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CLINICAL TRIAL AGREEMENT

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

Revmatologicky ustav, state budgetary
organization, having a place of business at Na
Slupi 450/4, Praha 2 — NovéMésto, 128 00 Praha
2, Czech Republic, Identification Number:
00023728, Tax Identification Number:
CZz00023728, represented by prof. MUDr. Karel
Pavelka, DrSc., Director (the “Institution”), and

IQVIA RDS Eastern Holdings GmbH, having a
place of business at Stella-klein-L6-Weg 15,
Rund 4, Haus B, OG 5, 1020 Vienna, Austria
(“IQVIA”), and

GlaxoSmithKline Research & Development
Limited, having a place of business at 980 Great
West Road, Brentford, Middlesex, TW8 9GS, UK
("GSK”)

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

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (,Smlouva®) je
uzavirdna mezi nasledujicimi stranami:

Revmatologicky ustav, statni pfispévkova
organizace, se sidlem Na Slupi 450/4, Praha 2 —
Nové Mésto, 128 00 Praha 2, Ceskéa republika,
Identifikacni Cislo: 00023728, Darové
identifikaCni ¢&islo: CZ00023728, zastoupeny
prof. MUDr. Karlem Pavelkou, DrSc., feditelem
(,Zdravotnické zarizeni“), a

IQVIA RDS Eastern Holdings GmbH, se sidlem
Stella-Klein-Léw-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, TW8 9GS, Spojené
kralovstvi (,GSK®)

Kazda samostatné jako ,Strana“ a spole¢né jako

GSK3196165 with placebo

LStrany®.
Protocol 202018 Gislo Protokolu: | 202018
Number:
24tydenni, multicentrické,
randomizované, dvojité
A 24-week, phase 3, zaslepené klinické hodnoceni
multicentre, randomised, faze 3 posuzujici ucinnost a
double-blind, efficacy and bezpecnost pfipravku
safety study, comparing GSK3196165 v porovnani s

placebem a sarilumabem v

Development Limited

and with sarilumab, in kombinaci s konvenénimi
Protocol Title: combingtion Wit_h Nazev syntc_e’gick_ymi _ chorobu
' conventional synthetic Protokolu: modifikujicimi
DMARDSs, in participants with antirevmatickymi leky
moderately to severely active (DMARD) u pacientd se
rheumatoid arthritis who have stfedni az vysokou aktivitou
an inadequate response to revmatoidni artritidy, ktefi
biological DMARDs and/or vykazuji nedostate¢nou
Janus Kinase inhibitors odpovéd na  biologicke
DMARD a/nebo inhibitory
Janusovych kinaz
Protocol Date: | 22 May 2019 Datum 22. kvétna 2019
Protokolu:
. GlaxoSmithKline Research & . GlaxoSmithKline Research &
Sponsor: Zadavatel:

Development Limited

Country where
Institution is
Conducting
Study:

Czech Republic

Stat, ve kterém
ma sidlo
Zdravotnické
zarizeni, které
provadi Studii:

Ceska republika
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conducted:

Location where | Department of rheumatology,
the study will be | which is a division/part of the
Institution

Misto, kde bude | Revmatologicka ambulance,
provadéna ktera je
Studie:

soucasti
Zdravotnického zarizeni

Date:

100 Calendar Days after Site
Initiation Visit (being the date
by which Site must enrol at
least one (1) subject as more
specifically set out in section
1.7 “Key Enrollment Date”

Key Enrollment

Klicové datum
zZarazeni:

100 kalendafnich dnud po
Iniciaéni  navstévé Mista
provadéni klinického
hodnoceni (a to jakoZto den,
ke kterému je Misto
provadéni klinického
hodnoceni povinno zafadit
minimalné jeden (1) subjekt,

ECMT / EC/RA:

nemocnice v Motole, V Uvalu
84, 150 06 Praha 5, Czech
Republic

EC: )
Eticka komise RU, Na Slupi

below) jak je dale podrobnéji
rozvedeno nize v odstavci 1.7
~KliCové datum zafazeni®)

ECMT: MEK:

Eticka komise Fakultni Eticka komise Fakultni

MEK / EK /| Etickd komise RU, Na Slupi

nemocnice v Motole, V Uvalu
84, 150 06 Praha 5, Ceska
republika

LEK:

450/4, Praha 2 — NovéMésto, SUKL: 45074, Praha 2 — Nove Mésto,

128 00 Praha 2, Czech 128 00 Praha 2, Ceska

Republic republika

RA: SUKL:

Statni ustav pro kontrolu Statni Ustav pro kontrolu

IéCiv, Srobarova 48, 100 41 léCiv, Srobarova 48, 100 41

Praha 10, Czech Republic Praha 10, Ceska republika
the I | || . zkousejici: |

“Investigator”:

The following additional definitions shall apply to
this Agreement:

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

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

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.

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je odkazano
vySe, a ktery mize podléhat ¢as od Casu
zménam provedenym spolecnosti GSK (ve
smyslu nize uvedené definice).

Formulare pro zaznamy o subjektech hodnoceni
(Case Report Form) nebo CRF: formulaf pro
zaznamy o subjektech hodnoceni (v listinné &i
elektronické podobé) 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 nize uvedené definice).

Studie: klinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem pro ucely ziskani a shromazdéni
infformaci o slozce/zdravotnickém prostfedku
popsaném v Protokolu.
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Study Subject: an individual who participates in
the Study, either as a recipient of the
Investigational Product (defined below) or as a
control.

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

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

Good Clinical Practices or GCPs: International
Conference on Harmonisation of Technical
Requirements for Registration of
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, Xx-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
officer or employee of a company or of a business
owned in whole or part by a government; any
officer or employee of a public international

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

Studijni _personal: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
ZkouSejiciho.

Hodnocené [éCivo: sloZka/zdravotnicky
prostfedek definovany v Protokolu, ktery je
predmétem hodnoceni ve Studii.

Spravna klinicka praxe nebo GCPs: Mezinarodni
konference pro harmonizaci  technickych
pozadavkd a podminek pro registraci 1€Civ pro
humanni pouziti (ICH) Harmonizovana tripartitni
smeérnice pro Spravnou klinickou praxi, ve znéni,
jez je v prlbéhu ¢asu novelizovano a zasady
vymezené Helsinskou deklaraci, revidované v
pribéhu ¢asu.

GSK: znamena vySe oznaceného Zadavatele,
pfipadné Prfidruzené subjekty nebo skupinu
spoleCnosti  GlaxoSmithKline. Zadavatel a
Pfidruzené subjekty GSK jsou c¢leny skupiny
spole¢nosti GlaxoSmithKline.

Zdravotni zaznamy: primarni zdravotni zaznamy
Subjektll  studie vedené  Zdravotnickym
zarizenim ve vztahu k Subjektu studie, zejména
zaznamy o poskytnuté pédi, zaznamy o RTG
vySetfenich, protokoly o provedenych biopsiich,
snimky z ultrazvukovych vysetfeni a dal$i snimky
diagnostické povahy.

Studijni data a udaje: veskeré zaznamy, zpravy a
protokoly, jez jsou odliSné od Zdravotnich
zaznam(, a které jsou ziskany, shromazdény ci
vytvofeny v navaznosti na, Ci pfipraveny v
souvislosti se Studii, zejména zpravy, zaznamy a
protokoly (napf., CRFs, datové prehledy,
mezitimni zpravy a protokoly, a zavéretna
zprava), které jsou pozadovany, aby byly
poskytnuty spoleCnosti GSK v souladu s
Protokolem a veSkerymi z&znamy ohledné
inventurni evidence a nakladani s veskerym
mnozstvim Hodnoceného |éCiva.

Zastupce vefejné moci: jakykoli ufednik Ci
jakykoli zaméstnanec vladniho ufadu ¢i
jakéhokoli ministerstva, rezortu, ufadu ¢i
agentury, nebo zastupce statniho/spravniho
Uradu; jakakoli osoba jednajici v ufedni funkci
jménem statniho/spravniho Ufadu ¢&i jakéhokoli
ministerstva, Ustavu, Ufadu ¢i agentury nebo
zastupce vladniho ufadu; jakykoli ufednik Ci
zaméstnanec spolecnosti €i podnikatelského
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organization such as the World Bank or the
United Nations; any officer or employee of a
political party or any person acting in an official
capacity on behalf of a political party; and/or any
candidate for political office; any doctor,
pharmacist, or other healthcare professional who
works for or in any hospital, pharmacy or other
healthcare facility owned or operated by a
government agency, ministry or department.

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 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 by pursuant to this
Agreement GSK or its designated agent only for
use in the Study, including, but not limited to
computer hardware and software for the

subjektu vlastnéného statem, v diléim i plném
rozsahu; jakykoli ufednik ¢&i zaméstnhanec
mezinarodni organizace vefejného charakteru
jako napf. Svétova banka & Organizace
spojenych narodu; jakykoli ufednik ¢i jakykoli
zaméstnanec politické strany &i jakakoli osoba
jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli 1ékaF, farmaceut &i jiny
profesional ve zdravotnictvi, pracujici pro & v
jakékoli nemocnici, 1ékarné ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi &i
provozovaném  statnim/spravnim Ufadem,
ministerstvem &i Ustavem.

Hodnotné véci: budou vykladany v Sir§im smyslu
a mohou tak zejména zahrnovat penézni ¢astky,
platby ¢&i ekvivalenty plateb, jako napfiklad
darkové certifikaty ¢i poukazy; dary &i bezplatné
poskytované vyrobky; pohosténi, zabavu, Cdi
pohostinnost; cesty & proplaceni nakladu;
poskytovani sluzeb; koupé majetku ¢i sluzeb za
nadhodnocené d{astky; prevzeti & prominuti
splatnych  zavazk(; vyhody nehmotného
charakteru, jako napfiklad zvySené socialni Ci
podnikatelské postaveni (napf., poskytovani
darli ¢i podpory na dobro¢inné Ucely, jez jsou
podporovany statnimi/spravnimi Grady); a/nebo
vyhod vUiéi tretim osobam vztahujici se k
zastupclm vefejné moci (napf. blizci ¢lenové
rodiny).

Zpracovani (zpracovavat): (u Osobnich udaju)
jakakoli operace nebo soubor operaci, jez jsou
provadény s Osobnimi udaiji (definovanymi nize),
zejména jejich shromazdovani, zaznamenavani,
uchovavani, Upravy, pouzivani, poskytovani,
pfistup, predavani dalSim osobam, ukladani
nebo likvidace.

PoruSeni  zabezpeceni: vyskyt jakychkoli
pripadd, u nichz Ize divodné predpokladat, ze se
budou tykat zabezpeceni Davérnych informaci
nebo zabezpec€eni Osobnich Udaji v souladu s
Pravnimi predpisy na ochranu osobnich udaji
(definovanymi nize), nebo pfipadd odhaleni
jakéhokoli podezieni Ci skute¢ného
neopravnéného prozrazeni, ztraty nebo odcizeni
Divérnych informaci (definovanych nize) nebo
Osobnich udaju v souladu s Pravnimi pfedpisy
na ochranu osobnich udaju.

Zapujcené  vybaveni:  jakékoli  vybaveni
pfechodné  poskytnuté  Mistu  provadéni
klinického hodnoceni spole¢nosti GSK nebo
jejim povéfenym zastupcem na zakladé této
Smlouvy pouze k pouziti ve Studii, zejména
mimo jiné pocitaCovy hardware a software pro
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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 Institution to
undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1 Compliance with Laws, Regulations,
and Good Clinical Practices

Institution agrees that Institution and Study
Staff shall perform the Study at Institution in
strict accordance with this Agreement, the
Protocol, any and all applicable laws
regulations and guidelines, including in
particular, but without limitation, GCPs, and
any laws related to protection of medical
confidentiality and privacy of personal data,
Act No. 378/2007 Coll., on Pharmaceuticals
and on amendments to some related acts
(“Act on Pharmaceuticals”) and Decree No.
226/2008 Coll., on good clinical practice and
detailed conditions of clinical trials on
medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and
terms and conditions of performance of such
services (,Act on Medical Services®) or any

subsequent amendments or laws
substantially  replacing any of the
foregoing.(together  “Applicable Laws”).

Institution 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); (i) the Foreign Corrupt
Practices Act 1977 of the United States of
America (FCPA) and (iii) any other applicable
anti-corruption legislation

ZkouSejiciho a Studijni persondl za ucelem
pouzivani, shromazdovani, zadavani a hlaseni
Studijnich dat a udaju spoleénostem GSK a
IQVIA.

UVODNI CAST:

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

VZHLEDEM K TOMU, Ze Zdravotnické zafizeni a
ZkouSejici (dale spole¢né jen ,Misto provadeéni
klinického hodnoceni) hodlaji provést Studii a
IQVIA  po Zdravotnickém zafizeni pozaduje
provedeni takové Studie.

NYNi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1. PROVEDENI STUDIE

11 Soulad s Pravnimi pfedpisy,
nafizenimi a Spravnou klinickou praxi
Zdravotnické zafizeni souhlasi s tim, ze
Zdravotnické zafizeni a Studijni personal
provedou ve Zdravotnickém zafizeni Studii v
pfisném souladu s touto Smlouvou,
Protokolem, veskerymi pfisluSnymi pravnimi
predpisy a nafizenimi, zejména v€etné GCP a
veskerych zakonl tykajicich se ochrany
|ékarského tajemstvi a davérnosti osobnich
Udajl, zak. ¢. 378/2007 Sh., o légivech a
zménach nékterych souvisejicich zakon
(,Zakon o lé€ivech®) a Vyhlasky ¢. 226/2008
Sh., o spravné Kklinické praxi a blizSich
podminkach klinického hodnoceni léCivych
pfipravku, v platném znéni, zak. ¢. 372/2011
Sb., o Zdravotnich sluzbach a podminkach
jejich poskytovani (,Zakon o zdravotnich
sluzbach“) nebo jakychkoli naslednych
pozménfujicich ¢&i podstatné nahrazujicich
pravnich pfedpisi ve vztahu ke shora
uvedenym pravnim normam, (spolecné
.Prislusné pravni predpisy“). Zdravotnicke
zafizeni a Studijni personal timto berou na
védomi, ze IQVIA a GSK, a jejich pfislusné
PFidruzené subjekty, se zavazuji dodrzovat (i)
britsky z&kon proti korupci z roku 2010
(,Protikorupéni zakon*); (i) zakon USA z
roku 1977 o zahraniénich korupénich
praktikach z roku 1977 (,FCPA®) a (iii) jakékoli
dalSi pravni pfepisy na useku zakazu
korupCnich praktik.
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1.2 Informed Consent Form

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

1.3 Medical Records and Study Data

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

Institution shall:

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

(i) protect the Medical Records and
Study Data from unauthorized use,
access, duplication, and disclosure. If
directed by GSK or IQVIA, Institution
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.  Institution  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. Institution agrees to
collect all Study Data in Medical
Records prior to entering it into the
CRF. Investigator shall ensure the
prompt submission of CRFs. CRF

1.2 Formulaf pisemného
informovaného souhlasu

Zdravotnické zafizeni souhlasi s tim, Ze bude
pouzivat formulaf informovaného souhlasu,
ve znéni dodaném a schvaleném spolecnosti
GSK, a ktery je v souladu s pfislusnymi
pravnimi pfedpisy a poZzadavky Etické komise
pro multicentrickd hodnoceni (,MEK“) a
Mistnich etickych komisi (,LEK®), spole¢né
dale jen Etickych komisi (,EK®), které jsou
zodpovédné za kontrolu Studie. Misto
provadéni klinického hodnoceni pfedem
zajisti pisemny informovany souhlas kazdého
Subjektu studie.

