

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

18.6 Survival

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

18.7 Binding Authority

IQVIA represents that GSK has granted
IQVIA written authority to bind GSK to
the GSK obligations expressly included in

souhlasu IQVIA nebo GSK.

Na zakladé¢ zadosti GSK je IQVIA
opravnéna prevést tuto Smlouvu na GSK
nebo jakoukoli tfeti stranu, a IQVIA nebude
odpovédna za jakékoli zavazky ¢i
odpovédnosti dle této Smlouvy, jez
vyplynou po datu pfevodu a Misto
provedeni klinického hodnoceni timto
souhlasi s takovym postoupenim. Mistu
provedeni klinického hodnoceni bude
takové postoupeni Ci pfevod oznameno bez
zbyte¢ného odkladu nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana
vsouladu  spravnim  fadem  Ceské
republiky.

Strany se dohodly, ze krozhodovani
0 jakychkoli otazkach souvisejicich s touto
Smlouvou jsou pftislusné soudy Ceské

republiky.

18.5 Rozhodna jazykova verze

Tato Smlouva je vyhotovena v anglickém
aceském jazykovém znéni. V piipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

18.6 Pfetrvani platnosti

Podminky této Smlouvy, jez obsahuji prava
a povinnosti, jez svoji povahou prekracuji
okamzik dokonceni Studie, zustanou
zavazné 1v pripadé ukonceni ¢i vyprSeni
platnosti této Smlouvy, a to i v pfipade, ze
tak neni v této Smlouvé vyslovné uvedeno.

18.7 Pravné zdvazné zmocnéni

Spole¢nost IQVIA prohlasuje, zZe ji
spolecnost GSK dal pisemné zmocnéni
k vytvafeni téch zavazki GSK Kk plnéni
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this Agreement.

18.8 This Agreement has been executed in
4 original counterparts, and each Party
shall receive one.

18.9 This Agreement may only be added to
or amended by way of written amendments
executed by all Parties.

18.10 In compliance with Sec. 558 par. 2
of Act No. 89/2012 Coll., Civil Code, as
amended, the Parties hereby exclude the
use of business practices / usages in legal
relations arising herefrom.

THIS SECTION IS

povinnosti GSK, které jsou vyslovné
uvedeny v této Smlouve.

18.8 Tato Smlouva je vypracovana ve 4
vyhotovenich, z nichz kazd4 smluvni strana
obdrzi po jednom.

18.9 Ménit adoplnovat tuto Smlouvu je
mozné pouze formou pisemnych, vSemi
smluvnimi stranami podepsanych dodatkl

18.10 Smluvni strany timto Vv souladu s §
558 odst. 2 =zakona ¢&. 89/2012 Sb,
obCanského zakoniku, V platném znéni,
vyslovné vylucuji pouziti obchodnich
zvyklosti ve svém pravnim  styku
v souvislosti s touto Smlouvou.

TATO CAST JE ZAMERNE

INTENTIONALLY LEFT BLANK PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Eastern Holdings GmbH / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Eastern
Holdings GmbH

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 20.12.2019

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice u sv. Anny v Brné: / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice U SV.
Anny v Brné:

By/ Jméno: Ing. Vlastimil Vajdak

Title/ Funkce: Director / Reditel

(must authorized to sign on Institution’s behalf)/(musi se jednat 0 podpis opravnéného
zastupce Zdravotnického zafizeni):

Signature/ Podpis:

Date/ Datum: 15.1.2020

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS ZKOUSEJICi:

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum: 15.1.2020

Signed by IQVIA RDS Eastern Holdings GmbH, under a Power of Attorney dated 8 August 2019, in
the name of GlaxoSmithKline Research & Development Limited / Podepsano IQVIA RDS Eastern
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Holdings GmbH, na zakladé¢ Plné moci vystavené dne 8. srpna 2019, jménem GlaxoSmithKline

Research & Development Limited

Name/ Jméno:

Signature/ Podpis:

Date/ Datum: 20.12.2019

Attachments:

Attachment A — Budget and payment schedule
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET A PLATEBNi PREHLED
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