SMLOUVA O KLINICKEM HODNOCENI{

CLINICAL TRIAL AGREEMENT

TUTO SMLOUVU O KLINICKEM HODNOCENI
(dale jen ,smlouva”) uzaviraji sucinnosti k datu
posledniho podpisu smluvni strany (dale jen ,,datum
ucinnosti”)

THIS CLINICAL TRIAL AGREEMENT
(“Agreement”), is entered into as of the last day of
signature of the parties (“Effective Date”)

smluvni strany:

by and between:

PPD Investigator Services LLC.,
se sidlegn 929 North Front St, Wilmington, NC 28401,
USA, ICO: 46-2919241 (dale jen ,,PPD”)

PPD Investigator Services LLC., with its registered
address at 929 North Front St, Wilmington, NC 28401,
USA, Company ID no.: 46-2919241 (“PPD”)

a

and

Uherskohradi$t’ska nemocnice a.s., s hlavnim mistem
podnikani J. E. Purkyné 365, 686 06 Uherské Hradiste,
zastoupena MUDr. Petrem Slddkem, fadné opravnénym
zastupcem, ktery miize jménem poskytovatele uzavirat
smluvni zavazky

(dale jen ,,poskytovatel”)

Uherskohradis$t’ska nemocnice a.s., with its principal
place of business at J. E. Purkyné 365, 686 06 Uherské
Hradisté, represented by MUDr. Petr Sladek, a duly
authorized representative with authority to contract on
behalf of the Institution

(“Institution”)

a

and

MUDr. xxx
(déle jen ,,hlavni zkouSejici”)

MUDr. xxx
(“Principal Investigator”)

PPD, poskytovatel a hlavni zkouSejici jsou v této
smlouvé jednotlivé oznacovani jako ,,smluvni strana“ a
souhrnné jako ,,smluvni strany*.

PPD, Institution and Principal Investigator are herein
referred to each as a “Party” and, collectively, as the
“Parties”.

VZHLEDEM K TOMU, ZE

WHEREAS

I PPD je smluvni vyzkumnd organizace
S celosveétovou plisobnosti, kterd v souCasnosti
pomaha GSK Research & Development
Limited, se sidlem 980 Great West Road
Brentford Middlesex, TW8 9GS UK,
(“GSK”) nebo jedné z jejich dcefinych

spole¢nosti  pii  provadéni  klinického
hodnoceni dle protokolu nazvaného
»~Randomizované, multicentrické, dvojité
zaslepené,  dvojité  matouci  klinické

hodnoceni faze III s paralelnimi skupinami
U dospivajicich a dospélych tcastnic, ktera
porovnava ucinnost a bezpecnost
gepotidacinu s nitrofurantoinem p#i 1é¢bé
nekomplikované infekce mocovych cest
(akutni cystitida).“ (dale jen ,klinické
hodnoceni”) na zdkladé plné moci, Ccislo
protokolu: 204989 a jeho piipadnych zmén a
dodatkd (dale jen ,protokol”). GSK je
zadavatelem klinického hodnoceni;

I PPD is a global contract research organization
that is currently assisting GSK Research &
Development Limited, with its registered
address at 980 Great West Road Brentford
Middlesex, TW8 9GS UK (“GSK”) or one
of its affiliates in the conduct of the clinical
trial in accordance with the protocol entitled “A
Phase Ill, Randomized, Multicenter,
Parallel-Group, Double-Blind,  Double-
Dummy Study in Adolescent and Adult
Female Participants Comparing the Efficacy
and Safety of Gepotidacin to Nitrofurantoin
in the Treatment of Uncomplicated Urinary
Tract Infection (Acute Cystitis)” (“Clinical
Trial”) on the basis of the PoA. Protocol
Number: 204989 and any amendments thereto
(“Protocol”). GSK is the sponsor of the
Clinical Trial;

. Poskytovatel a hlavni zkouSejici maji zajem
podilet se na provadéni klinického hodnoceni
vsouladu s protokolem, ktery je nedilnou

. The Institution and Principal Investigator desire
to participate in the conduct of the Clinical Trial,
in accordance with the Protocol, incorporated by
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soucasti této smlouvy a byl poskytovateli predan
zvlast’;

reference herein and provided separately to the
Institution;

Smluvni strany se zavazuji provadét klinické
hodnoceni vsouladu snize stanovenymi
podminkami.

The Parties agree to conduct the Clinical Trial
in accordance with the terms and conditions
hereinafter set forth.

NA ZAKLADE TOHO SE SMLUVNI STRANY

THEREFORE, IT IS AGREED AS FOLLOWS:

DOHODLY TAKTO:

1. Provadéni klinického hodnoceni 1. Clinical Trial Performance

1.1 Poskytovatel a hlavni zkouSejici poskytnou | 1.1 Institution and Principal Investigator shall
ur¢ité sluzby (dale jen ,sluzby”) spojené provide certain services (“Services”) related to
s provadénim klinického hodnoceni Vv souladu the conduct of the Clinical Trial, in accordance
s protokolem (a jeho piipadnymi zménami a with the Protocol, (and any subsequent
dopliiky  provedenymi v souladu s touto amendments made thereto in accordance with
smlouvou), a dale s veSkerymi platnymi zakony, this Agreement, and with all applicable laws,
pravidly a ptedpisy Vztahujicimi se na klinické rules and regulations relating to the Clinical
hodnoceni. Protokol musi byt nejprve schvalen Trial. The Protocol is subject to approval by the
pfislusnym regula¢nim organem, multicentrickou appropriate Regulatory Authority, Multi-center
etickou komisi a/nebo mistni etickou komisi Ethics Committee, and/or Local Ethics
(souhrnné ozna¢ovany jako ,,RA/EC”). RA/EC Committee  (collectively “RA/EC”) The
musi schvalit také informovany souhlas (dale jen informed consent (“Informed Consent”) is
,informovany souhlas”). V ptipadé subject to approval by the RA/EC. If there is
nesrovnalosti nebo rozporu mezi podminkami any discrepancy or conflict between the terms
uvedenymi v protokolu a v této smlouvé maji contained in the Protocol and this Agreement,
ustanoveni protokolu ptednost v zaleZitostech the terms of the Protocol shall govern and
klinickych, a wustanoveni smlouvy maji control with respect to clinical matters and the
prednost ve vSech ostatnich zaleZitostech. terms of the Agreement shall govern and

control with respect to all other matters.

1.2 Pfed zahajenim poskytovani sluzeb jsou | 1.2 Prior to the commencement of the Services,
poskytovatel a hlavni zkousejici povinni protokol Institution and Principal Investigator shall review
zkontrolovat a informovat PPD v piipadé, Ze the Protocol and notify PPD if they cannot
nékterou z podminek tam obsaZenych nemohou comply with any of the terms contained therein.
dodrzet. Pokud bude béhem poskytovani sluzeb, If in the course of performing the Services, in
vsouladu sobecné pfijimanymi standardy accordance with generally accepted standards of
klinického vyzkumu a 1ékaiské praxe ve véci clinical research and medical practice relating to
piinosu pro subjekty (dale jen ,subjekt(y)”), the benefit, well-being and safety of the subjects
jejich blaha a bezpeénosti, nutné se od protokolu (“Subject(s)”) a deviation from the Protocol is
odchylit, budou dodrzovany uvedené standardy. required, such standards will be followed. In
V takovém ptipadé musi smluvni strana, ktera such case, the Party aware of the need for a
nutnost odchylky zjisti, neprodlené informovat deviation shall immediately notify PPD and GSK
PPD a GSK o skute¢nostech, z nichz nutnost of the facts supporting such deviation as soon as
odchylky vyplyva, a to ihned, jakmile se o té&chto the facts are known to such Party. The
skute¢nostech sama dozvi. Oznameni musi byt notification shall also be confirmed in writing
potvrzeno pisemné do tii (3) pracovnich dnti od within three (3) working days of the original
pivodniho oznameni spole¢nostem PPD a GSK. notification being made to PPD and GSK.

1.3 Poskytovatel a hlavni zkouSejici se zavazuji | 1.3 The Institution and Principal Investigator agree

poskytovat sluzby Vv pfesném souladu se:

to carry out the Services in strict compliance
with:
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i vSemi  specifikacemi a
stanovenymi v této smlouve;

terminy

ii. protokolem a veskerymi jeho dodatky;

zasadami Helsinské

iii etickymi
deklarace;

iv zasadami pokynti Mezinarodni
konference o harmonizaci (ICH) pro
spravnou  klinickou  praxi  nebo
obdobnymi pokyny, které piipadné
plati v Ceské republice, zejména
S nezbytnymi standardy predkladani
udajt klinického hodnoceni
ptislusnym mistnim organtim; a

V. vsemi zékony a predpisy platnymi
v Ceské republice, zejména  se
zakonem ¢. 378/2007 Sb., o 1éCivech,
ve znéni pozdéjsich predpist, zakonem
¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdégjSich
predpisti, vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich
podminkach  klinického hodnoceni

i all  specifications and  timelines

established in this Agreement;

ii. the Protocol and any amendments to the
Protocol;

iii ethical principles of the Declaration of
Helsinki;

iv the principles of ICH Good Clinical
Practice  guidelines  or  similar
guidelines which may apply in Czech
Republic, including without limitation,
standards as required for Clinical Trial
data to be submitted to the competent
local regulatory authorities; and

V. all applicable laws and regulations in
Czech Republic, including, but not
limited to in particular Act no.
378/2007 Coll. on Pharmaceuticals, as
amended, Act no. 372/2011 Coll. on
Medical Services, as amended, Decree
no. 226/2008 Coll. on the Good
Clinical  Practice and Detailed
Conditions for Clinical Studies of

1é¢ivych pripravk; Pharmaceuticals;

14 Klinické hodnoceni bude provadéno vyhradné | 1.4 The Clinical Trial shall be conducted only at the
v tomto misté: Uherskohradist'skda nemocnice, following location: Uherskohradist'ska
Ceska republika nemocnice, Czech Republic

15 Poskytovatel se zavazuje, Ze klinické hodnoceni | 1.5 The Institution agrees that the Clinical Trial will
bude provadéno pod vedenim hlavniho be conducted under the direction of the Principal
zkousejiciho v souladu s protokolem a stouto Investigator in accordance with the Protocol and
smlouvou. this Agreement.
PPD zarucuje, ze ani PPD, ani GSK PPD warrants that neither PPD, nor GSK will
v souvislosti s provadénim tohoto klinického enter into any ancillary agreement with the
hodnoceni neuzavie s hlavnim zkouSejicim ani Principal Investigator or any employee of the
se zadnym jinym zaméstnancem poskytovatele Institution in connection with the conduct of
zadnou vedlej$i smlouvu. this Clinical Trial.