1.3 Zdravotni zaznamy a Studijni data a
udaje
1.3.1 Shromazdovani, uskladnéni

a__likvidace: Zdravotnické zafizeni
zajisti  promptni, Uplné a pfesné
shromazdovani, zaznamenavani a
klasifikaéni  roztfidéni  Zdravotnich
zaznam( a Studijnich dat a udaja.

Zdravotnické zafizeni bude:

0] vést a skladovat Zdravotni
zaznamy a Studijni data a udaje
bezpecnym zplsobem s omezenim
fyzického i elektronického pfistupu,
dle podminek konkrétniho pfipadu a
s kontrolou prostiedi pfislusnou pro
konkrétni typ dat a Udaju v souladu
s prfislusnymi pravnimi predpisy,
narizenimi a technickymi standardy;
a

(ii) chranit Zdravotni zaznamy
a Studijni data a udaje proti
neopravnénému zneuziti, pfistupu,
kopirovani & odhaleni. Bude-li tak
pozadovano spolecnosti GSK &i
IQVIA, Zdravotnické zarizeni
predlozi Studijni data a udaje za
pouziti elektronického systému pro
elektronicky zdznam dat, ktery bude
poskytnuty spole¢nosti GSK nebo
IQVIA  nebo  jimi uréenym
zastupcem, a to v souladu s pokyny
GSK pro elektronicky zaznam dat.
Zdravotnické  zafizeni  zabrani
neopravnénému pristupu ke
Studijnim  datim a  ddajum
zajisténim  fyzické  bezpec€nosti
elektronického systému a déle
zajisti, ze Studijni personal bude
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information associated with a Subject’s
visit must be satisfactorily completed
within seven (7) business days of the
Subject’s visit, 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
requests; and

(i) retain Medical Records and
Study Data for a minimum 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, Institution is unable to
comply with the record retention
responsibilities in this Section (e.g.,
Institution site closure), Institution shall
transfer  responsibility for record
retention to another party at the
Institution or to a third party off-site
archive  facility. Investigator  or
Institution must provide written notice
to IAVIA and/or GSK prior to such
transfer which specifies the name and

zachovavat v dvérném rezimu jim
pridélena pfistupova hesla.
Zdravotnické zafizeni souhlasi, Ze
shromazdi veSkera Studijni data a
Udaje obsaZzené ve Zdravotnich
zdznamech pfed jejich vioZzenim do
CRF. ZkousSejici zajisti neprodlené
predkladani CRF. Informace v CRF
souvisejici s navstévou Subjektu
museji byt uspokojivym zpisobem
vyplnény do sedmi (7) pracovnich
dnd od navstévy Subjektu, po
obdrzeni dotazd ohledné udaju
Subjektu  nebo pfipadné po
obdrzeni vysledku testll Subjektu.
Nehledé na vySe uvedené miize
Studijni tym GSK/IQVIA pisemné
sdélit, Ze existuji opodstatnéné
divody upravit (tj. zkratit) Ihatu
odpoveédi bé&hem predbézné
analyzy nebo naléhavého
posouzeni  bezpe€nosti  (napf.
nacasovani postupného zvySovani
davky, spésného dotazu FDA) nebo
v dobé ukonCovani studie. U
postupného zvySovani davky musi
byt provedeno zadavani udaji a
zodpovézeni dotazt do jednoho (1)
pracovniho dne. Zdravotnické
zarizeni vynalozi pfiméfené usili,
aby tyto ¢asové pozadavky splinilo,
a

(i) uchova Zdravotni zaznamy a
Studijni data a udaje minimalné po
dobu patnacti (15) let od data vydani
zpravy/souhrnu o klinické studii
nebo jejich ekvivalentu. GSK bude
Zkousejiciho informovat o datu, kdy
Ihdta pro uchovavani pozadovana
ze strany GSK vyprsi. Po vyprseni
této Ihdty budou Zdravotnickeé
zafizeni nebo ZkouSejici povinni
dodrzovat vSechny zbyvajici
prislusné mistni, organizacni, statni
a/nebo regulaéni predpisy ohledné
uchovavani  zaznamdu. Pokud
kdykoli béhem Ihdty pro uchovavani
nebude  Zdravotnické  zafizeni
schopno plnit povinnosti tykajici se

uchovani zaznamu uvedené
v tomto ¢&lanku (napf. v disledku
uzavreni centra klinického

hodnoceni ve Zdravotnickém
zafizeni), pfenese Zdravotnické
zafizeni tuto povinnost uchovavat
zaznamy na jinou osobu v ramci
Zdravotnického zafizeni nebo na
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address of the new responsible party
and, if applicable, the new file location
address.

(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 the 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

IQVIA  acknowledges that  Study
documentation shall be kept by Site
solely in the storage boxes as provided
by the Institution. IQVIA shall inform the
relevant Study monitor of this provision.

In case of termination of Investigator
employment relationship, or if
Investigator is otherwise unable to
comply with record retention
responsibilities, the responsibility for
maintaining Medical Records and Study
Data shall be transferred to an
appropriate  responsible  party in
accordance with applicable regulations
and Investigator shall provide written
notice to GSK of such transfer.Institution
will not in any case be relieved of its
obligations under this Agreement for
maintaining the Medical Records and
Study Data.

1.3.2 Ownership. Institution shall
retain and store Medical Records. The
Institution will assign to GSK all of its
rights, title and interest, including
intellectual property rights, to all

archivaéni zafizeni mimo centrum
klinického hodnoceni. Zkou3ejici
nebo Zdravotnické zafizeni museji
pfed takovym pFfenesenim zaslat
spole¢nosti IQVIA a/nebo GSK
pisemné ozndmeni, v némz uvedou
jméno/ndzev a adresu nové
odpovédné osoby a pfipadné
adresu nového umisténi zaznamu.

(iv) pfijme opatfeni za ucelem
zabranéni nahodného Ci
pfed€asného zniCeni & poSkozeni
téchto dokumentll béhem doby
jejich uchovavani. Ani Zdravotnické
zafizeni, ani Zkou$ejici neznidi &i
nepovoli likvidaci jakychkoli
Zdravotnich zaznam0 ¢i Studijnich
dat a udajd bez predchoziho
pisemného oznameni zaslaného
spole¢nosti GSK. Po vyprseni Ihlty
pro uchovavani bude Zdravotnické
zafizeni povinno dodrzet v3echny
prislusné mistni, organizacni, statni
a/nebo regulacni predpisy ohledné
uchovavani zaznam.

Spolecnost IQVIA bere na védomi, ze
archivace ve Zdravotnickém zafizeni
bude probihat vyhradné v krabicich
poskytnutych Zdravotnickym
zafizenim. Spole¢nost IQVIA se
zavazuje 0 tomto informovat
prislusného monitora Studie.

V pfipadé ukonc&eni pracovnépravniho
poméru Zkousejiciho nebo pokud
nebude ZkousSejici jinak schopen
dodrzovat povinnosti ohledné
uchovavani zaznamu, odpovédnost za
vedeni Zdravotnich zaznaml a
Studijnich dat a udaju bude pfenesena
na vhodnou odpovédnou osobu v
souladu s  pfisluSnymi  pravnimi
predpisy a Zkousejici bude GSK o
takovém prenosu pisemné informovat.
Instituce se v Zadném pfipadé
nezprosti svych povinnosti, jez ji
plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zaznaml a
Studijnich dat a udaju.

1.3.2 Vlastnictvi. Zdravotnické
zafizeni si ponecha a bude uchovavat
Zdravotni  zaznamy.  Zdravotnické
zarizeni prevede na GSK veskera sva
prava, naroky a ftituly, vCetné prav
duSevniho vlastnictvi k Dlvérnym
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Confidential Information (as defined
below) and any other Study Data.

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

Institution  shall  afford regulatory
authorities  reasonable access to
Institution ’s facilities and to Medical
Records and Study Data, and the right to
copy Medical Records and Study Data.

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

The Institution shall immediately notify
IQVIA of, and provide IQVIA copies of,
any inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Institution’s facilities, and, unless legally
prohibited, the Institution shall permit
IQVIA and GSK to attend any such
inspections. The Institution will make
reasonable efforts to separate, and not
disclose, all Confidential Information that
is not required to be disclosed during
such inspections.

informacim (ve smyslu nize uvedeném)
a k jakymkoli jinym Studijnim datdm a
udajam.

1.3.3 Pristup, PouZiti, Monitoring
a Kontrola. Zdravotnické zafizeni
poskytne origindly & kopie (dle
podminek konkrétniho pfipadu) v8ech
Studijnich dat a uddajid IQVIA a
spole€nosti GSK pro moznost jejich
vyuziti spole€nosti GSK. Zdravotnické
zarizeni umozni spole€nosti GSK a
IQVIA a jejich zastupcim a
zmocnénclm odpovidajici pfistup do
prostor a zafizeni Zdravotnického
zafizeni a k Zdravotnim zaznamldm a
Studijnim datim a udajim, aby
umoznilo spole€nosti GSK a IQVIA a
jejich  zastupclm a zmocnéncim
provedeni monitoringu Studie.

Zdravotnické zarizeni umozni
regulatornim Grfadim pfiméreny pfistup
do prostor a zafizeni Zdravotnického
zafizeni a ke Zdravotnim zaznamim a
Studijnim datdm a udajum, a poskytne
opravnéni ke kopirovani Zdravotnich
zaznam( a Studijnich dat a udaja.

Zdravotnické zafizeni souhlasi, ze
bude spolupracovat se zastupci IQVIA
a GSK, ktefi navstivi Zdravotnické
zafizeni, a Zdravotnické zafizeni
souhlasi, ze zaijisti, ze zaméstnanci a
zastupci  Zdravotnického  zafizeni
nebudou klast jakékoli prekazky Cci
jakkoli  jinak vytvafet nepfiznivé
pracovni  podminky pro takové
zastupce.

Zdravotnické  zafizeni  neprodlené
vyrozumi IQVIA, a v téZe souvislosti
IQVIA poskytne veSkeré kopie, o
jakékoli zadosti, korespondenci i
komunikaci pfijaté &  zaslané
jakémukoli statnimu/spravnimu ufadu
¢i regulatorni autorité vztahujici se ke
Studii, zejména vcCetné Zzadosti Ci
oznameni o kontrole prostor a zafizeni
Zdravotnického zarizeni, a
Zdravotnické zafizeni umozni, pokud to
nevylu€uji pravni predpisy, IQVIA a
spolecnosti GSK, aby se takovych
kontrol zucastnili. Zdravotnické
zafizeni vyvine nezbytné usili za
ucelem oddéleni, nikoli v§ak odhaleni
Ci zpfistupnéni, veSkerych Davérnych
informaci, jejichz odhaleni Ci
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1.3.4 License. GSK hereby grants
to Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in
section 3 “Confidentiality”, for internal,
non-commercial research and for
educational purposes, and (ii) for
preparation of publications in
accordance with Section 5 “Publication
Rights”.

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

1.4. Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions.

This Agreement does not cover the
arrangements made between GSK, IQVIA
and Investigator concerning the conduct of
the Study by the Investigator. These
arrangements, including payments due to the
Investigator for performance of the Study, are
detailed in a separate written agreement.

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 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.

zpfistupnéni neni v této souvislosti
vyZzadovano bé&hem takovych kontrol.

134 Licen€ni opravnéni. GSK
timto Zdravotnickému zarizeni
poskytuje trvalé, nevyhradni,
nepfevoditelné, jiz hrazené licenéni
opravnéni, bez prava udéleni
sublicence, k uZiti Studijnich dat a
udaja (i) v souladu se zavazky
stanovenymi v Clanku 3 ,Davérny
rezim“, pro vnitini ucely, vyzkum
nekomeréniho charakteru a pro
edukativni ucely, a (ii) pro pfipravu
publikaci v souladu s Clankem 5 ,Prava
na zvefejnéni*.

1.35 Pretrvavajici platnost. Tento
odstavec 1.3 ,Zdravotni zaznamy a
Studijni data a udaje” zGstane zavazny
i v pfipadé zaniku platnosti €i vyprseni
platnosti této Smlouvy.

14 Povinnosti Zkousejiciho

ZkouSejici je odpovédny za provedeni Studie
ve Zdravotnickém zafizeni a za dohled nad
v8emi fyzickymi ¢&i pravnickymi osobami,
kterym svéfi povinnosti a funkce v souvislosti
se Studii.

Tato smlouva nepokryva ujednani mezi
spole¢nosti GSK, IQVIA a ZkouSejicim
tykajici se provadéni Studie ZkouSejicim.
Tato  ujednani, vcéetné plateb vUdi
ZkouSejicimu za provadéni Studie, jsou
podrobné upravena v separatni pisemné
smlouve.

Konkrétné pak jde zejména ale nejen o
povinnost  ZkouSejiciho  zkontrolovat a
porozumét informacim obsazenym v Souboru
informaci pro zkouSejiciho ¢i pokynech k
pfistroji. IQVIA nebo GSK zajisti, Zze budou
opatfena vesSkera pozadovana kontrolni
schvaleni od pfislusnych regulatornich uradi
a EK. ZkouSejici se zavazuje, Ze pred
zahajenim Studie zajisti, ze byly ziskany
vesSkeré souhlasy a povoleni pfislusnych
regulatornich Ufadd a EK a ze byly
zkontrolovany vsechny CRF tak, aby byla
zajisténa jejich presnost a uplnost. Zkousejici
se zavazuje, Ze bude odpovidat na
predlozené dotazy ohledné CRF do sedmi (7)
pracovnich dnll od dorueni pozadavku, s
vyjimkou pfipadd postupného zvySovani
davky. ZkouSejici musi zodpovédét dotazy
tykajici se postupného zvySovani davky do
jednoho (1) pracovniho dne.
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If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform those
Study-related duties and functions and shall
implement procedures to ensure the integrity
of the Study-related duties and functions
performed and any data generated.

Institution 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 a new
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
Institution’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 Institution’s LEC approval to continue
the Study.

1.6. Use and Return of Investigational
Product and Equipment

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

Investigational Product will be supplied to
the Institution’s pharmacy during its working
hours on working days, by express delivery
before 9 am and if such delivery is not
possibly, during the pharm’ncy's working
hours, between 8 am and 3 pm (Mon-Fri).

Pokud Zkou$ejici a Zdravotnické zafizeni
vyuzivaji k plnéni povinnosti a funkci v
souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
prislusnych povinnosti a funkci souvisejicich
se Studii zpusobilé, a =zavést postupy
zajistujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a
veskerych ziskanych udaju.

Zdravotnické zafizeni souhlasi, Ze zasle
pfedem promptni oznameni spole¢nosti GSK
a IQVIA v pfipadé, Ze ZkouSejici ukonci
pracovni pomér ve Zdravotnickém zafizeni Ci
nebude-li Zkou3ejici z jakéhokoli jiného
dlvodu schopen provadét Studii. Ustanoveni
nového  ZkousSejiciho bude  podléhat
predchozimu schvéleni GSK a IQVIA.

15 Nezadouci pfihody

ZkouSejici oznami nezadouci pfihody a
zavazné nezadouci pfihody v souladu s
pozadavky Protokolu a pfislusnymi pravnimi
pfedpisy a narizenimi. ZkousSejici se
zavazuje, ze bude spolupracovat se
spole¢nosti GSK v souvislosti s jeho Usilim
vynalozeném v ramci kontrolniho procesu ve
vztahu k jakékoli nezadouci pfihodé. Misto
provadéni klinického hodnoceni bude jednatv
souladu s oznamovacimi  povinnostmi
vyzadovanymi jeho LEK.

GSK bez zbyte¢ného odkladu vyrozumi Misto
provadéni  klinického hodnoceni, LEK
Zdravotnického zafizeni a IQVIA ohledné
jakéhokoli  zjisténi, které mulze ovlivnit
bezpecfnost ucastnikd &i jejich vali a ochotu
pokraCovat v ucCasti ve Studii, mit vliv na
provadéni Studie, ¢i zménit vydané souhlasné
stanovisko LEK Zdravotnického zafizeni
vztahujici se k pokracovani ve Studii.

1.6 Pouziti a vraceni_Hodnoceného
|éCiva a Vybaveni

GSK, ¢i jeho fadné opravnény zastupce, doda
Zdravotnickému zafizeni dostatecné
mnozstvi Hodnoceného |é€iva dle podminek
popsanych v Protokolu.

Hodnocené 1é€ivo bude dodavano do Iékarny
Zdravotnického zafizeni, a to v pracovni dobé
v pracovni dny expresni dodavkou vzdy do
9:00 hod, a neni-li to mozné, v pracovni dobé
Iékarny, tj. od 8:00 do 15:00h (po-pa).
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The Institution 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.

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

Institution 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 Institution,
the Institution agrees that no title to nor any
proprietary rights related to the Loaned
Equipment is transferred to Institution, 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 Institution 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 Institution will
return the Loaned Equipment and all related
training materials and documentation to GSK
or its designated agent.

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

Zdravotnické  zafizeni bude  pouZivat
Hodnocené |éCivo a jakykoli komparaéni
produkt poskytnuty v souvislosti se Studii
vyhradné pro ucely fadného dokoné&eni Studie
a bude uchovavat Hodnocené Ié¢ivo dle
pokyni GSK a v souladu s pfisluSnymi
pravnimi pfedpisy, nafizenimi a pravidly,
vCetné povinnosti skladovat Hodnocené
IéCivo v uzaméeném a zabezpeeném
prostoru, a to po celou pfedmétnou dobu.

V navaznosti na dokoneni ¢&i ukonceni
Studie, Zdravotnické zafizeni vrati i
zlikviduje, a to plné dle volby GSK,
Hodnocené [éCivo, komparacni produkty a
materialy, jakoz i veSkeré Dlvérné informace
(ve smyslu niZze uvedené definice) plné a
vyluéné na naklady GSK.

Zdravotnické zafizeni se zavazuje, ze bude
jednat v souladu s veSkerymi pravnimi
pfedpisy, nafizenimi a pravidly upravujicimi
nakladani s Hodnocenym |éCivem ¢&i likvidaci
Hodnoceného léciva a jakymikoli instrukcemi
a pokyny poskytnutymi IQVIA, jez nejsou v
rozporu s takovymi pravnimi prepisy,
narizenimi a pravidly.

Pokud bude Zdravotnickému zafizeni
poskytovano Zapujc¢ené vybaveni, souhlasi
Zdravotnické zafizeni, ze na Zdravotnické
zarizeni tim nebude pfeveden Zzadny
vlastnicky narok ani zadna majetkova prava k
Zapujcenému vybaveni, Zze ZapUjcené
vybaveni bude pouzivano vyhradné pro Studii
a pouze tak, jak je to popsano v Protokolu a
pfipadnych dalSich pisemnych pokynech od
GSK, ze bez predchoziho pisemného
souhlasu GSK nebude Zdravotnické zafizeni
Zapuj¢ené vybaveni prevadét do drzeni
tfetich osob, a ze na zadost GSK nebo po
dokonceni Studie vrati Zapuj¢ené vybaveni a
vesSkeré Skolici materidly a dokumentaci
spoleCnosti GSK nebo jejim povéfenym
zastupcim.

Na zakladé oznameni zaslaného v
dostateCném predstihu se ZkouSejici a
Studijni personal zuc€astni naplanovaného
Skoleni k pouziti Zaputjceného vybaveni.
Zapujcené vybaveni bude ulozeno na
zabezpefeném misté a Zdravotnické zafizeni
bude odpovédné za pfipadnou kradez,
poskozeni nebo ztratu Zapujceného vybaveni
kromé& bézného opotfebeni. Zdravotnické
zarizeni zajisti a uhradi pfipadné potfebné
internetové  pfipojeni, telefonni  a/nebo
faxovou linku, jez budou potfeba k pouziti
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Equipment within the timeframe GSK
specified, the Site will reimburse GSK for any
penalties, late fees, and/or replacement
costs, should such arrangement be covered
by a loan agreement.

The Institution 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.

1.7. Key Enroliment Date

The Institution 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
Institution of human biological materials from
Study Subjects for research use, Institution
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
Institution’s possession. Institution 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.

1.9. Human Rights
Respectful of its employees right to freedom

of association, Institution represents and

Zapujceného vybaveni. Pokud Zdravotnické
zafizeni ZapUj¢ené vybaveni nevrati ve lhuté
stanovené GSK, uhradi spole¢nosti GSK
veskeré pokuty, penale za opozdéni a/nebo
naklady na nahradu vybaveni, je-li takové
ujednani soucasti smlouvy o vypujcce.

Zdravotnické zafizeni bere na védomi, Ze
soucasti Zapujéeného vybaveni muze byt
cenné dudevni vlastnictvi vyrobce
Zapujéeného vybaveni. Misto provadéni
klinického hodnoceni tato vlastnicka prava
neporusi a pfijme opatfeni, ktera zajisti, aby
je neporusil nikdo, kdo bude mit k
Zapujéenému vybaveni pfistup.

1.7 KliCové datum zafazeni
Zdravotnické zafizeni je srozuméno a
souhlasi, ze v pfipadé, Ze Misto provadéni
klinického hodnoceni nezaradi alespor jeden
(1) Subjekt studie ke Klicovému datu
zarazeni, pak IQVIA a/nebo GSK budou
opravnéni ukoncit tuto Smlouvu v souladu s
Clankem 15 ,Platnost a Ukong&eni platnosti*.
GSK /IQVIA jsou opravnéni omezit zafazeni
Subjektll studie, a to v kterykoli ¢asovy
okamzik.

1.8 Lidské biologické vzorky

Pokud je soucasti Studie odbér lidskych
biologickych materidld od Subjektd studie
provadény Zdravotnickym zafizenim pro
pouziti pfi vyzkumu, bude Zdravotnické
zarizeni dodrzovat veskeré platné zakony,
pravidla, predpisy a pfedepsané postupy a
pokyny tykajici se odbéru, uchovavani,
pouziti, prepravy a likvidace lidskych
biologickych material(i pfi provadéni Studie a
s ohledem na jakékoli lidské biologické
materialy ze Studie, které zlstanou v drzeni
Zdravotnického  zafizeni. Zdravotnické
zafizeni se zavazuje zajistit Fadny
informovany souhlas (v€etné souhlasu s
pripadnymi genetickymi analyzami) s ucCasti
ve Studii a s pouzitim vesSkerych lidskych
biologickych materiald pro ucely vyzkumu,
spolu se souhlasem etické komise. Misto
provadéni klinického hodnoceni se zavazuje,
7e veSkeré lidské biologické materidly
odebirané v ramci Studie, které budou
odesilany spole¢nosti GSK nebo jejimu
smluvnimu dodavateli, nebo které bude pro
GSK uchovavat Zdravotnické zarizeni, budou
ve spravé GSK.

1.9. Lidska prava
Zdravotnické zafizeni bude respektovat prava

svych zaméstnancu na svobodu sdruzovani a
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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.

PAYMENT

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

The estimated value of financial payment
under this Agreement shall be approximately
CZK 1 808 000.

Institution agrees 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 details of any payment or
benefit in kind made to or for the benefit of
Institution pursuant to this Agreement. By
signing this Agreement, Institution agrees to
GSK or its Affiliates publicly disclosing such
information as required under any applicable
laws or industry codes of practice or GSK

policy

prohlaSuje a zaruCuje se podle svého
nejlepdiho védomi, Ze v souvislosti s touto
Smlouvou respektuje lidska prava svych
zaméstnancd a nevyuziva détskou praci,
nucenou praci, nebezpe&né pracovni
podminky, neuplatiiuje diskriminaci na
zakladé chranénych charakteristik ani kruté
nebo hrubé disciplinarni postupy na
pracovisti, a Ze vyplaci kazdému zaméstnanci
alespori minimalni mzdu, poskytuje kazdému
zaméstnanci vSechny zakonem stanovené
vyhody a dodrZuje platné zakony o pracovni
dobé a zaméstnaneckych pravech v zemich,
kde pusobi. Zdravotnické zafizeni bude
zachovavat respekt k pravim svych
zaméstnancdm na svobodu sdruzovani a
bude k dodrzovani téchto zasad povzbuzovat
také vSechny pfipadné dodavatele zbozi nebo
sluzeb, které vyuziva pfi pInéni povinnosti ze
Smiouvy.

PLATBY

V souvislosti s fadnym plnénim Studie
Zdravotnickym zafizenim, a to v souladu s
podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
ustanoveni definovanych v Pfiloze A, pficemz
posledni platba bude uskute¢néna poté, co
Misto provadeéni klinického hodnoceni spini a
dokonci veskeré zavazky, jez mu vyplyvaji z
této Smlouvy, a IQVIA obdrzi veskeré fadné
vyplnéné CRF, veskeré Udaje pozadované
Protokolem vcéetné udajd o nezadoucich
pfihodach a, bude-li tak IQVIA vyzadovat,
veskeré dalsi Dlvérné informace (ve smyslu
nize uvedené definice).

Pfedpokladana hodnota finanéniho pinéni dle
této Smlouvy cini pfiblizné 1 808 000 K¢&.

Zdravotnické zafizeni souhlasi s tim, ze
spolecnost GSK nebo jeji Pfidruzené subjekty
mohou zverejnit urcité informace, napfiklad
informace o sluzbach  poskytovanych
Zdravotnickym zafizenim, jméno a adresu
Zdravotnického zafizeni a podrobné udaje o
jakékoli platbé nebo nepenézitych vyhodach
poskytnutych podle této Smlouvy
Zdravotnickému zafizeni nebo poskytnutych v
jeho prospéch. Podpisem této Smiouvy
Zdravotnické zafizeni souhlasi, Ze spoleCnost
GSK nebo jeji pfidruzené subjekty mohou tyto
informace  vefejné  zpfistupnit podle
pozadavkl jakychkoli pfisluSnych pravnich
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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 (i) Study
enrollment information, information pertaining
to the status of the Study, communications to
and from regulatory authorities, information
relating to the regulatory status of the
Investigational Product, and Study Data and
Inventions (as defined in Section 4).

Confidential Information shall not include
information that:

(i) can be shown by documentation to
have been public knowledge prior to or
after disclosure by 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

predpist ¢i odvétvovych kodex nebo zasad
GSK.

DUVERNY REZIM

3.1 Definice

.,Duavérné informace” budou vykladany jako
informace dudvérné a majetkové povahy
nalezejici spolenosti GSK, pficemZ budou
zahrnovat (i) veSkeré informace, jez byly
Zdravotnickému zafizeni, Zkou$ejicimu i
kterémukoli ¢lenu personalu Zdravotnického
zarizeni, poskytnuty, odhaleny, zpfistupnény
Ci sdéleny spolecnosti GSK &i jejim jménem,
zejména vcetné informaci o Hodnoceném
I&Civu, technické informace vztahujici se k
Hodnocenému |éCivu, veSkeré Existujici
duSevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) GSK, a Protokol; a (i)
informace vztahujici se k procesu zafazovani
do Studie, informace vztahujici se Kk
aktualnimu stavu Studie, komunikace vuéi a
od regulatornich Ufadd, informace vztahujici
se k aktualnimu stavu Hodnoceného IéCiva na
regulatorni Urovni a Studijnich dat a udaju, a
dale k Objevim (ve smyslu definice uvedené
v Clanku 4).