1.6 Hlavni zkousejici bude provadét sluzby tak, jak | 1.6 The Principal Investigator will perform Services

byly odsouhlaseny podle této smlouvy osobné
nebo spomoci povétenych Clent fesitelského
tymu, ktefi jsou zaméstnanci poskytovatele.
V piipad¢, Ze hlavni zkousejici nebude moci dale
plsobit Vtéto funkci, spolecnost PPD a
poskytovatel se pokusi shodnout na nahradé.
Spole¢nost PPD bude mit pravo schvalit
jakéhokoli nového hlavniho  zkousejiciho
vybraného  poskytovatelem. Novy  hlavni
zkousejici bude muset souhlasit s podminkami
této smlouvy. Pokud nebude moci byt
odsouhlasena vzijemné prijatelnd nahrada,
spoleCnost PPD miize ukonCit tuto smlouvu

as agreed under this Agreement personally, or
with the assistance of delegated members of the
Trial Team, who are employees of the
Institution. In the event the Principal Investigator
can no longer function in such capacity, then
PPD and the Institution shall attempt to agree on
a replacement.  PPD shall have the right to
approve any new principal investigator
designated by the Institution. The new principal
investigator shall be required to agree to the
terms and conditions of this Agreement. If a
mutually acceptable replacement cannot be
agreed upon, PPD may terminate this Agreement
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v souladu s ¢lankem 16.

in accordance with Clause 16.

1.7

Poskytovatel a hlavni zkousejici nezajisti Zadnou
cast sluzeb subdodavatelsky u tfeti osoby nebo
organizace bez ptedchoziho pisemného souhlasu
PPD.

1.7

The Institution and the Principal Investigator
shall not subcontract any Services to another
person or entity without PPD's prior written
approval.

1.8

1.9

Bez ohledu na pripadna opacna ustanoveni této
smlouvy, pokud v dobé platnosti této smlouvy
ziska PPD nebo GSK informace ovliviiyjici
bezpeénost nebo uc¢innost hodnoceného 1é¢iva
(jak je tento pojem definovan v ustanoveni 3.1
této smlouvy), nebo bude-li hodnocené 1éCivo
registrovano jakymkoli regulaénim orgénem,
smluvni strany v dobré vite sjednaji zménu této
smlouvy tak, Ze bud’ (i) snizi pocet zkoumanych
subjektl; a/nebo (ii) klinické hodnoceni ukondi,
a/nebo (iii)) zméni kterékoli jiné relevantni
ustanoveni této smlouvy.

Pokud klinické hodnoceni zahrnuje odbér
lidskych biologickych materialii od subjektil
pro vyzkumné tcely, bude poskytovatel pii
provadéni klinického hodnoceni dodrzovat
vSechny platné zakony, pravidla, pfedpisy a
kodexy spravné praxe a pokyny tykajici se
shromazd’ovani, skladovani, pouZzivani,
prepravy a likvidace lidskych biologickych
materiald a to s ohledem na veSkeré takové

lidské biologické materialy z klinického
hodnoceni uchovavané v zafizeni
poskytovatele. Poskytovatel a GSK se
vzajemné dohodnou na  ptislusném

informovaném souhlase (v¢etné piipadnych
genetickych  hodnoceni) ohledné  pouziti
jakychkoli lidskych biologickych materiali
pro klinické hodnoceni a pro vyzkum se
souhlasem etické komise. Poskytovatel
souhlasi s tim, ze veSkeré lidské biologické
materialy shromazdéné v ramci klinického
hodnoceni, které budou piesunuty do GSK
nebo na spole¢nosti GSK uréeného zastupce
nebo uchovavané poskytovatele pro GSK,
budou pod spravou a kontrolou GSK.

1.8

1.9

Notwithstanding anything herein to the contrary,
if during the term of this Agreement, information
that becomes available to PPD or GSK which
affects the safety or efficacy of the Clinical Trial
Product (as that term is defined at Clause 3.1
below), or if the Clinical Trial Product is
approved by any regulatory agency, the Parties
shall negotiate, in good faith, a modification of
this Agreement to either (i) reduce the number of
Subjects to be studied; and/or (ii) terminate the
Clinical Trial, and/or (iii) modify any other
relevant provision of this Agreement.

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

1.10

Osobni udaje feSitelského tymu: Veskeré
zpracovani osobnich udaji feSitelského tymu
musi byt vzdy v souladu s platnymi zakony a
smluvni strany budou vzajemné spolupracovat
na piijeti nezbytnych opatieni k zajisténi jejich
dodrzovani. Poskytovatel nese odpovédnost za
to, ze poskytne feSitelskému tymu dostatecné
informace tykajici se shromazd’ovani, zpracovani
a pouzivani jejich osobnich udajii spole¢nosti
GSK. Vyraz ,fesitelsky tym®, jak je pouzivan v
této smlouve, oznaCuje 0Soby, které poskytuji
sluzby jménem poskytovatele v souvislosti s
Klinickym hodnocenim u poskytovatele, mimo

1.10

Clinical Trial Staff Personal Information: All
Processing of the Clinical Trial Staff Personal
Information shall at all times comply with, and
the parties will cooperate with each other to take
the necessary measures to ensure adherence to
Applicable Laws. Institution is responsible for
supplying the Clinical Trial Staff with sufficient
information regarding the collection of, handling,
and use of their Personal Information by GSK.
“Clinical Trial Staff” as used in this Agreement
means the individuals providing services on
behalf of Institution with respect to the Clinical
Trial at Institution, including without limitation
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jiné  veetné¢  subdodavatell, koordinatort
klinického hodnoceni a dalSich zaméstnancu,
zastupci nebo subdodavateli poskytovatele.
Vyraz ,,0sobni informace®, jak je pouzivan v této
smlouvé, oznaCuje jakékoli informace nebo
soubor informaci vztahujici se k osobg, které tuto
osobu identifikuji nebo které by mohly byt
pfiméfené pouzity k identifikaci této osoby.
Vyraz osobni informace fesitelského tymu, jak je
pouzit v tomto oddilu, oznacuje jméno, pracovni
kontaktni informace a profesni
zkusenosti/vzdélani a kvalifikace personalu
vyzkumného pracovisté klinického hodnocenti,
které jsou bézn¢ poskytovany a uchovavany
spole¢nosti GSK v souvislosti s klinickym
hodnocenim. Vyraz ,zpracovani“ a jeho
prislusné tvary, mimo jiné vcetné vyrazu
»Zpracovat, jak je pouzivan v této smlouve,
oznacuje jakoukoli operaci nebo soubor operaci,
které jsou provadény s osobnimi udaji, mimo
jiné vcetn¢ shromazd’ovani, zaznamenavani,
uchovédvani, zmény, pouziti, zpfistupnéni,
pristupu, predani, uloZzeni nebo zniceni.

sub investigators, Clinical Trial coordinators, and
other Institution employees, agents, or
subcontractors. ‘“Personal Information” as used
in this Agreement means any information or set
of information relating to a person that identifies
such person or could reasonably be used to
identify such person.  Clinical Trial Staff
Personal Information as used in this section
means the name, work contact information, and
professional experience/educational background
and qualifications of clinical research site
personnel that is routinely provided to and held
by the GSK in relation to a clinical study.
“Processing” and its conjugates, including
without limitation “Process” as used in this
Agreement means any operation or set of
operations that is performed upon Personal
Information, including  without limitation
collection, recording, retention, alteration, use,
disclosure, access, transfer, storage or
destruction.

Doba trvani klinického hodnoceni

Term of Clinical Trial

2.1

Tato smlouva nabyva a¢innosti k datu G¢innosti
a zlstane U¢inna do dokonceni vSech Ukoll a
povinnosti smluvnich stran, tj. cca do tinor 2023
(dale jen ,doba platnosti”), nebude-li diive
vypovézena dle ¢l. 15.

2.1

This Agreement shall take effect on the Effective
Date and shall continue until the conclusion of
all responsibilities and obligations of the Parties,
approximately until February 2023 (“Expiration
Period”), unless terminated in accordance with
Clause 16.

2.2

V ptipadé, ze bude klinické hodnoceni
prodlouzeno i po dobé platnosti, smluvni strany
sjednavaji, Ze tato smlouva se vztahuje i na
takové prodlouzeni, a zadny dodatek k této
smlouv€ neni nutny. Pfipadné pokraovani
sluzeb dle této smlouvy bude pted uplynutim
doby platnosti potvrzeno ze strany PPD
pisemné.

2.2

In the event that the Clinical Trial is extended
beyond the Expiration Period, the Parties agree
that such an extension will be covered by this
Agreement and shall not necessitate any
amendment to this  Agreement. Any
continuation of the Services under this
Agreement shall be confirmed in writing by
PPD, prior to the Expiration Period.

2.3

Bez ohledu na vyse uvedené nebude poskytovani
sluzeb zahajeno diive, nez bude PPD udélen
pfislusny souhlas RA/EC, a poskytovatel obdrzi
kopie téchto souhlast.

2.3

Notwithstanding the above, the Services will not
commence until PPD is granted appropriate
RA/EC approval and the Institution has received
copies of said approvals.

24

Planuje se, Zze nabor pacientd U poskytovatele
bude zahajen v xxx. Poskytovatel udéla vse
proto, aby dokoncil zafazovani subjekti do
XxX. Poskytovatel =zafadi do klinického
hodnoceni xxX subjekti (dale jen ,,maximalni
pocet subjektii”). Poskytovatel nezafadi vice
neZ maximalni pocet subjektl, a PPD ani GSK
nejsou povinny provést Zzadnou uhradu za
jakykoli  subjekt zafazeny nad rdmec

2.4

Patient recruitment at the Institution is scheduled
to start in xxx. The Institution shall use its best
efforts to complete Subject enrollment by xxx.
The Institution shall enroll xxx Subjects in the
Clinical Trial (“Enrollment Maximum?”). The
Institution will not enroll more Subjects than the
Enrollment Maximum and neither PPD nor GSK
will be obligated to make any payment with
respect to any Subject enrolled in excess of the
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maximalniho poctu subjekti. Pokud se
v pribéhu klinického hodnoceni ukaze, ze
poskytovatel a/nebo zkousejici nejsou schopni
klinické hodnoceni dokoncit V planovaném
terminu, neprodlené o tom vyrozumi PPD.

Enrollment Maximum. If, during the Clinical
Trial, it becomes apparent that Institution and/or
Principal Investigator are not able to complete
the Clinical Trial on schedule, they will notify
PPD immediately.

2.5 Poskytovatel bere na védomi, ze klinické | 2.5 The Institution acknowledges that the Clinical
hodnoceni je souéasti  multicentrického Trial is part of a multi-center clinical trial.
klinického hodnoceni. Po dosazeni cilového When the enrollment goal of Subjects for the
poétu subjektd pro klinické hodnoceni bude Clinical Trial is reached, enrollment will be
zafazovani subjekti u vSech poskytovateld closed at all institutions, including the
véetné poskytovatele, ktery je smluvni stranou Institution, regardless of whether the Institution
této smlouvy, uzavieno, bez ohledu na to, zda has reached its individual enrolment goal. In
poskytovatel dosahl pro ng& stanoveného case GSK changes the expected enrolment
cilového poctu zafazenych subjekti. V number at the Institution, Institution will be
pripadé, Ze GSK zméni ocekavany pocet informed by PPD and no amendment to this
zarazenych subjekta Vv zarizeni Agreement shall be needed.
poskytovatele, bude PPD informovat
poskytovatele a nebude nutny dodatek Kk této
Smlouvé.