Pojem Duvérné informace nezahrnuje
informace, ve vztahu ke kterym:

0] na zakladé prislusné
dokumentace lIze prokazat, ze byly
vefejné znamé pred okamzikem Ci
po okamziku jejich odhaleni,
zpristupnéni Ci sdéleni ze strany
GSK, aniz by tim doslo k jakémukoli
protipravnimu jednani i opominuti
pricitatelnému Zkousejicimu,
Zdravotnickému zafizeni Ci
jakémukoli jejich zaméstnanci;

(ii) na zakladé prislusné
dokumentace Ize prokazat, ze byly v
dispozici Zkousejiciho,
Zdravotnického zarizeni ¢i
jakéhokoli zaméstnance pred jejich
zvefejnénim, sdélenim Ci
zpfistupnénim ze strany GSK, a
byly ziskany ze zdroju odlisnych od
GSK, pficemz tyto nebyly vazany
povinnosti dlveérnosti vUci
spole¢nosti GSK;

(i) na zakladé  pfislusné
dokumentace Ize prokazat, Ze byly
vyvinuty nezavisle ZkousSejicim,
Zdravotnickym zafizenim Gi
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Investigator, Institution or any of its jakymkoli jejich zaméstnancem;
personnel; or nebo

(iv) jejich odhaleni, zpfistupnéni

(iv) is permitted to be disclosed Ci sdéleni Ize provést na zakladé
by written authorization from GSK. pisemného svoleni GSK.
3.2 Obligations 3.2 Povinnosti
Institution and  Institution’s  personnel, Zdravotnické  zafizeni a  zaméstnanci
including Study Staff shall not Zdravotnického zafizeni, a to véetné

Studijniho personalu, nebudou

(i) use Confidential Information for any 0] vyuzivat Divérné informace
purpose other than the performance of pro jakykoli jiny ucel, nez je
the Study or provadéni Studie, nebo

(i) disclose Confidential Information to (ii) odhalovat, zpfistupriovat Ci
any third party, except as permitted by sdélovat Davérné informace
this Section 3. or by Section 5 jakékoli tfeti strang, s vyjimkou
“Publication Rights”, or as required by opravnéni povoleného v tomto
law or by a regulatory authority or as Clanku 3. nebo Clanku 5 ,Prava na
authorized in writing by the disclosing zvefejnéni®, nebo povinnosti
party. ulozené zakonem ¢&i jakymkoli

regulatornim Ufadem nebo na
zakladé pisemného svoleni
odhalujici strany.

To protect Confidential Information, Institution Za ucelem ochrany Dlvérnych informaci,
agrees to: Zdravotnické zafizeni souhlasi, ze:
() limit dissemination of Confidential 0] omezi distribuci Davérnych
Information to only those Study Staff informaci pouze viéi tém ¢lendm
having a need to know for purposes of Studijniho personalu, ktefi takové
performing the Study; skute€nosti potrebuji znat

v souvislosti s provadénim Studie;

(i)advise all Study Staff who receive (ii) bude informovat vSechny
Confidential  Information of the Cleny Studijniho personalu, kterym
confidential nature of such information; budou Davérné informace
and odhaleny, zpfistupnény ¢i sdéleny,
o ddavérmné povaze takovych
informaci; a
(iii) use reasonable measures (i) pfijme nezbytna opatfeni za
to protect Confidential Information from ucelem ochrany Ddvérnych
disclosure. informaci pred jejich odhalenim Ci

zpfistupnénim.

Nothing herein shall limit the right of Institution Z4dné ze shora uvedenych ustanoveni
to disclose Study Data as permitted by neomezuje opravnéni Zdravotnického
Section 5 “Publication Rights”. zafizeni odhalit, zpfistupnit, zverejnit Ci sdélit

Studijni data a udaje v povoleném rozsahu
v souladu s Upravou uvedenou v Clanku 5
.Prava na zvefejnéni*.

3.3 Compelled Disclosure 3.3 Zakonem uloZené odhaleni
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In the event that Institution 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 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 Sh., 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 enroliment
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 is attached hereto as Attachment
B. The Institution is obliged to publish this
Agreement in a version which will be provided
by IQVIA at the latest as of the execution of
this Agreement, in a machine-readable format

to the followin email address:
IR oA wi

redact all information conerning confidential
information, personal data and trade secrets
as defined by the Civil Code, with the
exception of information publicly available as
of the execution of this Agreement or an
Amendment hereto (Confidential information
and information designated by the Parties as
confidential). The Institution will inform IQVIA
of publishing the Agreement in the
Agreements Register by designating the

followin email address:
h as the emall
address to which a notification of publication
in the Agreements register shall be sent.

V pfipadé, Ze Zdravotnické zafizeni obdrzi
oznameni €i vyzvu od tfeti strany, ktera bude
poZadovat odhaleni, sdéleni &i zpfistupnéni
jakékoli Duvérné informace, pfijemce takové
vyzvy spole€nosti GSK takovou skutecnost
neprodlené& oznami, aby méla GSK mozZnost
uplatnit pfedbéZné/ochranné opatieni d&i
jakykoli jiny vhodny ochranny ¢i napravny
prostftedek. V  pfipadé, Z2e takové
predbézné/ochranné opatfeni &i jiny vhodny
ochranny ¢&i napravny prostfedek neni vydan
Ci dosazen, pfijemce vyzvy poskytne pouze
takovou ¢ast Duvérnych informaci, a to v
rozsahu, v jakém je jejich odhaleni, sdéleni Ci
zpfistupnéni pozadovano, pficemz bude
vyzadovat uplatfiovani divérného rezimu ve
vztahu k témto Davérnym informacim.

Bez ohledu na vy3Se uvedené, Zdravotnické
zarizeni, GSK a IQVIA timto berou na védomi,
ze tato smlouva bude uverejnéna v souladu
se zak. €. 340/2015, o registru smluv. Za
uvefejnéni dle predchozi véty odpovida
Zdravotnické zafizeni. Takovémuto
uverejnéni nepodléhaji ty udaje, které tvori
obchodni tajemstvi nékteré ze smluvnich
stran. Dle této Smlouvy se obchodnim
tajemstvim rozumi zejména Pfiloha A -
Rozpocet a platebni pfehled, minimalni cilovy
poCet zarazeni, olekavany zafazeny pocet
subjektll a ocekavana délka trvani Studie.
Dale nebudou takovémuto zvefejnéni
podléhat osobni Udaje fyzickych osob, ledaze
jsou jiz zvefejnény v jiném verejné pristupném
registru. Verze této Smlouvy uréena k
uverejnéni je pfipojena k této smlouvé jako
pfiloha B. Uvefejnéni provede Zdravotnické
zafizeni, a to tak, ze zvefejni, zpfistupni Ci
poskytne k uverejnéni vyluéné tu verzi této
Smlouvy anebo jejich €asti, kterou ji za timto
ucelem pfipravi a poskytne IQVIA nejpozdéji
v den podpisu této Smlouvy, a to ve strojové
Citelném formatu v elektronické podobé
zaslanim na emailovou adresu

IQVIA
znecitelni v uvefejhiované smlouvé veskeré
informace tykajici se duavérnych informaci,
osobnich Udaji a obchodniho tajemstvi, jak je
vymezeno ob¢anskym zakonikem, s vyjimkou
informaci vefejné dostupnych v okamziku
uzavfeni této Smlouvy a/nebo pfipadného
dodatku (vylou¢ené informace a dohodnuté
vylou€eni informace). Zdravotnické zafizeni
vyrozumi IQVIA o uvefejnéni smlouvy
vregistru smluv tak, ze ve formulafi

pouzivaném Kke zvefejnéni smlouvy zada
adresu jako

emailovou adresu, na kterou ma byt zaslana
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Should the Institution fail to publish this
Agreement within 5 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, Institution shall return to GSK, or
destroy, at GSK’s option, all Confidential
Information other than Study Data.

3.5 Survival

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

INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries, works
of authorship and other developments
existing as of the date of validity 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.

4.2 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or
developed by a Party 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 or
any of its 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

notifikace o uvefejnéni. Neni-li smlouva
Zdravotnickym zafizenim uvefejnéna ve lhuté
5 pracovnich dni od data posledniho podpisu,
jsou K jejimu zvefejnéni opravnéni IQVIA d&i
GSK.

3.4 Vraceni &i likvidace
V navaznosti na ukoncéeni platnosti této

z4kladé pisemného pozadavku GSK,
Zdravotnické zafizeni spole€¢nosti GSK vrati,
pfipadné dle pozadavku GSK zlikviduje,
veSkeré Duvérné informace, odlisné od
Studijnich dat a udaj.

3.5 Pretrvani platnosti

Tento Clanek 3 ,Davérny rezim“ z(istane v
platnosti i v pfipadé ukonc¢eni platnosti ¢i pfi
vyprseni platnosti této Smlouvy, a to po dobu
deseti (10) let.

DUSEVNI VLASTNICTVi

4.1 Existujici duSevni vlastnictvi
Vlastnictvi  v8ech  objevd,  vyndlez(,
autorskych dél a jinych vysledk du$evni
ginnosti, jez existuji k datu platnosti, a dale
veskeré patenty, autorska prava, obchodni
tajemstvi a dalSi prava k objektim dusevniho
vlastnictvi, s timto souvisejici (spole¢né dale
jen, ,Existujici dusevni vlastnictvi“), neni
jakkoli dotéeno touto Smlouvou, a jakakoli
Strana ¢i GSK nemaji naroky vucéi ¢i prava k
jakémukoli pfedmétu Existujiciho dusevniho
vlastnictvi jiného, neni-li tak vyslovné
pisemné ujednano v jakékoli pisemné dohodé
mezi Stranami uzaviené.

4.2 Objevy

Pojem ,Objevy“ znamena pro ucely této
Smlouvy vesSkeré objevy, vynalezy a
predméty vyvoje, jez byly vyvinuty, uvedeny
poprvé do praxe Ci jakkoli jinak vynalezeny Ci
rozvinuty Stranou nebo jakymkoli
zaméstnancem ¢&i ¢lenem personalu takového
subjektu pfi provadéni Studie. GSK bude
vlastnikem veSkerych Objevl, jez budou
vyvinuty, uvedeny poprvé do praxe ¢i jakkoli
jinak vynalezeny ¢&i rozvinuty Zdravotnickym
zarizenim &i jakymkoli jeho zaméstnancem Ci
¢lenem personalu v souvislosti s provadénim
Studie.

4.3 Prevod prav k Objevum

Zdravotnické zafizeni se zavazuje, Ze odhali,
zpfistupni €i sdéli a dale zajisti, Ze jeji
zaméstnanci odhali, zpfistupni &i sdéli
vesSkeré Objevy, a to neprodlené a plné
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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 a perpetual,
non-exclusive, non-transferable, paid-up
license, without right to 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

Institution 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.

PUBLICATION RIGHTS

5.1 Study Transparency and Publication

Before commencement of the Study, GSK will
register the Study with a public clinical trials
registry. GSK will make public a summary of
the Protocol and a summary 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

spoleénosti GSK v pisemné formé, a
Zdravotnické zafizeni, jménem svym a
jménem a v zastoupeni svych zaméstnancu,
prevede na GSK veskera sva prava, naroky a
zajmy k Objevim, vc&etné vSech patentd,
autorskych dél a jinych prav duSevniho
vlastnictvi k tomuto se vztahujicim, jakoz i
veskera prava procesni povahy a naroky na
nahrady Skod a uzitky, jez jiz vznikly v
dasledku minulého & soucasného poruseni
shora uvedenych prav. Zdravotnické zafizeni
se zavazuje, ze bude nalezité spolupracovat
a poskytne spole¢nosti GSK soucinnost pfi
vyhotoveni a uzavfeni, a zajisti, Ze jeji
zaméstnanci vyhotovi a uzaviou, veSkeré
dokumenty davodné spoleCnosti GSK
poZadované za u€elem ochrany a zajisténi
vlastnickych prav GSK k Objevim.

4.4 LicenCni opravnéni

GSK timto udéluje Zdravotnickému zafizeni
trvalé, nevyhradni, nepfevoditelné, jiz
hrazené licenCni opravnéni, bez prava
udeéleni sublicence k pouziti Objevl, a to v
souladu s povinnostmi ulozenymi v Clanku
,D0vérny rezim®, pro vnitii ucely, vyzkum
nekomeréniho charakteru a pro edukativni
ucely.

4.5 Patentové Fizeni

Zdravotnické zafizeni se zavazuje, ze bude
spolupracovat a poskytne soucinnost, a to v
navaznosti na vyzvu spolecnosti GSK a na jeji
naklady a s jeji uCasti, v souvislosti s
pfipravou, podanim, vedenim patentového
fizeni a udrzovanim veskerych patentovych
prihlasek a patentd pro veskeré Objevy.

4.6 Pretrvani platnosti

Tento Clanek 4 ,Dusevni vlastnictvi* ztistane
v platnosti i v pfipadé ukonc&eni platnosti ¢i pfi
vyprSeni platnosti této Smlouvy.

PRAVA NA ZVEREJNENI

5.1 Transparentnost Studie
a Publikovani a zpfistupnéni

Pred zahajenim Studie ji GSK zaregistruje do
verejného registru klinickych hodnoceni. GSK
zverejni souhrn Protokolu a souhrn vysledki
Studie ze vSech center Studie v jednom Ci
vice vefejné pfistupnych celosvétovych
registrd kdykoli po zahajeni Studie. V dobé
umisténi souhrnu vysledk tam GSK umisti
také cely Protokol studie a plan statistické
analyzy. Zdravotnické zafizeni a ZkouSejici
souhlasi, ze GSK muzZe pfi zvefejnéni
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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.

Institution shall have the right to publish or
present the results of Institution’s activities
conducted under this Agreement, including
Study Data, only in accordance with the
requirements of this Section. Institution
agrees 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 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, 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.

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 agrees that it shall not,

protokolu nebo souhrnu vysledkl v registru
zvefejnit jméno/nazev  ZkouSejiciho a
Zdravotnického zafizeni v ramci seznamu
zkouSejicich a zdravotnickych zafizeni
provadéjicich Studii.

Zdravotnické zafizeni bude opravnéno
publikovat a prezentovat vysledky Ccinnosti
Zdravotnického zafizeni, jez je provadéna na
z4kladé této Smlouvy, a to v&etné Studijnich
dat a udajud, vyluéné v souladu s pozadavky
stanovenymi v tomto Clanku. Zdravotnické
zarizeni souhlasi, Ze spolecnosti GSK
predlozi jakoukoli navrhovanou publikaci a
prezentaci pro Ucely jejich kontroly ve lhaté
alespon tficeti (30) dnG pred predlozenim
jakékoli takové publikace pfislusSnému
vydavateli & pFfed jejich navrhovanou
prezentaci. Ve Ih(té tficeti (30) dnli od jejich
prijeti se GSK pisemné vyjadFi
Zdravotnickému zafizeni ve vztahu k jakékoli
informaci obsazené v takovych materialech,
jez predstavuje Davérnou informaci (odliSnou
od Studijnich dat a udaji) nebo jez muze
predstavovat prekazku moznosti dosazeni
patentové ochrany pfislusného Objevu. GSK
bude opravnéna pozadovat od
Zdravotnického zafizeni odstranéni
definovanych informaci oznacenych jako
Dlvérné informace (jez jsou odlisné od
Studijnich dat a udaju) a/nebo pozadovat
odlozeni navrhované publikace i prezentace
po dobu dodate¢nych Sedesati (60) dnd, aby
spole¢nost GSK mohla uplatnit patentovou
ochranu ve vztahu k Objevim. Publikace
Zdravotnického zafizeni bude odkazovat na
Publikaci GSK (definovanou nize).
Zdravotnické zafizeni souhlasi, ze v pfipadné
publikaci Zdravotnického zafizeni bude
uvedena finanéni podpora spolec¢nosti GSK.
Zdravotnické zafizeni zajisti, aby ZkouSejici
dodrzel povinnosti stanovené timto Clankem
5.