2.6 Vsechny navstévy subjekti budou provedeny | 2.6 All Subject visits will be completed no later than
nejpozdéji do xxx. VSechny udaje spojené xxX. All case report form (“CRF”’) information
snavstévou kazdého subjektu musi byt associated with a Subjects visit must be
uspokojivé  vyplnény do zaznamu subjektu satisfactorily completed within seven (7)
hodnoceni (dale jen ,,CRF”) do sedmi (7) calendar days after the Subject's visit or, if
kalendatnich dnt od piislusné navstévy subjektu, applicable, receipt of the Subject's test results.
popiipadé od obdrzeni vysledki testll tohoto All final CRF data will be entered into the CRF
subjektu. VSechny konetné tdaje pro CRF and submitted to PPD no later than seven (7)
budou zaneseny do CRF a piedany PPD calendar days of becoming available. All data
nejpozdéji do sedmi (7) kalendainich dni od queries from PPD must be completed and
data, kdy budou znamé. Vsechny pozadavky returned to PPD within seven (7) business days
PPD na doplnéni tdaji musi byt vyplnény a or, if during final clean up, one (1) calendar day,
zaslany zpét PPD do sedmi (7) pracovnich dnu, or such other time set by PPD. In all instances
anebo, jsou-li predany be&hem zavére¢ného described in this clause, time is of the essence.
vyporadani, do jednoho (1) kalendainiho dne
nebo vjiném terminu stanoveném PPD. Ve
vsech ptipadech popsanych vtomto ¢lanku je
zasadni dodrzet pozadované terminy.

3. Dodavka hodnoceného 1é¢iva a vybaveni 3. Supply of the Clinical Trial Product and

Equipment

3.1 V pribéhu klinického hodnoceni PPD zajisti, | 3.1 During the course of the Clinical Trial, PPD
aby GSK piedala poskytovateli Gepotidacin shall procure that GSK will provide the
(dale jen ,hodnocené lé¢ivo”) a komparator, Institution with Gepotidacin (“Clinical Trial
zdravotnické prostfedky nebo jiny material, Product”) and comparator and related devices,
ktery GSK uréi jako potiebny k provadéni or other materials as GSK determines
klinického hodnoceni (souhrnné oznacovano necessary for the conduct of the Clinical Trial
jako ,,material”). (collectively, the “Materials”).

3.2 Smluvni strany berou na védomi, ze baleni, | 3.2 The Parties acknowledge that GSK shall be

oznadeni a dopravu zasob hodnoceného 1é¢iva
k poskytovateli zajisti GSK na vlastni naklady
a pIné v souladu se v§emi platnymi ptedpisy.

responsible for packaging, labelling and
shipping the Clinical Trial Product supplies to
the Institution at GSK’s own expense and in
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full compliance with all applicable laws.

3.3 GSK doda hodnocené 1é¢ivo ptimo do lékarny | 3.3 The Clinical Trial Product will be distributed
poskytovatele, ktera jiz musi byt poucena o by GSK directly to the Institution’s pharmacy,
podminkach  skladovani a  uchovavani which should already be aware of storage and
potfebnych pro hodnocené lé¢ivo. conservation conditions required for the

Clinical Trial Product.

3.4 Hlavni zkousSejici a poskytovatel: (i) budou | 3.4 The Principal Investigator and the Institution:
material pouzivat vyhradné¢ k provadéni (i) shall use the Materials only to conduct the
klinického hodnoceni v souladu s protokolem; Clinical Trial in accordance with the Protocol;
(i) nebudou material ménit chemicky, (if) shall not chemically, physically, or
fyzikalng¢ ani jinak, s vyjimkou pfipadd, kdy to otherwise modify the Materials, except if
protokol vyslovné vyzaduje; a (iii) budou specifically required by the Protocol; and (iii)
Smateridlem  nakladat,  skladovat jej, shall handle, store, and ship or dispose of the
piepravovat a likvidovat s odpovidajici péci, Materials with appropriate care in compliance
v souladu se v§emi platnymi zékony, pravidly a with all applicable laws, rules, and regulations
predpisy, =zejména piedpisy upravujicimi including, but not limited to, those governing
nebezpeéné latky. hazardous substances.

3.5 Po ukon¢eni klinického hodnoceni nebo zaniku | 3.5 Upon termination of the Clinical Trial or this
této smlouvy bude veskery nepouzity material Agreement, all unused Materials provided by
pfedany ze strany GSK neprodlené vracen na GSK shall be promptly returned at GSK’s
naklady GSK, na adresu, kterou GSK uvede expense, to an address provided by GSK or, at
anebo, pokud tak GSK rozhodne a na jeji GSK’s option and expense, destroyed with the
naklady, zlikvidovan a jeho likvidace bude destruction certified in writing.
pisemné osvédcena.

3.6 Veskery material poskytnuty spolecnosti GSK | 3.6 Any Materials provided by GSK or by PPD in
nebo PPD v prabéhu klinického hodnoceni the course of the Clinical Trial may not be
nesmi byt pfemistén do zadného jiného zafizeni transferred to any other location or to any third
poskytovatele ani ke tfeti osobé& bez predchoziho party without the prior written consent of PPD.
pisemného souhlasu PPD.

3.7 Vybaveni 3.7 Equipment

@ Zapij¢ené vybaveni (,,Zapujéené vybaveni®) | (a) Loaned Equipment (“Loaned Equipment”)

znamena jakékoli vybaveni docasné poskytnuté | means any equipment temporarily provided to

spole¢nostmi PPD nebo GSK poskytovateli podle této
smlouvy pouze pro pouziti v klinickém hodnoceni,
zejména pocitaCovy hardware a software, pokud je
poskytnut  hlavnimu  zkouSejicimu a  dalSim
pracovnikiim pro pouzivani, ziskavani, vkladani a
hlaseni studijnich dat pro spole¢nost GSK.

Institution by PPD or GSK pursuant to this Agreement
only for use in the Clinical Trial, including, but not
limited to computer hardware and software if provided
for the Principal Investigator and other staff to use,
collect, enter, and report Clinical Trial data to GSK.

(b) Pievedené vybaveni (,,PFevedené vybaveni®)
znamena jakékoli  vybaveni trvale prevedené
spole¢nosti GSK nebo dcefinou spolecnosti spolecnosti
GSK poskytovateli podle této smlouvy, zejména
pocitacovy hardware a software, pokud je poskytnut
hlavnimu zkouSejicimu a feSitelskému tymu pro
pouzivani, ziskavani, vkladani a hlaseni studijnich dat
pro spolecnost GSK.

(b) Transferred Equipment (“Transferred
Equipment”) means any equipment permanently
transferred to Institution by GSK or a GSK Affiliate
pursuant to this Agreement, including, but not limited to
computer hardware and software if provided for the
Principal Investigator and Study Staff to use, collect,
enter, and report Clinical Trial data to GSK.

(© Co se tyce zapujceného vybaveni poskytnutého
spole¢nosti GSK pro pouZiti v klinickém hodnoceni,
poskytovatel souhlasi, Ze se na poskytovatele neptevadi

(©) If applicable, with respect to Loaned
Equipment provided by GSK for use in the Clinical
Trial, Institution agrees that no title to nor any
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zadny narok ani zadna vlastnickd prava souvisejici se
zapUjenym zafizenim, Ze zapUjcené vybaveni bude
pouzivano pouze pro klinické hodnoceni a pouze tak,
jak je popsano v protokolu a veSkerych dalSich
pisemnych pokynech poskytnutych spoleénostmi PPD
nebo GSK, Ze zapujéené vybaveni nebude
poskytovatelem prevadéno do vlastnictvi Zadné tieti
strany bez pisemného souhlasu spole¢nosti GSK, a Ze
pii dokonéeni klinického hodnoceni nebo na zadost
spole¢nosti GSK poskytovatel vrati zaptij¢ené vybaveni
a veskeré souvisejici vyukové materialy a dokumentaci

proprietary rights related to the Loaned Equipment is
transferred to Institution, that the Loaned Equipment
will be used only for the Clinical Trial and only as
described in the Protocol and any other written
directions provided by PPD or 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 the completion of the
Clinical Trial or at GSK’s request, Institution will
return the Loaned Equipment and all related training
materials and documentation to GSK or to a vendor

spoleénosti  GSK nebo dodavateli povéfenému | designated by PPD or GSK.
spole¢nostmi PPD nebo GSK.
(d) Hlavni zkousejici a feSitelsky tym se zucastni | (d) Principal Investigator and Clinical Trial Staff

véas naplanovaného a oznameného $koleni tykajiciho se
pouzivani zapujéené¢ho vybaveni. Zapijcené vybaveni
bude uchovéavano na zabezpe¢eném a spolehlivém misté
a poskytovatel bude zodpovédny za vSechny kradeze,
poskozeni nebo ubytek zapidj¢eného vybaveni nad
ramec béZzného opotiebeni. Poskytovatel bude
zodpovédny za zavedeni a uhradu vSech pozadovanych
internetovych pfipojeni, telefonnich linek a/nebo
faxovych linek, které budou potfebné pro pouzivani
zapijceného vybaveni. Pokud poskytovatel nevrati
zapijené vybaveni v casovém rozmezi uréeném
spole¢nostmi PPD nebo GSK, bude poskytovatel
zodpovédny spole¢nosti PPD za uhrazeni vSech pokut,
poplatkti za prodleni a/nebo nakladii za nahradu.

will attend scheduled training to use the Loaned
Equipment following reasonable advance notice of
scheduling. The Loaned Equipment will be kept in a
safe and secure location and Institution will be
responsible for any theft, damage, or loss to the Loaned
Equipment other than normal wear and tear. Institution
will be responsible for arranging and paying for any
required internet connection, telephone line, and/or
facsimile line as necessary to use the Loaned
Equipment. If Institution fails to return the Loaned
Equipment within the timeframe specified by PPD or
GSK, Institution will be responsible for reimbursing
PPD for any penalties, late fees, and/or replacement
costs.

(e Poskytovatel bere na védomi, Ze zapujéené
vybaveni miZe zahrnovat cenny patent, ochrannou
znamku, obchodni néazev, obchodni tajemstvi a dalsi
vlastnicka prava vyrobce zapijceného vybaveni.
Poskytovatel nebude porusovat a ucini nalezité kroky a
preventivni opatieni, aby zajistil, Ze osoby majici
pristup k zapj¢enému vybaveni nebudou porusovat
tato vlastnicka prava, zejména:

(M nebude odstranovat zadné Stitky nebo
oznaCeni vlastnictvi  zaptjceného

vybaveni nebo dalSich prav;
(i) nebude vytvafet zadné  Kkopie,
reprodukce, zmény, upravy nebo
prizptisobeni zadného softwaru nebo
firmwaru, které jsou  soucasti
zaptjéeného vybaveni; nebo
(iii) nebude rozebirat nebo dekompilovat
zadny takovy software nebo firmware
nebo se nebude jinak pokouset odkryt
jakykoli zdrojovy kod nebo obchodni
tajemstvi  souvisejici s takovym
softwarem nebo firmwarem.

Pokud se tyCe jakéhokoli ptevedené¢ho vybaveni
potfebného pro pouziti v klinickém hodnoceni

(e) Institution acknowledges that the Loaned
Equipment may involve valuable patent, trademark,
trade name, trade secret, and other proprietary rights of
the Loaned Equipment manufacturer. Institution will
not violate and will take appropriate steps and
precautions to ensure that those with access to the
Loaned Equipment do not violate these proprietary
rights, including, without limitation:

(i) not removing any label or notice of
Loaned Equipment ownership or
other rights;

(i) not making any copy, reproduction,
changes, modification, or alteration of
any software or firmware included
with the Loaned Equipment; or

(iii) not disassembling or decompiling any

such software or firmware or
otherwise attempting to discover any
source code or trade secret related to
such software or firmware.

With respect to any Transferred Equipment necessary
for use in the Clinical Trial provided by GSK,
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poskytnutého spole¢nosti GSK, poskytovatel souhlasi,
ze narok na a vlastnictvi pfevedeného vybaveni
prechazi na poskytovatele ke dni uzavteni této smlouvy,
poskytovatel souhlasi, Ze hodnota prevedeného
vybaveni je soucasti uhrady poskytovateli za provadéni
klinického hodnoceni a ze uhrada jinak popsana v této
smlouvé byla podle toho upravena. Takovéto prevedené
vybaveni a jeho hodnota jsou popsany nasledovné: N/A.
Hlavni zkousejici a fesitelsky tym se zucastni vcas
naplanovaného a oznameného Skoleni tykajiciho se
pouzivani pfevedeného vybaveni. Pfevedené vybaveni
bude uchovavano na zabezpeCeném a spolehlivém
misté, a jakozto vlastnik prevedeného vybaveni bude
poskytovatel zodpovédny za uchovavani prevedeného
vybaveni a za vSechny kradeze, poskozeni nebo ubytek
prevedeného vybaveni. Poskytovatel bude zodpovédny
za zavedeni a placeni vSech pozadovanych
internetovych pfipojeni, telefonnich linek a/nebo
faxovych linek, které budou potfebné pro pouzivani
prevedeného vybaveni.

Institution agrees that title to and ownership of the
Transferred Equipment is transferred to Institution as of
the execution of this Agreement, Institution agrees that
the value of the Transferred Equipment is part of
Institution’s compensation for the Clinical Trial, and
that the compensation otherwise described in this
Agreement has been adjusted accordingly.  Such
Transferred Equipment and its value are described as
follows: N/A. Principal Investigator and Clinical Trial
Staff will attend scheduled training to use the
Transferred Equipment following reasonable advance
notice of scheduling. The Transferred Equipment will
be kept in a safe and secure location and, as owner of
the Transferred Equipment; Institution will be
responsible for maintenance of the Transferred
Equipment and for any theft, damage, or loss to the
Transferred Equipment. Institution will be responsible
for arranging and paying for any required internet
connection, telephone line, and/or facsimile line as
necessary to use the Transferred Equipment.

4, Povinnosti smluvnich stran

4, Obligations of the Parties

4.1 Povinnosti poskytovatele

4.1 Institution obligations

Poskytovatel je povinen:

Institution shall:

(@ na vlastni naklady zajistit prostory, pracovniky,
vybaveni (s vyhradou ¢l. 3.7) a dal§i zdroje
potiebné pro provadéni klinického hodnoceni
vsouladu stouto smlouvou, protokolem a
podminkami stanovenymi RA/EC;

@ be responsible for providing, at its sole cost and
expense, the premises, adequate personnel,
equipment (subject to Clause 3.7) and other
resources necessary to conduct the Clinical Trial,
in accordance with this Agreement, the Protocol
and the conditions imposed by the RA/EC;

(b) zajistit, aby hlavni zkousSejici dodrzoval platné | (b) ensure that the Principal Investigator observes
predpisy, piesné dodrzoval tuto smlouvu, current legislation, strictly complies with this
protokol, etické predpisy vztahujici se na Agreement, the Protocol, ethical regulations on
klinicka hodnoceni 1éCiv, a spolupracoval pfii clinical trials with medicines and collaborates in
provadéni kontrolnich navstév PPD, auditd the performance of monitoring visits by PPD,
provadénych auditory jmenovanymi PPD/GSK audits by auditors appointed by PPD/ GSK or its
nebo jejimi spole¢nostmi ve skuping, a kontrol Affiliates and inspections by competent health
provadénych  pfisluSnymi  zdravotnickymi authorities;
organy;

© neprodlené informovat PPD, pokud poskytovatel | (C) promptly advise PPD as soon as possible if

zjisti nebo se dozvi o: (1) podstatném nedodrzeni
protokolu, pokynt ICH pro spravnou klinickou
praxi ¢i jakychkoli platnych zakont, pravidel a
predpisi, (2) nelplném nebo nespravném
zaznamenani dat nebo jakémkoli vyznamném
poruseni povinnosti, (3) persondlnich zménach,
zmeénach v zafizeni nebo v metodach klinického
vyzkumu u poskytovatele, které mohou klinické
hodnoceni ovlivnit, nebo (4) jinych zélezitostech,
udalostech, podminkach ¢i problémech, které
mohou ohrozit tadné provadéni klinického
hodnoceni;

Institution observes or becomes aware of: (1)
material non-compliance with the Protocol, ICH
Good Clinical Practice guidelines, or any
applicable laws, rules or regulations, (2)
incomplete or inaccurate recording of data or any
significant misconduct (3), any changes of
personnel, facilities or clinical research methods
at the Institution that may affect the Clinical
Trial, or (4) any other matters, events, conditions
or difficulties that may jeopardize the proper
conduct of the Clinical Trial;
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d) pisemné informovat PPD a RA/EC o veskerych | (d) notify PPD and the RA/EC, in writing, of any
neo¢ekavanych nebo zavaznych nezadoucich unanticipated or serious adverse reactions to the
reakcich na hodnocené 1éCivo, v souladu Clinical Trial Product, in accordance with Clause
sc¢lankem 11 této smlouvy a s postupy 11 below and the procedures set forth in the
stanovenymi v protokolu; Protocol;

O] vést dostateéné zaznamy o totoznosti subjektd | (€) maintain adequate records with respect to
klinického hodnoceni, klinickych zjiSténich, Clinical Trial Subject identification, clinical
laboratornich testech, a o pijmu a vydeji observations, laboratory tests, and Clinical Trial
hodnoceného 1éCiva; Product receipt and disposition;

® spolupracovat s PPD a GSK nebo jejimi | (f) cooperate with PPD and GSK or its Affiliates in
spole¢nostmi ve skupiné pii jejich aktivitach their efforts to monitor the Clinical Trial at the
zaméfenych na kontrolu klinického hodnoceni Institution premises;

Vv prostorach poskytovatele;

(9) pouzivat udaje ziskané od subjektd klinického | (@) use the data obtained from the Clinical Trial
hodnoceni pouze pro Wcely klinického Subjects only for the purposes and in
hodnoceni a v souvislosti snim, tak, jak je connection with the Clinical Trial and as
uvedeno v protokolu; a outlined in the Protocol; and

(h) ziskat pisemny souhlas ode vSech fyzickych | (h) obtain written consent from all individuals
osob, které jménem poskytovatele provadéji providing services on behalf of Institution with
sluzby souvisejici s klinickym hodnocenim, respect to the Clinical Trial, including Clinical
zejména Clent FeSitelského tymu, na jejichz Trial Staff that allows GSK, GSK’s Affiliates,
zakladé bude moci GSK, jeji spole¢nosti ve and third party suppliers working for GSK or
skuping a externi dodavatelé pracujici pro GSK its Affiliates to hold and process personal data
nebo jeji spole¢nosti ve skupiné kdekoli na provided with respect to Clinical Trial Staff
svété uchovavat a zpracovavat poskytnuté anywhere in the world, both manually and
osobni udaje fesitelského tymu, a to jak ru¢né, electronically, for all purposes relating to the
tak elektronicky, pro veskeré ucely vztahujici performance of this Agreement, for the
se k plnéni této smlouvy, pro ucely spravy a purposes of administering and managing the
fizeni  podnikatelské  Cinnosti  kterékoli business activities of any company in the
spole¢nosti vramci skupiny GSK, a pro GSK’s group, and for compliance with
dodrZeni platnych postupti, zakont a predpist. applicable procedures, laws, and regulations.

M Poskytovatel poveti zaméstnance s piislusnou | (i) The Institution will authorize an employee
kvalifikaci, aby ptisobil jako povéfeny lékarnik appropriately qualified to act as the Delegated
k zajisténi fadného zachazeni s hodnocenym Pharmacist to secure proper handling of the
léGivem a pfipadnymi  dal§imi  1éCivy Clinical Trial Product and any related
pouzivanymi Vramci klinického hodnoceni medication used in the Clinical Trial (including
(vCetné placeba), vsouladu s protokolem, placebo), in accordance with Protocol, Good
spravnou lékarenskou praxi a vyhlaskou ¢. Pharmaceutical Practice and Decree no.
226/2008 Sb. Postupy pro zachazeni 226/2008 Coll. Procedures for handling the
s hodnocenym léCivem piedd povérenému Clinical Trial Product will be communicated by
1ékarnikovi pracovnik PPD uréeny pro kontrolu a PPD monitor to the Delegated Pharmacist.
klinického hodnoceni u poskytovatele.

4.2 Povinnosti hlavniho zkousejictho 4.2 Principal Investigator Obligations
Hlavni zkousejici je povinen: Principal Investigator shall:

(@ zajistit dohled nad vSemi Iékaiskymi aspekty | (a) be responsible for overseeing all medical aspects
klinického hodnocent; of the Clinical Trial;

(b) zajistit, aby ¢innosti klinického hodnoceni byly | (b) ensure that the Clinical Trial activities are

provadény vsouladu s protokolem, pokyny

performed in accordance with the Protocol, the
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prislusné RA/EC, podminkami této smlouvy, a
s veskerymi mistnimi predpisy vztahujicimi se
na provadéni klinickych hodnoceni na lidskych
subjektech;

guidelines provided by the correspondent
RA/EC, the terms of this Agreement and any

other local applicable legislation to the
performance of clinical trials in humans’
subjects;

(©)

dohlizet na ptfedloZeni podkladd RA/EC a na
zajisténi etického schvaleni;

©

oversee the submission of RA/EC and Ethical
Approval,

(d)

dohliZet na zatazovani pacientll u poskytovatele
vsouladu skritérii pro  zafazeni/vyfazeni
stanovenymi v protokolu;

(d)

oversee the enrolment of patients at the
Institution, in accordance  with the
inclusion/exclusion criteria defined in the
Protocol;

()

poucit vSechny osoby, které maji byt do
klinického hodnoceni zatazeny, diive, nez daji se
svou udasti v klinickém hodnoceni souhlas, o
ucelu nebo ucelech, metodidch a podminkach
provadéni  klinického  hodnoceni,  jeho
ocekavaném léCebném prinosu a o riziku
spojeném s klinickym hodnocenim;

Q)

inform all individuals to be enrolled in the
Clinical Trial before they agree to participate in
the Clinical Trial about the purpose(s), methods
and conditions of conducting the Clinical Trial,
its expected therapeutic benefit and Clinical
Trial-related risk;

(f)

dohliZzet na vyhotoveni vSech zaznamu subjektl
hodnoceni (dale jen ,,CRF”) a kontrolovat jejich
spravnost a Uplnost, a tyto formulafe i dalsi
udaje klinického hodnoceni nebo vzorky
predavat PPD v souladu s ¢lankem 2.6, a to ve
formatu a zplisobem, na kterych se smluvni
strany dohodly, a v anonymizované formé;

()

oversee and review all case report forms
(“CRFs”) for accuracy and completeness and to
provide these forms and any other Clinical
Trial data or samples to PPD in accordance
with Clause 2.6 and in the format and manner
agreed upon by the Parties and in an
anonymized form;