5.2 Multicentrické publikovani

GSK bude usilovat o zvefejnéni vysledku
Studie v prohledavatelné recenzované
odborné literatufe. Prvni publikace vysledku
Studie ze vSech center Studie a vSechny
nasledné publikace (,Publikace GSK*) nebo
zpfistupnéni  vysledkdl  Studie  budou
koordinovany spole¢nosti GSK. Poté, co bude
Studie publikovana v odborném ¢&asopise,
muUze GSK Studii zafadit ne externi webovou
stranku ke sdileni udaji na urovni pacientd
pro Ucely budouciho vyzkumu a mulze také
zpfistupnit celou zpravu o Studii na registru
GSK. Je-li tato Studie multicentrickou studii,
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without the GSK’s prior written consent,
independently publish, present or otherwise
disclose any results of or information
pertaining to Institution’s activities conducted
under this Agreement until GSK’s Publication
is published; provided, however, that if a GSK
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 shall have the right to
publish and present the results of Institution’s
activities conducted under this Agreement,
including Study Data, solely in accordance
with  the provisions of Section 5.3
“Confidentiality of Unpublished Data”. Study
Subjects’ personal information, such as name
or initials, shall not be publicly disclosed at
any time.

Any participation of Investigator or other
representatives of Institution as a named
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 a member of a PSC, in core
writing team(s) activiies or in public

Zdravotnické zafizeni timto souhlasi, Ze bez
pfedchoziho pisemného souhlasu GSK
nebude nezavisle publikovat, prezentovat Ci
jakkoli jinak odhalovat, zvefejfiovat, sdélovat
Ci zpfistupriovat jakékoli vysledky nebo
informace vztahujici se k ¢&innostem
Zdravotnického zafizeni, jeZ jsou provadény
na zakladé této Smlouvy, a to az do
zvefejnéni Publikace GSK; to v8ak za
podminky, Ze nedojde-li ke zvefejnéni
Publikace GSK nejpozdéji do osmnacti (18)
mésicl od okamziku dokonéeni Studie a
uzavieni databaze ve vSech vyzkumnych
platnosti &i pfed€asnému ukonéeni Studie,
Zdravotnické zafizeni bude opravnéno
publikovat a prezentovat vysledky Ccinnosti
Zdravotnického zafizeni, jez je provadéna na
zakladé této Smlouvy, a to v€etné Studijnich
dat a Udajt, vyhradné v souladu s
podminkami stanovenymi v odstavci 5.3
,D0vérnost nepublikovanych udaju“. Osobni
informace Subjekt( studie, napfiklad jméno
nebo inicidly, nebudou nikdy vefejné
zpristuprfiovany.

Pfipadna ucast Zkousejiciho nebo dalSich
zastupclli  Zdravotnického zafizeni jako
uvadéného autora této Publikace GSK bude
stanovenav souladu s Jednotnymi pozadavky
na rukopisy Mezinarodniho vyboru redaktort
Iékarskych ¢asopisl (,ICMJE®) a
Zdravotnické zafizeni a Zkousejici berou na
védomi, Ze samotné zafazeni Subjektu studie
je neopraviuje k autorstvi. Bude-li Zkousejici
nebo dalSi zastupce Zdravotnického zafizeni
uveden jako autor Publikace GSK, (1) uzavfe
pred zahajenim prace na Publikaci GSK
pisemnou autorskou smlouvu; (2) bude mit
pristup ke Studijnim datdm a udajiim ze vSech
Mist provadéni klinického hodnoceni, jez
budou nezbytné k pIné ucasti na pfipravé
Publikace GSK; a (3) v ramci Publikace GSK
uvede, zZe spolec¢nost GSK Studii a Publikaci
GSK finan¢éné podporovala, a uvede jakykoli
osobni finanéni vztah ke spole¢nosti GSK.
GSK nebude autordm za autorskou ¢innost
poskytovat zadnou finan¢ni odménu.

Pokud to bude GSK povazovat za vhodné,
mulze se ZkousSejici nebo jini zaméstnanci
Zdravotnického zafizeni, ktefi se podileji na
Studii, stat é&lenem Ridiciho vyboru pro
publikace  (,PSC“) nebo  zakladniho
autorského tymu (tymu) Studie, nebo se mlze
podilet na prezentacich vysledku Studie.
Osoby, které budou &leny PSC, budou se
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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 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 acknowledges and agrees 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 shall
not, and shall require its 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 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 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.

podilet na ¢&innosti z&kladniho autorského
tymu (tymd) nebo na vefejné prezentaci
vysledkd Studie, nedostanou zadny plat,
honoraf ani jinou finanéni odménu za ucast na
této cCinnosti a nebude jim pfisluset ani
vlastnictvi &i jiné naroky na vysledek prace,
ktery z této Cinnosti vznikne. Spoleénost GSK
v8ak témto osobam nebo (pfipadné, na
zakladé doporuceni téchto osob)
Zdravotnickému zafizeni uhradi pfiméfené
cestovni vydaje a vydaje za ubytovani pfi
cestach na Zadost GSK, avsak s tim, Ze tyto
cestovni vydaje a vydaje za ubytovani museji
byt pfedem ze strany GSK pisemné
schvaleny a Ze GSK obdrzi pfislusné originaly
uctenek.

5.3 Duavérnost nepublikovanych tdajl
Zdravotnické zafizeni timto bere na védomi a
souhlasi, Ze Studijni data a udaje, jez nebyly
publikovany, prezentovany ¢&i jakkoli jinak
odhaleny, zvefejnény, zpfistupnény Ci
sdéleny na zakladé upravy stanovené v
odstavci 5.1 nebo 5.2 (,Nepublikované
udaje”), zastanou zahrnuty do ramce definice
Dlveérnych informaci, a Zdravotnické zafizeni
se zavazuje, ze neodhali, nezvefejni,
nezpfistupni & nesdéli a zavaze své
zameéstnance ve shodném rozsahu v této
souvislosti, jakékoli Nepublikované udaje
jakékoli treti strané &i nezvefejni jakakoli
Studijni data ¢&i udaje jakékoli tfeti strané, a to
v rozsahu vétSim, nez v jakém mohou byt
odhaleny, zvefejnény, zpfistupnény d&i
sdéleny v jakékoli publikaci, prezentaci Cdi
jiném odhaleni na zakladé odstavce 5.1 nebo
5.2.

5.4 Kontakty s médii

Zdravotnické zafizeni nebude, a zajisti, ze
zaméstnanci Zdravotnického zafizeni
nebudou, poskytovat jakékoli rozhovory i jiné
formy kontaktd s médii, zejména vcetné
vydavatelstvi novin, provozovateli radiového
vysilani, provozovateli televizniho vysilani a
spole¢nostmi plsobicimi na Internetu, a to v
souvislosti se Studii, Hodnocenym Ié¢ivem,
Objevy nebo Studijnimi daty a udaji bez
prfedchoziho pisemného svoleni GSK. Toto
ustanoveni nebrani moznosti publikovat Ci
prezentovat Studijni data a udaje v souladu s
timto Clankem. Zkousejici se zavazuje, Ze
bude-li v souladu s podminkami tohoto
Clanku 5 vefejné& hovoiit nebo zvefejni-li
néjaky c¢lanek ¢i dopis o zéleZitostech
tykajicich se Studie nebo Hodnoceného
I&éCiva Ci jinak souvisejicich se spoleCnosti
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55 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 GSK
and IQVIA may use the Institution’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.

PERSONAL DATA

6.1 Study Staff Personal Data

Both prior to and during the course of the
Study, the Investigator and his/her teams may
be called upon to provide “Personal Data”, as
defined in the applicable data protection
legislation enacted under the same or
equivalent/similar national legislation
(collectively "Data Protection Legislation").
This data falls within the scope of the law and
regulations relating to the protection Of
Personal Data, in particular 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.

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

GSK, vzdy uvede, Ze byl ve Studii zkousejicim
Iékafem.

5.5 PouZiti nazvu & jména

Kromé pfipadl uvedenych v této Smlouvé
neni zadna strana této Smlouvy opravnéna
pouzitjména €i nazvu jiné Strany, nazvu GSK,
atov souvislosti s jakoukoli reklamni ¢innosti,
k publikaénim ¢&i marketingovym ucelim bez
pfedchoziho pisemného svoleni, s vyjimkou
pfipadd, kdy GSK a IQVIA budou opravnéni
pouzit nazev Zdravotnického zafizeni
v souvislosti s publikacemi tykajicimi se
Studie a vramci komunikace, vcetné
webovych strdnek vénovanych klinickym
hodnocenim a pro ucCely newsletterd
vydavanych v souvislosti se Studii.

5.6 Pretrvani platnosti

Tento Clanek 5 ,Prava na zvefejnéni“ z(istane
v platnosti i v pfipadé ukonceni platnosti &i pfi
vyprseni platnosti této Smilouvy.

OSOBNi UDAJE

6.1 Osobni Udaje Studijniho personalu
Jak pred zahajenim, tak i v prlibéhu provadéni
Studie, ZkousSejici a jeholjeji tym mohou byt
pozadani o poskytnuti ,Osobnich udaju”
definovanych v pfisluSné legislativé na
ochranu osobnich Udaju pfijaté jeji transpozici
do narodniho prava/ekvivalentni/podobné
narodni legislativé  vcéetné  (spolecné
,Predpisy na ochranu osobnich udajd“). Tyto
Udaje spadaji do ramce pravnich predpisl na
Useku ochrany osobnich (dajd, konkrétné
zakona ¢&. 110/2019 Sbh., o zpracovani
osobnich udajd, v platném znéni a mohou byt
pouzivany spole€nosti IQVIA, GSK a jejich
pridruzenymi subjekty v souladu s Predpisy
na ochranu osobnich udajd, jak je uvedeno
nize, a po priméfenou dobu nezbytnou k nize
uvedenym uceliim.

GSK, IQVIA a Zdravotnické zafizeni budou
vzajemné spolupracovat na potfebnych
opatfenich k zajisténi dodrzovani Predpist na
ochranu osobnich udaju.

Tyto Osobni udaje mohou zahrnovat jména,
kontaktni informace, pracovni zkuSenosti a
profesni  kvalifikaci, pfehled publikaci,
resumé, informace o absolvovaném vzdélani,
a informace tykajici se finan¢nich vztaht nebo
dalSich potencialnich stfetd zajmd a udaje o
platbach uskutec¢nénych vici PFijemci plateb
dle této Smiouvy, a to pro nasledujici ucely:
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payments made to Payee(s) under this
Agreement for the following purposes:

(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.

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

6.2 Study Subject Personal Data

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject Personal Data for Study
purposes, including the Processingof data
collected in accordance with the Protocal, in
compliance with Data Protection Legislation.
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 a request
from a Study Subject for such access,
amendment, transfer, blocking, or deletion,
GSK shall forward the request to Institution.

Institution shall respond to Study Subjects’
requests for access, amendment, transfer,
blocking, or deletion of Personal Data in
accordance with Data Protection Legislation
and the Agreement. Institution acknowledges
that in order to maintain the integrity of Study
results, the ability to amend, block, or delete

0] provadéni klinickych
hodnoceni a/nebo statistické
analyzy,

(ii) ovéfeni ze strany
statnich/spravnich nebo

regulatornich urad(l, GSK, IQVIA, a
jejich zastupcl, sesterskych
organizaci ¢i pobocek,

(iii) zajisténi souladu s pravnimi
a regulatornimi poZadavky,

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

) evidovani v databazich pro
ucely usnadnéni vybéru
zkousSejicich pro budouci klinicka
hodnoceni nebo jiné ucely; a

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

Jména ¢lend Studijniho personalu mohou byt
zpracovana v databazich vedenych IQVIA pro
Gcely studijnich kontaktd, a to vyluéné pro
Ucely souvisejici s klinickymi studiemi.

6.2 Osobni udaje Subjektu studie
ZkouSejici zajisti ziskani pisemného souhlasu
Subjektu studie pro ucely k ziskani a pouziti
osobnich Udajli Subjektu studie pro ucely
souvisejici se Studii, a to v€etné Zpracovani
osobnich Udaju ziskanych dle Protokolu, a
dale v souladu s Predpisy na ochranu
osobnich  udajl. Spoleénost GSK a
Zdravotnické zafizeni se dohodly, ze
Zdravotnické zafizeni je lépe schopno
vyfizovat pozadavky Subjektl studie ohledné
pfistupu, Uprav, pfevodu, blokovani nebo
vymazani Osobnich (daji. Pokud GSK od
Subjektu studie obdrzi takovy pozadavek na
pfistup, Upravy, pfevod, blokovani nebo
vymazani Osobnich udajli, pfeda ho
Zdravotnickému zafizeni.

Zdravotnické zafizeni bude na pozadavek
Subjektt studie na pfistup, upravy, pfevod,
blokovani nebo vymazani Osobnich udaju
reagovat v souladu s Pfedpisy na ochranu
osobnich Udaji a Smlouvou. Zdravotnickeé
zarizeni bere na védomi, Ze v zamu
zachovani integrity vysledkd Studie mize byt
moZznost upravy, blokovani nebo vymazani
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Personal Data may be limited, under Data
Protection Legislation.

GSK acknowledges that Study Subjects may
withdraw their informed consent to Study
participation and consent to Processing of
Personal Data at any time as described in the
informed consent form signed by the Study
Subject. Institution shall promptly notify GSK
of any such withdrawal that may affect the use
of the Personal Data under the Agreement.
Institution will use its best efforts to clarify
what the Study Subject’s expectations are if
the Study Subject withdraws from the Study,
including what forms of communication the
Institution may use to follow-up with the Study
Subject, if any, about their Study Subject’s
status after withdrawing from the Study.

6.3 Data 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.

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

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

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

Osobnich udaji na zakladé Predpisi na
ochranu osobnich udaju omezena.