(s))

od kazdého subjektu ziskaného pro klinické
hodnoceni (nebo jeho zdkonného zastupce, je-li
to dovoleno) ziskat podepsany informovany
souhlas v souladu stouto smlouvou, platnymi
mistnimi  zdkony a predpisy. Informovany
souhlas musi byt poskytnut na aktudlnim
formulafi schvaleném RA/EC, GSK a PPD, a
musi obsahovat ustanoveni nezbytna k tomu, aby
mohly mit regulacni organy, RA/EC, GSK a jeji
spolecnosti ve skupiné a PPD plny pfistup
kadajim  umoznujicim  ureni  totoznosti
subjektu a tyto udaje pouzivat, véetné informaci
0 zdravotnim stavu pacienta, jak jsou tyto udaje
definovany v platnych zakonech, pravidlech a
predpisech o ochrané osobnich udaju, a
v souladu s mezinarodné uznavanymi principy a
zasadami ochrany osobnich udaji;

()]

obtain a signed Informed Consent from each
Subject recruited for the Clinical Trial (or if
permitted, their legal representative), in
accordance with this Agreement, applicable local
laws and regulations. The form of such Informed
Consent must be the most current form approved
by the RAJEC, GSK and PPD, and must contain
language necessary to permit regulatory
agencies, the RA/EC, GSK and its Affiliates and
PPD to have full access to and use of personally
identifiable information, including patient health
information, as defined in applicable privacy
laws, rules and regulations and according to
internationally recognized standards and data
protection principles;

(h)

nedovolit, aby byl subjekt klinického hodnoceni
zatazen zaroven do tohoto klinického hodnoceni
a jiného klinického hodnoceni bez ptedchoziho
pisemného schvaleni PPD a GSK;

(h)

not allow a Clinical Trial Subject to be enrolled
simultaneously in this Clinical Trial and another
clinical trial without PPD and GSK prior written
approval;

(i)

zajistit, aby byly veskeré udaje klinického
hodnoceni, zaznamy klinického hodnoceni a
CRF, vcetné veskerych dokumentl urcujicich
totoznost subjektl klinického hodnoceni a

0]

ensure that all Clinical Trial data, Clinical Trial
records and CRFs, including any documents
which identify and link each Clinical Trial
Subject to their CRF, are stored securely, such
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spojujicich ji s prislusnymi CRF, bezpecné
ulozeny tak, aby byly pfistupné pouze
svédomim  poskytovatele a  hlavniho
zkousejiciho;

that they are accessible only with the
knowledge of the Institution and the Principal
Investigator;

()] jakékoli zavazné nebo neocekavané | (j)
nezddouci  pithody neprodlené  (pisemng)
nahlasit GSK, PPD a RA/EC, vsouladu s
Clankem 11 této smlouvy a dle postupi
stanovenych v protokolu;

promptly report (in writing) any serious or
unexpected adverse events to the GSK, PPD and
the RAJEC; in accordance with Clause 11 below
and following the procedures set forth in the
Protocol,

(k) pisemn¢ informovat GSK, PPD, a RA/EC o | (k)
jakychkoli odchylkach od protokolu;

notify GSK, PPD, and the RA/EC, in writing, of
any deviations from the Protocol;

()] spolupracovat s GSK pti zpracovani zavérecné | (1) engage with GSK in the collaboration of the final
zpravy o klinickém hodnoceni, a odsouhlasit ji report of the Clinical Trial, granting approval
svym podpisem; thereto upon signing it;

(m) 0 postupu klinického hodnoceni podavat (m) report on the progress of the Clinical Trial to the
hlaSeni RA/EC (je-li teba); RAV/EC (as appropriate);

(n) provadét  sluzby  vsouladu  snejvy$Simi | (n) perform the Services in accordance with the

standardy odbornosti, peclivosti a dukladnosti, a
Vv souladu se vSemi platnymi zdkony a pfedpisy;

highest professional standards of skill, care and
diligence and in compliance with all applicable
laws and regulations;

(o) vyrozumét PPD o veSkerych ustanovenich | (0)
mistnich pfedpisi, nebo o zmeénach téchto
predpisd, které ovliviiuji nebo by mohly ovlivnit
schopnost  hlavniho  zkouSejictho  provadét
klinické hodnoceni nebo plnit své tkoly, jak jsou
definovany v této smlouve;

notify PPD of any provisions in its local law, or
of any changes in that law, which do or could
affect the Principal Investigator’s ability to
conduct the Clinical Trial or to perform his/her
duties as defined in this Agreement;

(p) predat PPD uplné vysledky testii a veSkeré tidaje | (p)
ziskané pii klinickém hodnoceni;

provide PPD with the complete results of the
tests and all of the data obtained during the
Clinical Trial;

(@ veskeré daje a dalsi informace tykajici se (a)
klinického hodnoceni predavat véas;

submit all data and other information related to
the Clinical Trial in a timely manner;

(N spolupracovat s PPD, GSK a jejimi spole¢nostmi | (r)
ve skupin€ i s regulacnimi organy pii provadéni
prubéznych kontrol klinického hodnoceni a
dalsich kontrol a auditi;

cooperate with PPD, GSK and its Affiliates and
regulatory authorities in all their efforts to
monitor the Clinical Trial and conduct audits and
inspections;

(s) do dvaceti étyf (24) hodin poté, co se dozvi o | (S)
SAE (jak je tento pojem definovan v ¢lanku 11.1
této smlouvy), o neocekavané nebo zavazné
nezadouci reakci na hodnocené 1éCivo pisemné
vyrozumét PPD a RA/EC a fidit se postupy
stanovenymi v protokolu a v ¢lanku 11;

® nemuize-li pokraCovat v ¢innosti jako hlavni | (t)
zkouSejici z divodu odchodu do dtchodu,
prelozeni na jiné pracovisté nebo z obdobnych

within twenty four (24) hours of first knowledge
of any SAE (as that term is defined at Clause
11.1 below), notify PPD, and the RAJEC, in
writing, of any unanticipated or serious adverse
reactions to the Clinical Trial Product and follow
the procedures set forth in the Protocol and
Clause 11;

if he/she is not able to continue as Principal
Investigator by reason of retirement, transfer or
similar reasons, he/she shall provide written
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diivodd, oznami to PPD pisemné co nejdfive,
nejpozdéji vsak tfi (3) tydny pied odchodem; a

notice to PPD as soon as possible and at least
within three (3) weeks of such departure; and

(u) pouCit pacienty zafazené do Kklinického | (u) inform the patients involved in the Clinical Trial
hodnoceni o tom, Ze jejich osobni idaje ziskané that all their personal data collected through the
prostfednictvim  informovaného souhlasu a Informed Consent form and other means will be
dal§imi zpusoby budou uchovavany kept in a file whose ownership correspond solely
v dokumentaci, jejimz vyhradnim vlastnikem je to GSK. Principal Investigator shall collect and
GSK. Hlavni zkouSejici bude osobni udaje process all personal data in accordance with
shromazd’ovat a zpracovavat pro GSK v souladu applicable local regulation on personal data on
s platnymi mistnimi pfedpisy o osobnich udajich, behalf of GSK and only throughout the duration
a to pouze po dobu platnosti smlouvy podepsané of the agreement signed with GSK and only for
s GSK, a pouze pro ucely stanovené v uvedené the purposes established in the said agreement.
smlouve.

4.3 Povinnosti PPD 4.3 PPD Obligations
PPD je povinna: PPD shall:

@ zajistit predlozeni podkladi RA/EC a @ be responsible for the submission to the RA/EC
ziskani potfebnych souhlasi pro klinické and for obtaining relevant approvals for the
hodnoceni. Clinical Trial.

() zajistit  prubéznou  kontrolu  klinického | (b) be responsible for the monitoring of the Clinical
hodnoceni; Trial;

() pfedat  poskytovateli protokol, formulafe | (C) provide to the Institution the Protocol, Informed
informovaného souhlasu a potfebny pocet Consent forms and required number of CRFs;
CRF; a and

d) informovat  poskytovatele a hlavniho | (d) inform the Institution and the Principal
zkousejiciho 0 chemickych/ Investigator of chemical / pharmaceutical,
farmaceutickych, toxikologickych, toxicological, pharmacological and clinical data
farmakologickych a klinickych dajich a and results to justify the design and duration of
vysledcich, znichz vychdzi uspofadani a the Clinical Trial.
délka klinického hodnoceni.

5. Financovani klinického hodnoceni a plathy 5. Funding of the Clinical Trial and Payments

51 Za provadéni klinického hodnoceni za podminek | 5.1 As consideration for the performance under the
stanovenych touto smlouvou uhradi PPD terms and conditions of this Agreement, PPD
poskytovateli  odménu  dle  Piilohy 1 will pay the Institution in accordance with
(rozpoclet®). Poskytovateli nebude vyplacena Schedule 1 (the “Budget”). Institution will not
odména za subjekty zafazené bez fadné be compensated for any Subjects who were
podepsaného informovaného souhlasu nebo enrolled without a properly executed informed
takové, které nespliuji kritéria pro zafazeni do consent form or who do not meet the
klinického hodnoceni. Poskytovatel sam odméni inclusion/exclusion criteria for the Clinical Trial.
veskeré dalsi pravnické a fyzické osoby, které se The Institution shall be responsible for
budou na provadéni klinického hodnoceni compensating all other entities and individuals
podilet, zejména hlavniho zkousejictho a who were involved in the conduct of the Clinical
fesitelsky tym. Odhadovana hodnota splatna této Trial, including (without limitation) the Principal
smlouvy je xxx K¢. Investigator and the Clinical Trial Staff.

Approximate amount payable under this
Agreement is xxx CZK.
52 Platby dle této smlouvy jsou ptevadény od GSK. | 5.2 Payments under this Agreement are pass-through

PPD provede platbu poskytovateli dle rozpoétu.

payments from GSK. PPD shall make payment
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to the Institution, in accordance with_the Budget.

5.3

Platby jsou podminény  v€asnym a
uspokojivym  predanim zprav a dalSich
informaci dle ¢lankt 4.1 a 4.2. Platby za sluzby
poskytnuté pouze Ccasteéné, napi. v pripadé
pfedcasného ukonceni ucasti subjektu, budou
provedeny pomérné za poskytnuté sluzby dle
rozpo¢tu. Nebudou hrazeny zadné platby za
poskytnuté sluzby, které budou povazovany za
poruseni protokolu ¢&i této smlouvy nebo
odchyleni od nich.

53

Payments are dependent upon the reports and
other information pursuant to Clauses 4.1 and
4.2 being submitted in a timely and satisfactory
manner.  Payment for partially completed
Services, e.g, early withdrawal of Subject, shall
be made on a pro-rata basis for Services
performed according to the Budget. No
payment will be due or paid for Services
performed that are deemed violations of or
deviations from the Protocol or this Agreement.

5.4

Faktury jsou splatné do Sedesati (60) dnu po
obdrzeni platné faktury, jak je popsano v
¢lanku 2 Prilohy 2, poskytovatel vSak timto
bere na védomi a souhlasi stim, ze PPD
provede platby dle této smlouvy teprve poté, co
sama pfislusné platby obdrzi od GSK. PPD
vynalozi takové Usili, jaké od ni lze spravedlivé
pozadovat, aby =zajistila vcasné obdrZzeni
pribéznych plateb od GSK.

54

Invoices are payable within sixty (60) days
following receipt of a valid invoice, as
described in the payment schedule of the
Budget, but Institution hereby acknowledges
and agree that payments due under this
Agreement shall be made by PPD once said
payments are received by PPD from GSK.
PPD shall exercise reasonable efforts to ensure
timely receipt of pass-through payments from
GSK.

5.5

Platby za sluzby poskytnuté na zaklad¢ této
smlouvy budou provedeny v plné vysi
vsouladu stouto smlouvou, bez srdazek na
jakékoli dan¢é ¢i poplatky. Jakékoli dané,
k nimz vznikne povinnost v dasledku plateb
provedenych spole¢nosti PPD poskytovateli,
jsou vyhradni odpovédnosti poskytovatele, a
poskytovatel uhradi vzniklé danové povinnosti
véas.

5.5

Payments for Services rendered under this
Agreement shall be made in full in accordance
with the Agreement, without deductions for
taxes of any kind. Any taxes due and payable
as a result of the payments by PPD to the
Institution  shall be Institution’s sole
responsibility and Institution shall pay all such
taxes for which it is liable in a timely manner.

5.6

Poskytovatel bere na védomi a souhlasi s tim,
7e je jako jediny odpovédny za platbu vSech
federalnich 1 mistnich dani v pfislusné vysi,
véetné DPH, zveskerych odmén a nahrad
vyplacenych dle této smlouvy.

5.6

The Institution acknowledges and agrees that it
shall be solely responsible for paying the
appropriate amount of all federal and local
taxes/including VAT with respect to all fees
and compensation paid pursuant to this
Agreement.

5.7

Poskytovatel a hlavni zkousejici souhlasi s tim,
ze GSK nebo jeho spolecnosti ve skupiné
mohou zvefejnit vysi financnich prostredkt
vyplacenych poskytovateli ze strany GSK za
provadéni klinického hodnoceni, a v ramci
tohoto zvefejnéni mohou wuvést totoznost
poskytovatele a hlavniho zkousejiciho.

5.7

Institution and Principal Investigator agree that
GSK or its affiliates may make public the
amount of funding provided to Institution by
GSK for the conduct of the Clinical Trial and
may identify Institution and Principal
Investigator as part of this disclosure.
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5.8

Formuldf pro ozndmeni finan¢nich zajmi
hlavniho zkousejiciho. Hlavni zkousejici timto
bere na védomi pozadavky FDA o pravidlech
finan¢niho zvefejnéni a souhlasi, ze na zakladé
z4dosti  spolecnosti PPD nebo zastupce
spolecnosti PPD pied zahajenim klinického
hodnoceni vyplni a vrati spole¢nosti PPD
formulaf pro oznameni finanénich zajmu
hlavniho zkouSejiciho. Hlavni zkouSejici také
souhlasi s poskytnutim takto vyplnéného
formulafe Gfadu FDA, bude-li to tieba.

5.8

Statement of Principal Investigator Financial
Interest form. The Principal Investigator
hereby acknowledges the requirements of the
FDA Financial Disclosure Rule and agrees to
fill in and return to PPD, upon PPD or PPD
representative’s request, the Statement of
Principal Investigator Financial Interest form
before the start of the Clinical Trial. The
Principal Investigator also consents to the
disclosure of the so filled Form to the FDA if
necessary.

5.9

Poskytovatel a hlavni zkouSejici nebudou
uctovat  zadnému  subjektu  klinického
hodnoceni ani zadné tieti stran¢ Zadné postupy
klinického hodnoceni pozadované protokolem,
které jsou hrazeny spole¢nostmi PPD nebo
GSK na zaklad¢ této smlouvy, ani za zadné
hodnocené piipravky, které jsou poskytovany
nebo hrazeny spole¢nostmi PPD nebo GSK na
zéklade této smlouvy.

59

Institution and Principal Investigator shall not
charge any Subject or third-party payor for
Clinical Trial procedures required by the
Protocol that are paid for by PPD or GSK
under this Agreement or for any Clinical Trial
Product that is provided or paid for by PPD or
GSK under this Agreement.

5.10

5.11

Veskeré platebni zavazky spolecnosti GSK
jsou podminény tim, Zze poskytovatel nahlasi
spole¢nosti PPD a/nebo GSK vSechna data
pozadovana protokolem a dalSimi dokumenty,
jimiz se fidi klinické hodnoceni, v¢etn¢ vSech
nezadoucich ptihod, a tim, Ze poskytovatel
bude dodrzovat standardy uvedené v této
smlouve.

Castky vyplacené na zakladé této smlouvy
odpovidaji trznim platbam poskytovanym za
praci vykonanou na zakladé této smlouvy.
Strany souhlasi s tim, Ze zadné platby
spole¢nosti GSK v souladu s touto smlouvou
nebudou zcela ani z&4sti, pfimo ani nepiimo,
pfedany zadné tieti strané jako srazka nebo
sleva na nakup produktd GSK. Bez ohledu na
vySe uvedené se komercné pfiijatelné platby
subdodavateli, ktery poskytuje sluzby podle
podminek této smlouvy, a které spliuji kritéria
pro sluzby v dobré vife, nepovazuji za slevy
nebo diskontni platby (i kdyz je subdodavatel
zakaznikem spole¢nosti GSK).

5.10

511

All of GSK’s payment obligations are
conditioned upon Institution reporting to PPD
and/or GSK all data required by the Protocol
and other governing documents for the Clinical
Trial, including all adverse events, and upon
Institution's  compliance  with  standards
identified in this Agreement.

The amounts paid under this Agreement are
bona fide fair market value compensation for
the work conducted under this agreement. The
Parties agree that no payments by GSK
pursuant to 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).

Subjekt klinického hodnoceni

Clinical Trial Subject

6.1.

Informovany souhlas kazdého subjektu, ktery
se ucastni klinického hodnoceni, bude ziskan
v souladu s mistnimi zakony a  predpisy
platnymi v Ceské republice, véetné vyplnéni

schvaleného formulafe informovaného
souhlasu, ktery byl schvalen RA/EC.
Poskytovatel/hlavni zkousSejici budou

hodnocené 1éCivo podavat pouze subjektim,

6.1

Informed Consent of each of the Subjects
participating in the Clinical Trial shall be
obtained in accordance with applicable local
laws and regulations in Czech Republic,
including completion of the approved Informed
Consent form, which has been approved by the
RA/EC. The Institution/Principal Investigator
shall administer the Clinical Trial Product only
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od nichz hlavni zkouSejici fadné ziskal
informovany souhlas dle ¢lanku 4.1, pism. g),
a tohoto ¢lanku 6. Poskytovatel/hlavni
zkousSejici povedou dostate¢nou
dokumentaci o0  ziskani  informovaného
souhlasu od kazdého subjektu.

to Subjects from whom Informed Consent has
been properly obtained by the Principal
Investigator under Clause 4.1(g) and this
Clause 6. The Institution/Principal Investigator
shall maintain adequate documentation of its
obtainment of the Informed Consent of each
Subject.

6.2. PPD, poskytovatel a hlavni zkousejici | 6.2 PPD, the Institution and the Principal
budou  uchovavat  totoznost subjekti Investigator shall hold in confidence the
Vtajnosti a dodrzi veSkeré platné piedpisy identity of the Subjects and shall comply with
tykajici se utajeni jejich totoznosti a jejich all applicable laws regarding the confidentiality
zdravotnich zaznamu. of their identities and their individual medical

records.

6.3 Zpusob pouceni pacienta a ziskani jeho souhlasu | 6.3 The method of explanation to the patient and the
musi byt provedeny v souladu s pokyny RA/EC, obtaining of consent should be conducted in
a zajisti je hlavni zkousSejici. Kazdému subjektu accordance with the directions of the RA/EC and
bude pfedano jedno vyhotoveni informace pro is a Principal Investigator responsibility. Each
pacienta, které si subjekty mohou ponechat pro Subject shall be provided with their own copy of
vlastni pottebu. the patient information sheet which they can

retain for their own records.

. Vysledky Klinického hodnoceni a duSevni | 7 Clinical Trial Results and _Intellectual

vlastnictvi Property

7.1.  Smluvni strany sjednavaji, Zze veskery | 7.1 The Parties are in agreement that all of the
material a data ziskana diky realizaci Materials and data gained through the conduct
sluzeb jsou vlastnictvim GSK. of the Services shall be the property of GSK.

7.2.  GSK je vyhradnim vlastnikem vSech prav a 7.2 GSK' shall exclusively own all rights, title
narokti (dale jen ,prava”) k jakymkoli (“Rights”) in and to any invention, and interest
vynalezim a podili na vynalezech (vCetné in and to inventions (in any clinical specimens
klinickych vzorkl ziskanych od subjektd), or samples obtained from the Subject),
objevech,  know-how,  patentech  (bez discoveries, know-how, patents (whether
ohledu na to, zda mohou byt pfedmétem patentable or not), copyright, trade secrets and
patentu), autorskych pravech, obchodnich other intellectual rights, including but not
tajemstvich a jinych pravech duSevniho limited to inventions, discoveries and
vlastnictvi, zejména vynalezech, objevech a technology relating to the Clinical Trial
technologiich vztahujicich se Product or otherwise generated by the Clinical
k hodnocenému 1é¢ivu nebo jinak Trial (collectively, “Inventions”). The
vzniklych z klinického hodnoceni Institution and Principal Investigator hereby
(souhrnné oznaCovany jako ,,vynalezy”). irrevocably transfer and assign any and all their
Poskytovatel a hlavni zkouSejici timto Rights in any Invention to GSK. The
neodvolatelné pievadéji veskera sva prava Inventions will be the sole property of GSK.

k jakémukoli vynalezu na GSK. Vynalezy
budou vyhradnim vlastnictvim GSK.
7.3. Poskytovatel a  hlavni  zkouSejici se | 7.3 The Institution and Principal Investigator agree

zavazuji: (i) o  jakémkoli  vyndlezu
neprodlené pisemné informovat PPD, a (i)
spolupracovat sGSK a  poskytnout ji
souCinnost  pii  zpracovani a  podani
patentovych ptihlasek, prevodnich
dokumentt, prohlaseni a dalSich dokumentt,
které jsou pfimétené potiebné k ziskani

to: (i) immediately notify in writing to PPD of
any Invention, and (ii) to cooperate and assist
GSK to apply for and to execute applications,
assignments, affidavits, or other documents,
reasonably necessary to obtain any patent,
copyright, trademark or other statutory
protection for the Inventions, as GSK deems
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patentu, autorskych prav, ochranné znamky
nebo jiné pravni ochrany vynalezli, jak bude
GSK  povazovat za vhodné, a (iii) nakladat
se vSemi vynalezy jako s dive€rnymi
informacemi dle ¢lanku 8.

appropriate, and (iii) to treat all Inventions as
confidential information in accordance with
Clause 8.