GSK bere na védomi, Zze Subjekty studie
mohou kdykoli odvolat svUj informovany
souhlas s ucasti ve Studii a souhlas se
Zpracovanim Osobnich u(daji tak, jak je
popsano ve formulafi informovaného
souhlasu podepsaném Subjektem studie.
Zdravotnické zafizeni bude spole¢nost GSK o
jakémkoli takovém odvolani souhlasu, které
by mohlo ovlivnit pouzivani Osobnich udaju
podle této Smilouvy, neprodlené informovat.
Zdravotnické zafizeni vynaloZi veSkeré usili k
tomu, aby zjistilo, jaka jsou ocekavani
Subjektu studie v pfipadé, Ze ukonéi svou
u¢ast ve Studii, napfiklad jaké formy
komunikace, pokud vibec néjaké, muze
Zdravotnické zafizeni pouzit pfi kontrolnim
sledovani Subjektu studie, aby zjistilo status
Subjektu studie poté, co svou ucast ve Studii
ukongi.

6.3 Ochrana osobnich udaja
a zabezpeceni

GSK a Misto provadeéni klinického hodnoceni
budou dodrzovat vSechny platné zakony,
zejména vesSkeré platné Predpisy na ochranu
osobnich Udajd ohledné davérnosti a
zabezpeceni Osobnich udajl, a zavedou
prislusna technicka a organizacni opatfeni
tak, aby Zpracovavani splfiovalo vsechny
pozadavky Obecného nafizeni o ochrané
osobnich udaja (,GDPR") a aby byla zajisténa
ochrana prav subjektu udaju.

Pokud jde o kédovana Studijni data a udaje
poskytované spolecnosti IQVIA a/nebo GSK,
je GSK povazovano za spravce udajll a
Zdravotnické zafizeni za zpracovatele udaji
pfi Zpracovani Osobnich udajid a obé
spoleCnosti museji jednat v souladu s
Predpisy na ochranu osobnich udaju.

Pokud bude s jakymikoli osobnimi udaji na
zakladé této Smlouvy jakozto spravce dat
nakladat IQVIA, v takovém pfipadé bude
IQVIA spravcem takovych osobnich udaju v
rozsahu, v jakém s nimi naklada, abude
dodrZovat Predpisy na ochranu osobnich
udajd.

Pred Zpracovanim jakychkoli Osobnich udaju
zajisti Zdravotnické zafizeni a GSK s ohledem
na spravnou oborovou praxi, naklady na
realizaci a na povahu, rozsah, kontext a ucel
Zpracovani, i na riziko rizné
pravdépodobnosti a zavaznosti ohledné prav
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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.

6.4 Security Breaches
i. Notification of Security Breaches. GSK
and Institution agree to notify each other
without undue delay after of discovery of
a Security Breach.
a. Notice of a Security Breach to
GSK, will be sent via e-mail to

b. Notice of a Security Breach to
Institution will be sent to
and

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

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

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

c. Any measures taken to address
or mitigate the 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

a svobod fyzickych osob, aby byly zavedeny
vhodné technické a organizacni kontrolni
mechanismy, které zabrani neopravnénému
nebo nezdkonnému Zpracovani jakychkoli
Osobnich udajl v jejich drzeni, a které budou
chranit tyto Osobni Udaje pfed nahodnou
ztratou, poskozenim nebo zni¢enim.

6.4 Poruseni zabezpeceni
i. Oznadmeni poruSeni zabezpec€eni. GSK
a Zdravotnické zafizeni se dohodly, Ze
se budou vzdjemné bez zbyteCného
prodleni informovat, pokud zjisti
Poruseni zabezpedeni.

a. Oznameni o Poruseni
zabezpeceni spoleCnosti GSK
bude zasilano e-mailem na
adresu

b. Oznameni o Poruseni
zabezpeceni Zdravotnickému
zarizeni bude zasilano na

a

ii. Bé&hem vzajemného oznamovani si
GSK a Zdravotnické zafizeni, pokud to
bude mozné, predaji dostatecné
infformace, aby mohly  Poruseni
zabezpeceni spole¢né posoudit a v€as
podat pfipadné pozadované oznameni
prislusnému viadnimu organu v terminu
pozadovaném Predpisy na ochranu
osobnich  udaji. Soudasti téchto
informaci maze byt napfiklad:

a. povaha Poruseni zabezpeceni,
kategorie a pfiblizny pocet
subjektl udaju a zaznamd;

b. pravdépodobné nasledky
Poruseni zabezpeceni, pokud Ize
nasledky stanovit; a

c. pripadna opatfeni pfijata za
ucelem rfeSeni nebo zmirnéni
incidentu.

iii. GSK a Zdravotnické zafizeni se na
zakladé vSech dostupnych informaci a
Predpist na ochranu osobnich udajd
spoleéné rozhodnou, zda je tfeba
povazovat Poruseni zabezpeleni za
poruseni podléhajici  oznamovaci
povinnosti, a zajisti jeho oznameni
subjektim 0daju  a/nebo  statnim
uraddm, pokud to Predpisy na ochranu
osobnich udaju vyzaduji. V pfipadech,
kdy GSK aZdravotnické zafizeni
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Breach shall be responsible for
providing such notification.

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

rozhodnou, Z2e Pfedpisy na ochranu
osobnich udaju oznameni vyzaduiji,
bude strana, ktera Poruseni
zabezpeceni zpUsobila, povinna toto
oznameni podat.

iv. Assistance in Event of Security Breach. iv. Soucinnost v pfipadé Poruseni
In the event of a Security Breach relating zabezpeleni. V pfipadé  Porudeni
to the Personal Data and/or Confidential zabezpecleni tykajiciho se Osobnich
Information collected or received by a udaja  a/nebo Dlvérnych informaci
party under this Agreement, the shromazdovanych nebo obdrzenych
receiving party agrees to assist and fully smluvni stranou na zakladé této
cooperate with the sending party with Smlouvy souhlasi pfijimajici strana, Ze
any internal investigation or external odesilajici strané poskytne soudinnost
investigation by third parties, such as abude sni plné spolupracovat pfi
law enforcement, through the provision veskerém internim vySetfovani
of information, employees, interviews, i externim vySetfovani provadéném
materials, databases, or any and all tietimi stranami, napfiklad
other items required to fully investigate donucovacimi organy, a to
and resolve any such incidents and poskytovanim informaci, zaméstnancuq,
provide information necessary to pohovor(l, materiall, databazi nebo
provide required notifications. The veskerych dal8ich prostfedki
breached party agrees to take such potfebnych k fadnému vySetieni
remedial actions as the parties mutually a vyreSeni takovych incidentq,
agree is warranted. a poskytnutim informaci nezbytnych pro

podani  pozadovanych  oznameni.
Strana, u které k poruseni doSlo, se
zavazuje pfijmout takova napravna
opatfeni, na nichz se strany vzajemné
dohodnou.

v. Neither GSK nor Institution shall v. GSK ani Zdravotnické zafizeni bez

pfedchoziho  pisemného  souhlasu
druhé strany nezpfistupni zadné
infformace tykajici se podezfeni na
PoruSeni zabezpeceni jiné treti strané
nez  dodavateli najatému, aby
vySetfil/zmirnil toto Poruseni

obligations, except as required by zabezpeceni, ktery je vazan povinnosti
applicable laws.Institution agrees to miCenlivosti, s vyjimkou pfipadd
indemnify GSK, for all losses resulting vyzadovanych pfisluSnymi  zakony.

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

Zdravotnické zafizeni se zavazuje
odsSkodnit GSK za veSkeré ztraty
zpusobené  pfipadnym  PoruSenim
zabezpeCeni v dusledku zanedbani
nebo umysiného poruseni povinnosti na
strané Zdravotnického zafizeni, jeho
zastupctll, Pridruzenych subjektd nebo
pfipadného dodavatele Zdravotnického
zarizeni, vcCetné napfiklad nahrady

Security Breach due to negligence or zakonem vymezenych Skod, pokut
willful misconduct by the indemnifying ulozenych statnimi organy a/nebo
party, its agents, its Affiliates, or any vydajd na  zmirnéni  nasledkd.

vendor retained by such indemnifying
party, including but not limited to legal
damages, government penalties, and/or
mitigation expenses.

Zdravotnické zafizeni i GSK se zavazuji
k odSkodnéni druhé strany za vSechny
ztraty vyplyvajici z jakéhokoli Poruseni
zabezpeCeni v dusledku nedbalosti
nebo umysiného zavinéni ze strany
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6.5 Survival
This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

7. INDEMNIFICATION; STUDY SUBJECT INJURY,
INSURANCE AND DAMAGES

7.1 GSK Indemnification

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

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

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

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

odskodnujici  strany, jejich zastupcu,
PFidruzenych subjektd nebo jakéhokoli
jejiho dodavatele, a to zejména nahrady
Skody, sankci ze strany vladnich organt
a / nebo vydajll na zmirnéni sSkody.

6.5 Pretrvani platnosti

Tento Clanek 6 ,Osobni udaje“ zistane v
platnosti i v pfipadé ukonc¢eni platnosti ¢i pfi
vyprseni platnosti této Smlouvy.

ODSKODNENi, POSKOZENi ZDRAVi SUBJEKTU
STUDIE, POJISTENi A NAHRADA SKODY

7.1 Od8kodnéni ze strany GSK

GSK se zavazuje poskytnout Zdravotnickému
zafizeni ajeho pfidruzenym subjektdm,
ZkouS$ejicimu, Studijnimu personalu a dalSim
zaméstnancdm Zdravotnického zafizeni, jeho
zastupclm a subdodavatelim (,Pfijemcim
odSkodnéni ve Zdravotnickém zafizeni®)
odskodnéni, branit je apfevzit za né
odpovédnost za veskeré ztraty, vydaje nebo
naklady (vCetné jakychkoli urovnani nebo
dobrovolnych ,ex-gratia“ plateb provedenych
se souhlasem smluvnich stran a pfiméfenych
pravnich poplatkl a nakladl a vydajl za
odborniky), odpovédnost, skodu nebo narok
tfetich stran na nahradu za osobni Ujmu
véetné umrti, které vyplyvaji z podavani
hodnocenych |éCivych pripravk
Zdravotnickym zafizenim nebo z Ukon(
provadénych podle Protokolu, nebo které
vzniknou v dusledku zanedbani ¢i umysiného
poruseni povinnosti na strané GSK (,Narok
Zdravotnického zafizeni“), avSak stim, ze
GSK  neodSkodni  zadného  Pfijemce
odsSkodnéni ve Zdravotnickém zafizeni za
zadny Narok Zdravotnického zafizeni, ktery
vznikl na zakladé:

(i) provadeéni Studie PFijemci
odskodnéni ve Zdravotnickém zafizeni,
které nebylo v souladu s Protokolem
nebo touto Smlouvou; nebo

(i) nedbalosti nebo umysliného
poruseni povinnosti nebo poruseni
zakonné povinnosti na strané Pfijemct
od8kodnéni ve Zdravotnickém zafizeni.

Povinnosti GSK podle tohoto Clanku ohledné
Naroku Zdravotnického zafizeni  jsou
podminény:
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(i) prompt written notification to GSK of
the Institution Claim so that GSK’s
ability to defend or settle the Institution
Claim is not prejudiced; and

(ii) Institution Indemnitees’ agreement
that GSK has full control over the
defense or settlement of the Institution
Claim and to fully cooperate with GSK
in the defense or settlement of the
Institution Claim; provided, that, GSK
will not settle any such Institution Claim
under terms that include an admission
of fault or wrongdoing by any
Indemnitee or which requires an
Indemnitee to undertake a future
course of action without that
Indemnitee’s written consent to such
components.

7.2. Study Subject Injury

The Site shall 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 shall maintain medical professional
liability insurance with limits in accordance
with local standards but subject to a minimum

(i) okamzitym pisemnym oznameni
spoleénosti GSK o Naroku
Zdravotnického zafizeni, aby nebyla
narusena moznost GSK branit se nebo
Narok Zdravotnického zafizeni
vyporadat; a

(i) souhlasem PFijemcu odSkodnéni ve
Zdravotnickém zafizeni s tim, Ze GSK
ma plnou kontrolu nad obranou nebo
vypofadanim Naroku Zdravotnického
zafizeni a stim, Zze budou s GSK pfi
obrané nebo vyporfadani Naroku
Zdravotnického zafizeni piné
spolupracovat, av3ak s tou podminkou,
7e GSK nevyporfada takovy Narok
Zdravotnického zafizeni za podminek,
které zahrnuji pfiznani nedostatku
nebo pochybeni ze strany nékterého
z Pfijemct odSkodnéni nebo které
vyzaduji, aby Pfijemce odskodnéni
podnikl daldi kroky bez pisemného
souhlasu Pfijemce odSkodnéni s témito
podminkami.

7.2. Zdravotni Ujma zpUsobena

Subjektu studie

Misto provadéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
spolec€nost IQVIA a GSK o jakémkoli naroku
vztahujicim se k Ujmé na zdravi, k niz doslo
v souvislosti se Studii, a plné spolupracovat
se spole¢nosti GSK pfi vyporadani takového
naroku.

Jestlize Misto provadéni klinického
hodnoceni poskytne Subjektu studie lécbu
ujmy na zdravi, k niz doSlo v souvislosti se
Studii za podminek, jez jsou ve schvaleném
Formulafi informovaného souhlasu pro Studii
popsany jako |éCebné vydaje hrazené
spoleCnosti  GSK, uhradi je GSK
Zdravotnickému zafizeni za poskytnutou
IéCbu za Subjekt studie pfimo. Tento zavazek
nijak neméni povinnost odSkodnéni ze strany
GSK podle této Smlouvy a nema dopad na
zadny pfipadny narok uplatiiovany
spole¢nosti GSK va¢i Mistu provadéni
klinického hodnoceni v pfipadé, ze Ujma na
zdravi, k niz doSlo v souvislosti se Studii, byla
zplUsobena nedbalosti nebo nedodrzenim
Protokolu ze strany Mista provadéni
klinického hodnoceni.

7.3. Pojisténi

Zdravotnické zafizeni se zavazuje, Ze bude
mit uzavieno pojisténi |ékarské profesni
odpovédnosti s limity v souladu s mistnimi
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of [£5,000,000 or equivalent in local currency]
for each medical professional involved in a
Study, or require that each medical
professional maintain such insurance. Upon
GSK’s request, Institution shall have its
insurance carrier (or shall cause the medical
professional to have his or her insurance
carrier) furnish to GSK certificates that all
insurance required under this Agreement is in
force.

The Parties acknowledge that the Institution
shall submit certain basic information,
including but not limited to information
concerning the character and conduct of the
Study to an insurance company for the
purposes of activation of an insurance of
Institution‘s activities to be carried out in this
Study. GSK undertakes to grant its consent to
the Institution with the submission of the
information to the insurance company. The
Institution undertakes to submit to GSK any
information prior to submitting it to the
insurance company. The Institution shall
submit to the insurance company only such
information for which it obtained GSK’s prior
approval and only to the necessary extent.