7.4 Poskytovatel ani hlavni zkouSejici neziskavaji | 7.4 Neither the Institution nor the Principal
k vynalezim nebo k hodnocenému 1é¢ivu Zadna Investigator shall acquire any rights of any kind
prava jakéhokoli druhu. with respect to the Inventions or to the Clinical

Trial Product.
7.5 Povinnosti stanovené timto ¢lankem zlstavaji | 7.5 The obligations of this Clause shall survive
Vv platnosti i po zaniku této smlouvy. after the term or termination of this
Agreement.
8. Divérné informace 8. Confidential Information
8.1 Poskytovatel/hlavni zkousejici, jejich | 8.1 Institution/Principal  Investigator and their

zamestnanci, zastupci a tfeti osoby zapojené do
klinického hodnoceni hlavnim zkouSejicim
a/nebo poskytovatelem nevyzradi Zzadné tdaje,
zaznamy ani jiné informace (dale souhrnné

oznaCované jako ,informace®) ptedané
poskytovateli /hlavnimu zkousejicimu
spolecnosti GSK nebo PPD ¢&i  vytvofené

v disledku provadéni klinického hodnocenti,
zadné treti osob¢, ani je nepouziji k zadnému
jinému ucelu nez je provadéni klinického
hodnoceni, bez predchoziho pisemného souhlasu
GSK, a podepisi pisemnou smlouvu o utajeni.
Tyto informace zdstanou divérnym vlastnictvim
GSK a budou vyzrazeny pouze poskytovateli
/hlavnimu zkouSejicimu a jejich zaméstnancim a
zastupclim, ktefl je potfebuji znat. Povinnost
utajeni se nevztahuje na informace:

employees and agents and third parties involved
in the Clinical Trial by the Principal Investigator
and/or Institution shall not disclose to any third
party or use for any purposes other than for the
performance of the Clinical Trial any data,
records or other information (hereinafter,
collectively ~ “Information”)  disclosed to
Institution/Principal Investigator by GSK or PPD
or generated as a result of this Clinical Trial
without the prior written consent of GSK and
shall sign a written non-disclosure agreement.
Such Information shall remain the confidential
and proprietary property of GSK and shall be
disclosed only to Institution/Principal
Investigator and their employees or agents who
have a “need to know”. The obligation of
nondisclosure shall not apply to the following
Information:

i. které jsou vefejn€ znamy nebo se stanou
vetejné dostupnymi jinak nez Cinem

i that is generally known to the public or
that becomes publicly available through

nebo  opomenutim  poskytovatele/ no act or omission on the part of
hlavniho zkousejiciho; Institution/Principal Investigator;
ii které poskytovateli/hlavnimu i that is disclosed to Institution/Principal

zkouSejicimu predala téeti osoba, ktera
méla zakonné pravo tyto informace
predat;

Investigator by a third party legally
entitled to disclose such information;

iii o nichz miZze poskytovatel, resp. hlavni
zkousejici prokazat, ze je mél v drzeni
pred jejich predanim nebo vytvofenim

iii which the Institution/Principal
Investigator, as  applicable, can
demonstrate that it possessed prior to, or

na zaklad¢ této smlouvy, ¢i je vyvinul developed independently from,

nezavisle na klinickém hodnocent; disclosure or development of this
Agreement;

iv u nichZz stanovi povinnost ptedani iv that is required by law to a government

statnimu ~ organu  zdkon  nebo authority or by order of a court of

rozhodnuti pfislusného soudu, za competent jurisdiction, provided that

GSK_PPD_CzRep_3Way CTA_Final_13Jun2020_MO
204989 _PI1 xxx_ Approved for signature MJ/23Jul2021

Page 17 of 48




podminky, Ze (a) takové piedani
podléha veskeré platné statni nebo
soudni ochrané¢ pro material tohoto
druhu; (b)) GSK o tom bude
vyrozuména ptiméienou dobu predem,;
a (c) budou podniknuty veskeré kroky,
které lze spravedlivé pozadovat,
k omezeni rozsahu pfedavanych udaju.

(a) such disclosure is subject to all
applicable governmental or judicial
protection available for like material;
(b) reasonable advance notice is given
to GSK; and (c) all reasonable steps to
limit the scope of such disclosure have
been taken.

8.2 Povinnosti  stanovené  timto  ¢lankem | 8.2 The obligations of this Clause shall survive
zustavaji v platnosti i po zaniku této | after the term or termination of this Agreement.
smlouvy.

9. Publikace 9. Publications

9.1 Pied zafazovanim subjektl klinického hodnoceni | 9.1 GSK will post a Clinical Trial Protocol
spolenost GSK zvefejni souhrn protokolu summary on a publicly available protocol
klinického hodnoceni ve vefejné piistupném register prior to the enrollment of Subjects.
registru protokoltL.

9.2 Spole¢nost GSK  zvefejni souhrn vysledkl | 9.2 GSK will post a Clinical Trial results summary
klinického hodnoceni ve vefejné ptistupném on a publicly available results register no later
registru vysledk® nejpozdé&ji dvanact (12) mésica than twelve (12) months following completion
po dokonceni klinického hodnoceni ve vSech of the Clinical Trial at all Clinical Trial sites as
fesitelskych  centrech, jak je definovano defined in the Clinical Trial Protocol. Posting
protokolem klinického hodnoceni. Zvefejnéni of summary Clinical Trial results may occur
vysledkt klinického hodnoceni miZe nastat pred prior to publication of Clinical Trial results in
publikovanim vysledkit klinického hodnoceni the peer-reviewed literature. GSK will also post
V recenzované literatuie. Zaroven se full Clinical Trial Protocol and statistical analysis
zvetejnénim  souhrnu  vysledki GSK  také plan at the time of results summary posting.
zvefejni protokol klinického hodnoceni a plan
statistickych analyz.

9.3 Spole¢nost GSK bude usilovat o publikovani | 9.3 GSK will seek to publish the Clinical Trial
vysledki klinického hodnoceni ve results in the searchable, peer reviewed
vyhledatelné, recenzované védecké literatufe. scientific literature. First publication and all
Prvni publikace a vSechny nasledné publikace subsequent publications of the Clinical Trial
vysledkd  klinického hodnoceni ze vSech results from all Clinical Trial sites (“GSK
pracovist’ klinického hodnoceni (,,publikace Publication(s)”) or disclosure(s) of the Clinical
spole¢nosti GSK*) nebo zptistupnéni vysledka Trial results shall be coordinated by GSK.
klinického hodnoceni budou koordinovany
spole¢nosti GSK.

9.4 Jakakoli G¢ast hlavniho zkousejiciho nebo jinych | 9.4 Any participation of Principal Investigator or

zastupct  poskytovatele jakozto jmenovaného
autora této GSK publikace bude wuréena
v souladu s jednotnymi pozadavky na rukopisy
vyboru International Committee of Medical
Journal Editors (ICMJE) (nebo, jsou-li
piisngjsi, dle autorskych kritérii konkrétniho
Casopisu) a poskytovatel a hlavni zkousSejici
berou na védomi, Ze samotné zafazovani
subjektd klinického hodnoceni neopraviuje
K autorstvi. Jestlize hlavni zkousSejici nebo jiny
zastupce poskytovatele bude jmenovanym
autorem GSK publikace, jako autor souhlasi,
7e: (1) uzavie pisemnou autorskou smlouvu
pted zahajenim prace na publikaci spolecnosti

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 (or if more stringent, the
authorship criteria of the specific journal).
Institution ~ and  Principal Investigator
acknowledge that the enrollment of Subjects
alone is not a qualification for authorship. If
the  Principal  Investigator or  other
representative of Institution is a named author
of the GSK Publication as an author (s)he: (1)
will enter into a written author agreement prior
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GSK; (2) bude mit podle potfeby pfistup
Kk studijnim 10dajim ze vSech fesSitelskych
center, aby se mohl pln¢ ucastnit vytvareni
GSK publikace; a (3) zvefejni jako soucast
GSK publikace, ze spolecnost GSK finanéné
podpotila klinické hodnoceni a odhali jakékoli
osobni finanéni vztahy se spole¢nosti GSK.
Spolecnost GSK nebude autorim poskytovat
odménu za autorské aktivity.

to the beginning of the work on the GSK
Publication; (2) will have access to the Clinical
Trial data from all Clinical Trial 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 Clinical
Trial and the GSK Publication, and will
disclose any personal financial relationship
with GSK. GSK will not compensate authors
for authorship activities.

9.5

Bude-li to spole¢nost GSK povazovat za vhodné,

muze se hlavni zkousejici nebo jiny zamestnanec
poskytovatele u€astnici se klinického hodnoceni
zapojit do fidici komise pro publikaci
(Publication Steering Committee, ,,PSC*) nebo
zakladniho tymu (tymi) pro psani pro klinické
hodnoceni nebo vefejnych prezentaci vysledkl
klinického hodnoceni. Osoby Ucastnici se jako
¢len PSC nebo zapojené do ¢innosti zakladniho
tymu (tymi) pro psani nebo vefejné prezentace
vysledkii klinického hodnoceni neobdrzi Zddnou
platbu, honoraf ani jiny poplatek za ucast na
té€chto ¢innostech, ani vlastnictvi nebo jiny narok
¢i podil na vysledku prace vyplyvajicim z té€chto
¢innosti. Spole¢nost GSK vSak uhradi témto
osobam nebo poskytovateli (podle okolnosti a
podle informaci téchto 0sob) pifimétené cestovné
a naklady na ubytovani vynalozené v ramci cesty
na zadost spolecnosti GSK za predpokladu, Ze
cestovné a ndklady na ubytovani byly pfedem

pisemné schvaleny spole¢nosti GSK a Ze
spolecnosti GSK budou predlozeny tadné
originaly ti¢tenek.

95

If considered appropriate by GSK, the Principal
Investigator or other Institution personnel
involved with the Clinical Trial may participate
in the Publication Steering Committee (“PSC”)
or core writing team(s) for the Clinical Trial or in
public presentations of the Clinical Trial results.
Persons participating as a member of a PSC, in
core writing team(s)’ activities or in public
presentation of the Clinical Trial 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.

9.6

Poskytovatel a hlavni zkouSejici souhlasi, Ze
spole¢nost GSK miize zvefejnit jména hlavniho
zkousejictho a poskytovatele jako soucast
seznamu  zkouSejicich a  zdravotnickych
zafizeni provadé¢jicich klinické hodnoceni,
kdyz bude provadét zvetejnéni bud’ do registru
protokoli, nebo registru souhrnu vysledkd.
Poskytovatel a hlavni zkouSejici souhlasi, ze
spole¢nost GSK miize zvetejnit vysi financnich
prostiedki poskytnutych poskytovateli
spole¢nosti GSK na provadéni klinického
hodnoceni a jako soucast tohoto zvefejnéni
muze uvést totoznost poskytovatele a hlavniho
zkousejiciho. Hlavni zkousejici souhlasi, ze
pokud hlavni zkousejici v souladu
s podminkami této smlouvy bude vefejné
hovotit nebo publikovat jakykoli ¢lanek nebo
jinou pisemnost tykajici se tohoto klinického
hodnoceni nebo hodnoceného piipravku nebo
jinak souvisejici se spole¢nosti GSK, zveiejni
hlavni  zkousSejici, ze byl zkouSejicim
Vv klinickém hodnoceni.

9.6

Institution and Principal Investigator agree that
GSK may make public the names of the
Principal Investigator and the Institution as part
of a list of investigators and institutions
conducting the Clinical Trial when making
either protocol or results summary register
postings. Institution and Principal Investigator
agree that GSK may make public the amount of
funding provided to Institution by GSK for the
conduct of the Clinical Trial and may identify
Institution and Principal Investigator as part of
this disclosure. Principal Investigator agrees
that when (s)he speaks publicly or publishes
any article or letter about a matter related to the
Clinical Trial or Clinical Trial Product or that
otherwise relates to GSK, Principal Investigator
will disclose that he/she was an investigator for
the Clinical Trial.
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9.7 Jakmile bude klinické hodnoceni zvefejnéno ve | 9.7 Once the Clinical Trial is published in a
védeckém Casopise, muZe spoleénost GSK scientific journal, GSK may list the Clinical
uvést klinické hodnoceni na externi webové Trial on an external website for patient-level
strance pro sdileni (idajii na urovni pacienta pro data sharing for further research and may also
dalsi vyzkum a rovnéz mulze zpfistupnit make available the full Clinical Trial report on
souhrnnou zpravu o klinickém hodnoceni v the GSK register.
registru spole¢nosti GSK.