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.

standardy, avSak minimalné [5 000 000 GBP
nebo odpovidajici ¢astka v K& na kazdého
zdravotnického pracovnika zapojeného do
Studie, nebo bude vyZadovat, aby si takové
pojisténi  uzaviel kazdy  zdravotnicky
pracovnik. =~ Na Zadost GSK  zajisti
Zdravotnické zafizeni, aby jeho pojistovna
poskytla GSK certifikaty dokladajici platnost
veskerého pojisténi pozadovaného touto
Smlouvou (nebo zajisti, aby tak udinili
zdravotnicti pracovnici se svou pojistovnou).

Strany berou na védomi, Ze Zdravotnické
Zafizeni je pro aktivaci pojisténi svych
¢innosti v ramci klinickych hodnoceni povinno
predlozit pfislusné pojistovné zakladni
infformace souvisejici zejm. s povahou a
zpusobem provadéni klinického hodnoceni.
GSK se zavazuje udélit Zdravotnickému
zarizeni souhlas s pfedanim vyse uvedenych
informaci pfisludné pojistovné. Zdravotnické
zarizeni se zavazuje predat pojistovné pouze
informace odsouhlasené GSK, a to pouze v
nezbytné nutném rozsahu.

Odpovédnost GSK odskodnit Zdravotnické
zafizeni 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 zakonného
zastupce uspésné uplatnéného dle ceského
pravniho fadu.

Narok Zdravotnického zafizeni na nahradu
Skody dle pfedchoziho ustanoveni nevznika,
jestlize:

a) poSkozeni zdravi (vCetné smrti)
subjektu hodnoceni bylo zplsobeno
umysiné, nedbalosti, protipravnim
jednanim nebo nesplnénim povinnosti
stanovené Zdravotnickému zafizeni €i
ZkouSejicimu pravnim pfedpisem nebo
v této Smlouvé, vcetné vsech jejich
pfiloh;

b) Zdravotnického zafizeni do dvaceti
(20) pracovnich dnd ode dne, kdy se
dozvédéla, ze byl vi&i ni uplatnén
narok na nahradu Skody, neoznamila
tuto skute€nost pisemné spoleCnosti
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¢) Upon GSK’s request the Institution
has not made possible for the GSK take
a part in out of court negotiations
concerning the claim which may result
in a legal suit at law;

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

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

IQVIA 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 is without prejudice to GSK’s
liability as provided for hereinabove.

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

CONSEQUENTIAL DAMAGES

Without prejudice to the previous indemnity
provisions,neither IQVIA nor GSK shall be
responsible to the Institution for any lost
profits, lost opportunities, or other
consequential damages, nor shall Institution
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.

GSK. Oznameni musi byt odeslano
doporucéenou postou spole¢nosti GSK.

c) na zadost GSK mu Zdravotnické
zafizeni neumoznilo U&astnit se
mimosoudniho vyjednavani o}
vzneseném naroku nebo nasledného
soudniho fizeni;

d) Zdravotnické zarizeni uznalo
vzneseny narok, aniz by obdrZela
predchozi pisemny souhlas GSK.

Tento Clanek 7 podsekce ,Odskodnéni:
Poskozeni zdravi Subjektu Studie a nahrada
Skody“ zUstane v platnosti po ukonéeni nebo
uplynuti doby trvani této Smlouvy.

8. ODMITNUTi ODPOVEDNOSTI SPOLECNOSTI IQVIA

IQVIA timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
IéCivem, vCetné jakékoliv odpovédnosti za
jakékoliv  naroky vyplyvajici  z okolnosti
zpusobené nebo domnéle zplsobené
jakymkoliv  Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, v jakém je
umyslnym protipravnim jednanim nebo
porusenim této Smlouvy ze strany IQVIA. Tim
neni dotéena odpovédnost GSK dle
predchozich ¢lanku.

Tento Clanek 8 ,Odmitnuti odpovédnosti
spole¢nosti IQVIA® zUstane v platnosti i po
ukonéeni nebo uplynuti doby trvani této
Smlouvy.

9. NASLEDNA SKODA

Aniz jsou dotCeny predchozi ustanoveni o
nahradé skody, ani IQVIA ani GSK nebudou
vi&i Zdravotnickému zafizeni odpovédni ve
vztahu k jakémukoli uslému zisku, ztraté
obchodnich pfilezitosti, € jakymkoli jinym
souvisejicim 8kodam, ani Zdravotnické
zarizeni nebude odpovédné vici IQVIA nebo
spoleCnosti GSK ve vztahu k jakémukoli
uslému zisku, ztraté obchodnich pfilezitosti, Ci
jakymkoli souvisejicim Skodam.

Ugelem zadného z ustanoveni této Smlouvy
neni vylouc€it nebo omezit odpovédnost
kterékoli ze stran za umrti nebo Ujmu na
zdravi osob zpusobené nedbalosti dané
strany.

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 202018
Revmatologicky ustav /

Version / Verze: Redacted // 06122019

CONFIDENTIAL / DUVERNE
31/43



10.

11.

This Section 9 “Consequential Damages”
shall survive termination or expiration of the
Agreement.

DEBARMENT; DISQUALIFICATION

The Institution 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 Institution shall notify
IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs.

This Section 10 “Debarment” shall survive
termination or expiration of this Agreement.

FINANCIAL DISCLOSURE AND CONFLICT OF

Tento Clanek 9 ,Nasledna $koda“ zlistane v
platnosti po ukon&eni nebo uplynuti doby
trvani této Smiouvy.

10. VYLOUGENI; ZAKAZ CINNOSTI

Zdravotnické zafizeni prohladuje a potvrzuje,
Ze ani Zdravotnické zafizeni, ani Zkousejici,
ani kterykoli ze zaméstnancl, zastupcu
Zdravotnického zafizeni &i jakakoli jina osoba,
kterd se podili na vykonu Studie ve
Zdravotnickém zafizeni, nebyla zbavena
prislusného opravnéni, nebyla ji ulozena
sankce zakazu vykonu c&innosti klinickych
hodnoceni a dale, ze kterykoli z téchto
subjektll neni vySetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového Setfeni &i
fizeni mize byt uloZzeni sankce zakazu
vykonu &innosti &i odebrani opravnéni, atov
kterémkoli staté, a Zdravotnické zafizeni se
dale zavazuje neprodlené vyrozumét IQVIA v
pfipadé, ze dojde k takovému vySetfovani,
diskvalifikaci, ulozeni sankce zakazu vykonu
¢innosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 ,Vylougeni“ zGstane v
platnosti po ukon&eni nebo uplynuti doby
trvani této Smiouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

INTEREST

Upon GSK’s or IQVIA’s request, Institution
agrees that, for each listed or identified
investigator or sub-investigator who is directly
involved in the treatment or evaluation of
Study Subjects, Investigator shall promptly
return to IQVIA a financial and conflict of
interest disclosure form that has been
completed and signed by such investigator or
sub-investigator, which shall disclose any
applicable interests held by those
investigators or sub-investigators or their
spouses or dependent children.

IQVIA may withhold payments if it does not
receive a completed form from each such
investigator and sub-investigator.

Investigator shall ensure that all such forms
are promptly updated as needed to maintain
their accuracy and completeness during the

Zdravotnickeé zafizeni souhlasi, Ze na zakladé
z&dosti GSK nebo IQVIA ZkouSejici pro
kazdého uvedeného a identifikovaného
zkouSejiciho nebo spoluzkousejiciho, ktefi se
pfimo podili na léCeni nebo hodnoceni
Subjektd studie, neprodlené pfeda IQVIA
vyplnény a podepsany formulaf financniho
prohlaseni a konfliktu zajma, ktery byl vyplnén
a podepsan takovym zkouSejicim nebo
spoluzkous$ejicim, ve kterém tito zkouSejici €i
spoluzkous$ejici pfiznavaji jakékoli pfislusné
zajmy, které maji oni sami nebo jejich
manzelé/manzelky €i nezaopatfené déti.

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

ZkouSejici  zajisti  urychlenou aktualizaci
formulait dle potfeby, s cilem zajistit jejich
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12.

Study and for one (1) year after Study
completion.

Institution agrees that the completed forms
may be subject to review by governmental or
regulatory agencies, GSK, IQVIA, and their
agents, and the Institution consents to such
review.

This Section 11 “Financial Disclosure and

Conflict of Interest” shall survive termination
or expiration of this Agreement.

ANTI-KICKBACK AND ANTI FRAUD

Institution agrees that its judgment with
respect to the advice and care of each Study
Subject will not be affected by the
compensation it receives from this
Agreement, that such compensation does not
exceed the fair market value of the services it
is providing for the Study, and that no
payments by IQVIA are being provided to the
Institution for the purpose of inducing it 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 a
rebate 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 agrees that it will not bill any Study
Subject, insurer or governmental agency, or
any other third party, for such free products or
items.

Institution agrees that it will not bill any Study
Subject, insurer, or governmental agency for
any visits, services or expenses incurred
during the Study for which it has received
compensation from IQVIA or GSK, or which
are not part of the ordinary care it would
normally provide for the Study Subject, and

12.

presnost a Uplnost v prabéhu realizace Studie
a jeden (1) rok po dokonceni Studie.

Zdravotnické zafizeni souhlasi stim, Ze
vyplnéné formulafe mohou kontrolovat statni
a regulacni ufady, GSK, IQVIA a jejich
zastupci, a Zdravotnické zafizeni souhlasi
s takovymi kontrolami.

Tento Clanek 11 ,Finanéni informace a stfet

zajmu“ zustane v platnosti po ukonéeni nebo
uplynuti doby trvani této Smlouvy.

ZAMEZENi UPLATKARSTVi A PODVODU

Zdravotnické zafizeni souhlasi, Ze jeho
Usudek, pokud jde o poradenstvi a péci o
kazdy subjekt hodnoceni, nebude ovlivhén

Uhradou, kterou obdrzi na zakladé této
Smlouvy, a dale osvédCuje, Zze tato
kompenzace nepfesahuje realnou trzni

hodnotu sluzeb, které poskytuje pro ucely
Studie a zZe zadné platby hrazené spolecnosti
IQVIA nejsou poskytovany za ucelem pfimét
Zdravotnické zafizeni k nakupu nebo
predepisovani jakychkoliv 1ékd, zafizeni nebo
produktd a Ze zadna platba podle této
Smlouvy ani jeji €ast nebude pfimo ani
nepfimo predana zadné treti strané ve formé
rabatu nebo slevy na nakup vyrobkd GSK.
Bez ohledu na vy$e uvedené vSak komercné
primérené ¢astky vyplacené subdodavatellim,
ktefi budou poskytovat sluzby podle
podminek této Smlouvy, splfujici kritéria
sluzeb poskytovanych v dobré vife, nebudou
povazovany za platby v podobé dale
predavanych rabatd nebo slev (a to ani v
pfipadé, ze subdodavatel bude zakaznikem
spolecnosti GSK).

Pokud GSK nebo IQVIA poskytnou jakékoli
produkty nebo predméty pro pouziti ve Studii
zdarma, Zdravotnické zarizeni souhlasi, ze
nebude zadat uhradu po zadném Subjektu
studie, pojiStovné nebo statnim/spravnim
uradu nebo jakékoli jiné tfeti strané za tyto
zdarma poskytnuté produkty nebo pfedméty.

Zdravotnické zarizeni souhlasi, ze nebude
zadat Uhradu po zadném Subjektu Studie,
pojistovné nebo statnim urfadé za jakékoliv
navstévy, sluzby nebo vydaje vzniklé v
prubéhu Studie, za které obdrzelo uhradu od
IQVIA nebo GSK, nebo které nejsou soucasti
béZné péle, kterou by =za normélnich
okolnosti poskytlo Subjektu studie a ze
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13.

that Institution will not pay another physician
to refer subjects to the Study.

ANTI-BRIBERY

Institution agrees 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
Institution. Institution represents and warrants
that payments or Items of Value received
pursuant to this Agreement or in relation to the
Study will not influence any decision that
Institution 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 represents and warrants that
except as disclosed to GSK in writing prior to
the commencement of this Agreement: (a)
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 a public 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.

13.

Zdravotnické zafizeni nebude poskytovat
platbu jinému lékafi za doporuceni subjektd
do Studie.

ZAKAZ PODPLACENI

Zdravotnické zafizeni timto souhlasi, Ze
platby, které budou uhrazeny spoleénosti
IQVIA na zakladé této Smlouvy, pfedstavuji
pfiméfenou trzni odménu poskytovanou v
dobré vife za  sluzby  poskytnuté
Zdravotnickym zafizenim v souvislosti se
Studii. Zdravotnické zafizeni timto prohlasuje
a zavazuje se, ze platby ¢ Hodnotné véci,
které obdrzi na zakladé této Smlouvy &i v
souvislosti se Studii jakkoli neovlivni jakékoli
rozhodnuti Zdravotnické zafizeni i jakéhokoli

pfislusného vlastnika Zdravotnického
zafizeni, ¢leny spravnich organ,
zaméstnance, zastupce, konzultanty i

jakékoli pfijemce plnéni na zakladé této
Smlouvy k tomu, aby udinil, jakozto Zastupce
vefejné moci & jakkoli jinak, za ucelem
poskytnuti pomoci spolec¢nosti GSK &i IQVIA
v podobé zajisténi neopravnéné vyhody Ci za
Uucelem ziskani ¢&i zachovani si obchodni
prilezitosti.

Zdravotnické zafizeni prohladuje a zarucduje,
Ze s vyjimkou pfipadd, o nichz pisemné
informovalo spole€nost GSK pfed uzavienim
této Smlouvy: (a) zadny z jeho vyznamnych
akcionart (s podilem > 25 %) ani ¢lend
nejvyssiho vedeni nema vliv na obchodni
¢innost GSK; (b) zadny z jeho vyznamnych
akcionard (s podilem > 25 %), ¢lend
nejvysSiho vedeni, ¢lent predstavenstva ani
klicovych osob, které budou odpovidat za
poskytovani zbozi / sluzeb, neni a v
poslednich dvou letech ani nebyl Zastupcem
verejné moci se skute€nym nebo domnélym
vlivem, ktery by mohl mit dopad na obchodni
¢innost GSK; (c) mu neni znamo, ze by pfimi
pfibuzni (napf. manzelé/manzelky, rodiCe,
déti nebo sourozenci) osob uvedenych v
predchozim bodé (b) zastavali vefejné nebo
soukromé funkce, jejichz soucasti by bylo
rozhodovani, které by mohlo mit dopad na
obchodni ¢innost GSK nebo poskytovani
sluzeb ¢&i produktl spolec¢nosti GSK nebo
jejim jménem. Zdravotnické zafizeni bude
GSK co nejdfive pisemné informovat v
pripadé jakéhokoli stfetu zajm{ popsaného v
tomto pododdilu, k némuz dojde béhem
plnéni této Smlouvy.
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14.

15.

Institution further represents and warrants
that neither Institution nor any of its 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 to any person or entity for purposes
of (i) influencing any act or decision: (ii)
inducing such person or entity to do or omit to
do any act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use
influence  with  the  government or
instrumentality thereof to affect or influence
any act or decision of the government or
instrumentality.

In addition to other rights or remedies under
this Agreement or at law, IQVIA or GSK may
terminate this Agreement if Institution
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.

INDEPENDENT CONTRACTORS

The 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 benéefits, pensions, workers’
compensation, withholding, or employment-
related taxes as to the Institution or its staff.

TERM & TERMINATION

15.1 Term

14.

15.

Zdravotnické zafizeni dale prohlasuje a
zavazuje se, Ze ani Zdravotnické zafizeni, ani
jakykoli jeho vlastnik, d&len statutarniho
organu, zastupce €i konzultant, ani jakykoli
pfijemce plnéni dle této Smlouvy, a to za
ucelem pomoci spole¢nosti GSK &i IQVIA k
zajisténi neopravnéné vyhody &i ziskani ¢&i
zachovani obchodni pfilezitosti, pfimo ¢&i
nepfimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje jakoukoli Hodnotnou
véc jakékoli osobé ¢&i subjektu v souvislosti s
nasledujicimi ucely: (i) ovlivnéni jakéhokoli
jednani €i rozhodnuti: (ii) pobidky & pohnuti
takové osoby ¢&i subjektu, aby néco konal
nebo se zdrzel urcitého jednani v rozporu se
zdkonem uloZenou povinnosti; (iii) zajisténim
jakékoli neopravnéné vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby &i subjektu k
zneuziti vlivu vagéi statnimu/spravnimu organu
Ci jeho zastupci v této souvislosti, a to za
ucelem ovlivnéni jakéhokoli jednani i
rozhodnuti statniho/spravniho organu &i jeho
zastupce.

Nad ramec ostatnich prav a prostredki
napravy dle této Smlouvy, & na zakladé
prislusnych pravnich predpist, IQVIA nebo
GSK budou opravnéni ukondit platnost této
Smlouvy v pfipadé, Zze Zdravotnické zafizeni
porusi jakékoli prohlaseni &i zaruky obsazené
v tomto Clanku, pfipadné, pokud IQVIA nebo
GSK zjisti, ze jsou poskytovany ¢&i byly
poskytnuty neopravnéné platby viéi ¢&i ze
strany Zdravotnického zarizeni Gi
ZkouSejiciho nebo jakéhokoli jednotlivce Ci
subjektu jednajiciho jejich jménem.

NEZAVISLi DODAVATELE

Zdravotnické zafizeni a Studijni personal
budou jednat jako nezavisli poskytovatelé
smluvniho pInéni spolec¢nosti IQVIA a GSK a
nebudou jakkoli povazovani za zaméstnance
Ci zastupce IQVIA nebo GSK.

Ani IQVIA ani GSK nebudou mit jakoukoli
odpovédnost vztahujici se k benefitim,
penzim, nahradam, narokiim k dichodovému
pfipojisténi, pracovnépravnim odménam,
srazkovym ¢i jinym pracovnépravnim danim
tykajicim se Zdravotnického zafizeni nebo
jeho zaméstnancu.

PLATNOST A UKONCENi PLATNOSTI

15.1 Platnost
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16.

This Agreement will become valid on the date
of the last signature and 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”.

15.2 Termination

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

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

NOTICE

Any notices required or permitted to be given
hereunder, with the exception of notices given

Tato Smlouva nabyva platnosti ke dni
posledniho podpisu a u&innosti k datu, kdy
bude uvefejnéna v Registru smluv (,Datum
ucinnosti) a zlstane v Gcinnosti do
okamzZiku dokoné&eni €i ukon&eni v souladu s
timto Clankem 15 ,Platnost a ukong&eni
platnosti®.

15.2 Ukonceni platnosti

IQVIA a/nebo GSK jsou opravnéni ukondit
platnost této Smlouvy z jakéhokoli divodu s
okamzitou ucinnosti neprodlené na zakladé
doruceni pisemného oznameni.

Zdravotnické zafizeni je opravnéno ukoncit
platnost této Smlouvy pisemnym oznamenim
v pfipadé, Ze okolnosti, jez jsou svoji povahou
mimo  moznost ovlivnéni ze  strany
Zdravotnického zafizeni, zabrani dokonceni
Studie, nebo v pfipadé, Zze Zdravotnické
zafizeni ddvodné usoudi, Ze pokracovani ve
Studii neni bezpelné. V navaznosti na
doru€eni oznameni o ukonceni platnosti
Zdravotnické zafizeni neprodlené ukonci
jakykoli nabor subjektu, bude jednat v souladu
s definovanymi postupy pro ukonceni, zajisti,
?e ve vztahu k subjektim Studie budou
dokonceny jakékoli procesy kontrolni povahy,
a vyvinou nezbytné Usili za ucelem limitace
jakychkoli dalSich nakladu, pficemz IQVIA
provede zavéreCnou uhradu za navstévy a
milniky, jez byly fadné provedeny na zakladé
a v souladu s touto Smlouvou, a to ve vysSi
Castek definovanych v Pfiloze A; avSak za
podminky, ze Platby budou v kazdém pfipadé
snizeny o Castku ve vysSi deseti (10 %)
procent. Takto snizena <&astka bude
predstavovat hodnotu veskerych cinnosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co GSK schvali veskeré
stranky formulaid CRF, a dale poté, co budou
poskytnuta veSkera vyjasnéni dat a dale
dojde ke splnéni veskerych ostatnich
podminek, jez jsou stanoveny v této Smlouvé.
V pfipadé, Ze dojde ke vzniku domnéni, ze
doslo k podstatnému poruseni této Smlouvy a
muUze tak dojit k ukonceni platnosti této
Smlouvy, pak s vyjimkou a v rozsahu, v jakém
muze byt ohrozena bezpecnost Subjektl
studie, IQVIA a/nebo GSK mohou prerusit
naplnéni celé Ci ¢asti této Smlouvy, zejména
vCetné zafazovani Subjektl studie.

16 OzNAMENI

VeSkera oznadmeni vyzadovana nebo
povolena podle této Smlouvy s vyjimkou
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under Section 6.4, Security Breach, shall be
given in writing and shall be delivered:

a) in person,

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

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

oznameni uvedenych v &lanku 6.4 Poruseni
zabezpe€eni budou udinéna v pisemné
podobé a budou dorucena:

a) osobné

b) doporuCenym dopisem, s pfedem
zaplacenym postovnym, s doru¢enkou

C) komercni nocni kuryrni sluzbou,

ktera zaruCuje doruCeni dalsi den a
poskytne potvrzeni. Tato oznameni budou
adresovana takto:

GlaxoSmithKline Research
& Development Limited*

GlaxoSmithKline Research &
Development Limited*

P.O. Box 13979

Research Triangle Park, North
Carolina 27709-3979

USA

Attention: General Counsel
Email:

To GSK: 980 Great West Road Spoleénosti 980 Great West Road
’ Brentford GSK: Brentford
Middlesex, TW8 9GS Middlesex, TW8 9GS
UK UK
IQVIA RDS Eastern Holdings IQVIA RDS Eastern Holdings
GmbH GmbH
Address: Stella-Klein-Low- Adresa: Stella-Klein-Low-Weg
Weg 15, Rund 4, Haus B, OG 15, Rund 4, Haus B, OG 5,
5, 1020 Vienna, Austria 1020 Viden, Rakousko
Tel: Tel:
And to
And také:
IQVIA Inc.
To IQVIA: Office of the General Counsel IQVIA: IQVIA Inc.

Office of the General Counsel
P.O. Box 13979

Research Triangle Park, North
Carolina 27709-3979

USA

Attention: General Counsel
Email:

To Institution:

Revmatologicky ustav
Address: Na Slupi 450/4, 128

50 Praha 2, Czech Republic
Tel: i

To Investigator:

Zdravotnickému
zafizeni:

Revmatologicky ustav
Adresa: Na Slupi 450/4, 128 50

Praha 2, Ceska republika
Tel: *

Address: Na Slupi 450/4, 128

50 Praha 2, Czech Republic
Tel: i

ZkouSejicimu:

Adresa: Na Slupi 450/4, 128 50
Praha 2, Ceska republika
Tel:

17.

16.1 Other than as described under
Section 6.4, Security Breach , email shall not
be a valid method to transmit Notices under
this Agreement.

FORCE MAJEURE

17.

16. 1 Kromé pripadu uvedenych
v Clanku 6.4 Poruseni zabezpedeni neni e-
mail platnym zplsobem zasilani Oznameni
podle této Smlouvy.

VYS§Simoc
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18.

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

MISCELLANEOUS

18.1 Entire Agreement

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

18.2 No Waiver/Enforceability
Failure to enforce any term of this Agreement
shall not constitute a waiver of such term.

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

18.3 Assignment of the Agreement
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of IQVIA and 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 Institution hereby consents to such an
assignment. Institution will be given prompt
notice of such assignment by the assignee.

18.

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna na
z4kladé podminek této Smlouvy, bude
prominuto v disledku zaplav, pozaru ¢i jinych
projevu Vyssi moci, nehod, valek, nepokoju,
embarg, prodleni dopravcli, nemoznosti
opatfit pfislusné materialy, nebude-li dodana
elektricka energie ¢i jiné pfirodni zdroje, v
disledku rozhodnuti, zakaz( & omezeni
statniho/spravniho ufadu €i jiného prvku vyssi
moci, ktery zabrani spinéni takové povinnosti,
bez ohledu na to, zda je shodny &i odliSny od
shora uvedeného, a ktery stoji mimo moznost
ovlivnéni pfislusné Strany, ktera je takovou
povinnosti vazana, to v8ak za podminky, Ze
takto dotéena Strana vyvine odpovidaji usili
za UCelem odstranéni &i napravy &i piekonani
jakéhokoli takového dlvodu &i pfi¢iny a bude
pokraCovat v plnéni svych povinnosti v
nejbliz8§im mozném Casovém okamziku.

RUzNE

18.1 Celistvost Smlouvy

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

18.2 Vzdani se uplatnéni/Vynutitelnost
Neuplatnéni jakéhokoli prava ¢& podminky
této Smlouvy nezaklada domnénku vzdani se
uplatnéni takového prava ¢i podminky.

V pfipadé, ze bude kterakoli &ast této
Smlouvy shledana jako nevykonatelna,
zbytek této Smlouvy zustane i nadale v
platnosti.

18.3 Pfevod Smlouvy
Tato Smlouva bude zavazna vici Stranam i
jejich pravnim nastupcum a postupnikim.

Zdravotnické zafizeni nepfevede jakakoli
prava Ci zavazky z této Smlouvy bez
pfedchoziho pisemného souhlasu [QVIA
nebo GSK.

Na zakladé zadosti GSK je spolecnost IQVIA
je 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 Zdravotnické zafizeni timto
souhlasi s takovym postoupenim.
Zdravotnickému  zafizeni bude takové
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18.4 Applicable Law
This Agreement shall be interpreted and

enforced under the laws of Czech Republic.
Any disputes arising out of this Agreement
shall be resolved by the competent courts of
the Czech Republic.

18.5 Prevailing language

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

18.6 Survival

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

18.7 Binding Authority

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

THIS SECTION IS INTENTIONALLY LEFT
BLANK; SIGNATURE PAGE IMMEDIATELY

FOLLOWS

postoupeni & pfevod oznameno bez
zbyte€ného odkladu nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana v
souladu s pravnim fadem Ceské republiky.
Pro FfeSeni pfipadnych sporl jsou vécné a
mistné pislusné soudy Ceské republiky.

18.5 Rozhodna jazykova verze

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

18.6 Pretrvavajici platnost

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jez svoji povahou piekracuji
okamzik dokonéeni Studie, zUstanou zavazné
i v pfipadé ukond&eni €i vyprSeni platnosti této
Smlouvy, a to i v pfipadé, Ze tak neni v této
Smlouvé vyslovné uvedeno.

18.7 Pravné zavazné zmocnéni
Spolecnost IQVIA prohlasuje, Ze spole¢nost
GSK udélila spole¢nosti IQVIA pisemné
zmocnéni, aby zavazovala spolec¢nost GSK
k povinnostem, které jsou jako povinnosti
GSK vyslovné uvedeny v této Smlouvé.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA; BEZPROSTREDNE NASLEDUJE

STRANA S PODPISY

Clinical Trial Agreement / Smlouva o klinickém hodnoceni
GlaxoSmithKline Research & Development Limited / 202018
Revmatologicky ustav /

Version / Verze: Redacted // 06122019

CONFIDENTIAL / DUVERNE
39/43




ACKNOWLEDGED AND AGREED BY IQVIA RDS
Eastern Holdings GmbH

By:

Title:

Signature:

Date:

ACKNOWLEDGED
Revmatologicky ustav:

AND AGREED BY

By: prof. MUDr. Karel Pavelka, DrSc.
Title: Director
Signature:

Date:

Signed by IQVIA RDS Eastern Holdings GmbH,
under a Power of Attorney dated 8 August 2019,
in the name of GlaxoSmithKline Research &
Development Limited

By:
Title:
Signature:

Date:

Attachments:
Attachment A - Budget and payment schedule

Attachment B — Version of Agreement intended for
publication

OBSAH TECHTO PRILOH S

Na dikaz souhlasu pfipojuje svilij podpis
opravnény zastupce IQVIA RDS Eastern
Holdings GmbH

Jméno:

Funkce:

Podpis:

Datum:

Na dikaz souhlasu pfipojuje svlj podpis
opravnény zastupce Revmatologického ustavu:

Jméno: prof. MUDr. Karel Pavelka, DrSc.
Funkce: Reditel
Podpis:

Datum:

Podepsano IQVIA RDS Eastern Holdings GmbH,
na zakladé PIné moci vystavené dne 8. srpna
2019, jménem GlaxoSmithKline Research &
Development Limited

Jméno:

Funkce:

Podpis:

Datum:

Prilohy:

Pfiloha A - Rozpocet a platebni prehled
Pfiloha B — Verze smlouvy uréena ke zvefejnéni

: NEZVEREJNUJE
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ATTACHMENT A PRILOHA A
BUDGET & PAYMENT SCHEDULE RozPOCET A PLATEBNi PREHLED
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ATTACHMENT B PRILOHA B
VERSION OF AGREEMENT INTENDED FOR PUBLICATION VERZE SMLOUVY URCENA KE ZVEREJNENI
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