9.8 Regitelské centrum  muze v souladu | 9.8 Site, consistent with scientific standards and in
s védeckymi standardy a na védeckém foru a scientific forum, may publish or present the
publikovat nebo  prezentovat  vysledky Clinical Trial results from Site’s Clinical Trial
klinického hodnoceni ze studijnich udaja data (an “Institution Publication”), provided
tesitelského centra (,,publikace that the Institution Publication does not also
poskytovatele) za piedpokladu, ze publikace disclose any GSK Confidential Information
poskytovatele mimo vysledky klinického other than the Clinical Trial results from
hodnoceni ze studijnich udaji fesitelského Institution’s Clinical Trial data. Institution
centra také nezvefejni zadné  davérné shall submit to GSK for review and comment
informace spole¢nosti GSK. Poskytovatel any proposed Institution Publication at least
predlozi spoletnosti GSK k posouzeni a thirty (30) days prior to submitting the
komentovani vSechny navrhované publikace Institution Publication to any third party. |If
poskytovatele nejméné tiicet (30) dni pied GSK requests a delay in order to file patent
ptedloZenim publikace poskytovatele jakékoli applications relating to new Clinical Trial
tieti strané. Jestlize si spole¢nost GSK vyzada Product Institution agrees to delay submitting
odklad podani patentovych ptihlasek tykajicich the Institution Publication to any third party for
se hodnoceného 1é¢iva, souhlasi poskytovatel, up to one hundred twenty (120) days after
ze odlozi piedlozeni publikace poskytovatel GSK’s request. Institution also agrees that any
jakékoli tfeti strané po dobu az sto dvaceti Institutional Publication shall only be made
(120) dnt po zadosti spolenosti GSK. after the GSK Publication, consistent with any
Poskytovatel také souhlasi, Ze jakakoli limitations and restrictions that may apply,
publikace poskytovatele bude vytvoiena az po provided that the GSK Publication is submitted
GSK  publikaci v souladu s pfislusnymi within eighteen (18) months after last subject
moznymi omezenimi, za pfedpokladu, ze GSK last visit at all sites as defined in the Clinical
publikace bude piedlozena v prib&éhu osmnacti Trial Protocol. The Institution Publication will
(18) mésici po posledni navstéveé posledniho reference the GSK Publication(s).Institution
subjektu hodnoceni vSech center, jak je agrees that GSK’s financial support of the
definovano protokolem klinického hodnoceni. Clinical Trial will be disclosed in any
Poskytovatel souhlasi, ze v jakékoli publikaci Institution Publication. Institution shall ensure
poskytovatele bude zvefejnéna finanéni that Principal Investigator complies with the
podpora klinického hodnoceni spole¢nosti obligations identified in this subsection.

GSK. Poskytovatel zajisti, ze hlavni zkousSejici
bude dodrZzovat povinnosti uvedené v tomto
podc¢lanku.

9.9 Osobni udaje subjektt klinického hodnoceni, | 9.9 Clinical Trial subjects’ Personal Information,
jako jsou jméno nebo inicidly, nejsou nikdy such as name or initials, shall not be publicly
zvefejiiovany. disclosed at any time.

9.10  Povinnosti v tomto ¢lanku budou pietrvavat po | 9.10  The obligations of this Section shall survive
ukonceni této smlouvy. termination of this Agreement.

10. Ochrana dat. 10. Data Protection

10.1  Poskytovatel a hlavni zkouSejici budou | 10.1  Institution and Principal Investigator shall

dodrzovat a od fyzickych a pravnickych osob
poskytujicich sluzby jejich jménem budou
vyZadovat dodrzovani vSech platnych zakont,
pravidel, predpisi a pokynl wupravujicich
ochranu udaji umoZziujicich uréit totoZnost

comply and shall require any of the persons or
entities performing the Services on their behalf
to comply, with all applicable laws, rules,
regulations, and guidelines governing the
privacy of personally identifiable information
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osob a udaji o zdravotnim stavu pacientl
v Ceské republice.

and patient health information in Czech

Republic.

10.2  PPD zarucuje, ze protokol stanovi mechanismy | 10.2 ~ PPD guarantees that the Protocol establishes
umozniujici odd€leni Gdaji osobni povahy u the mechanisms that allow the disassociation of
subjektt, které se klinického hodnoceni data with a personal nature of the Subjects
ucastni. participating in the Clinical Trial.

10.3  Poskytovatel ujistuje PPD a GSK, Ze hlavni | 10.3  Institution assures PPD and GSK that the
zkousejici pouci subjekty zGcastnéné v Klinickém Principal Investigator shall inform the Subjects
hodnoceni o tom, Ze jejich osobni udaje ziskané involved in the Clinical Trial that all their
prostfednictvim  informovaného souhlasu a personal data collected through the Informed
dalSimi zpusoby budou uchovavany Consent form and other means will be kept in a
v dokumentaci, jejimz vyhradnim vlastnikem je file which is owned by GSK. All personal data
GSK. Sveskerymi shromazdénymi osobnimi collected shall be treated with the privacy,
udaji bude nakladano pti dodrzeni opatfeni na confidentiality and safety measures established
ochranu dat, pro utajeni a bezpenost by the relevant applicable regulation.
stanovenych pfisluSnymi platnymi predpisy.

10.4  Prava tykajici se udaji subjektd Klinického | 10.4  Data Rights of Clinical Trial Subjects
hodnoceni

1) The Parties agree that, as between them,

1) Smluvni strany souhlasi s tim, Ze poskytovatel Institution is best able to manage requests from
bude ze vSech nejlépe schopen spravovat Zadosti Clinical Trial subjects for access, amendment,
subjektii klinického hodnoceni ohledné ptistupu, transfer, blocking, or deletion of Personal
zmény, predani, blokovani nebo vymazu Information. In the event GSK receives a
osobnich tdaji. V ptipadé, Ze spoleénost GSK request from a Clinical Trial subject for such
obdrzi zadost subjektu ohledné takového access, amendment, transfer, blocking, or
pfistupu, zmény, predani, blokovani nebo deletion, GSK shall forward the request to
vymazu, preda zadost poskytovateli. Institution.

2) Poskytovatel bude reagovat na zadosti subjekt | 2) Institution shall respond to Clinical Trial
klinického hodnoceni o pfistup, doplnéni, subjects” requests for access, amendment,
ptevod, blokovani nebo vymaz osobnich udaji v transfer, blocking, or deletion of Personal
souladu s piislusSnymi pravnimi piedpisy a Information in accordance with Applicable
smlouvou. Poskytovatel bere na védomi, ze za Laws and the Agreement. Institution
ucelem zachovani integrity vysledk klinického acknowledges that in order to maintain the
hodnoceni miiZze byt moZnost osobni tdaje integrity of Clinical Trial results, the ability to
upravit, zablokovat nebo vymazat podle amend, block, or delete Personal Information
ptislusnych pravnich pfedpist omezena. may be limited, under Applicable Laws.

3) Spolecnost GSK bere na védomi, ze subjekty | 3) GSK acknowledges that Clinical Trial subjects

klinického hodnoceni mohou sviij informovany
souhlas s tcasti v klinickém hodnoceni a souhlas
se zpracovanim osobnich udaji kdykoli odvolat,
jak je popsano ve formulafi informovaného
souhlasu podepsaném subjektem. Poskytovatel
bude neprodlené informovat spole¢nost GSK o
jakémkoli takovém odvolani, které mtize ovlivnit
pouzivani osobnich udaji podle této smlouvy.
Poskytovatel vynalozi maximalni usili, aby
objasnil, jaka jsou ocekavani subjektu, pokud
subjekt ukon¢i ucast v klinickém hodnoceni,
véetné toho, jaké formy komunikace mize
poskytovatel pouzit k nasledné kontrole
subjektu, je-li to relevantni, ohledné stavu
subjektu klinického hodnoceni po ukondeni

may withdraw their informed consent to
Clinical Trial participation and consent to
Processing of Personal Information at any time
as described in the Informed Consent Form
signed by the Clinical Trial subject. Institution
shall promptly notify GSK of any such
withdrawal that may affect the use of the
Personal Information under the Agreement.
Institution will use its best efforts to clarify
what the Clinical Trial subject’s expectations
are if the Clinical Trial subject withdraws from
the Clinical Trial, including what forms of
communication the Institution may use to
follow-up with the Clinical Trial subject, if any,
about their Clinical Trial subject’s status after
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klinického hodnoceni.

withdrawing from the Clinical Trial.

4) Povinnosti obsazené v tomto ¢lanku 10.4 budou | 4) The obligations of this Section #10.4 shall

pretrvavat po ukonceni této smlouvy. survive termination of this Agreement.
10.5 Ochrana udaju a zabezpeceni 10.5 Data Protection and Security

1. VsSechny smluvni strany budou dodrzovat | 1.  All Parties shall comply with all Applicable Laws,
veSkeré pfislusné pravni predpisy, mimo jiné including without limitation all Applicable
véetné vSech piisluSnych pravnich predpist Laws relating to the privacy and security of
vztahujicich se k soukromi a bezpeénosti Personal Information and shall implement
osobnich daji, a musi zavést vhodna technicka appropriate  technical and organisational
a organizatni opatfeni tak, aby zpracovani measures in such a manner that Processing will
spliiovalo pozadavky obecného nafizeni 0 meet the requirements of the General Data
ochrané¢ udaji  (General Data Protection Protection Regulation (“GDPR”) and ensure
Regulation, ,,GDPR*) a pfislusnych pravnich the protection of the rights of the data subject.
predpisd, a zajistit ochranu prav subjektu udaju.

2. Ve vztahu ke kédovanym udajim klinického | 2. With respect to the coded Clinical Trial data
hodnoceni poskytnutym spole¢nosti GSK jsou provided to GSK, the Institution and GSK are
poskytovatel i spole¢nost GSK povaZzovani za both considered data controllers for the
spravce osobnich idaju s ohledem na zpracovani Processing of the Personal Information and will
osobnich udaji a oba budou jednat v souladu s both act in accordance with the Applicable
pfislusnymi prdvnimi pfedpisy o ochrané Data Protection Law.
osobnich tdaju.

3. Pred zpracovanim jakychkoliv osobnich udaji | 3. Before Processing any Personal Information each
kazda smluvni strana zajisti, Ze pfi vzeti v ivahu party shall ensure, taking into account industry
spravné praxe v ramci oboru, nakladi na good practice, the costs of implementation and
realizaci a povahu, rozsah, kontext a ucel the nature, scope, context and purpose of
zpracovani, jakoz i rizik rizné pravdépodobnosti Processing, as well as the risk of varying
a zavaznosti ve vztahu k pravim a svobodam likelihood and severity for the rights and
fyzickych osob, zavede vhodna technickd a freedoms of natural persons, that appropriate
organiza¢ni opatienti, aby predesla technical and organisational controls are in
neopravnénému nebo nezdkonnému zpracovani place to prevent unauthorised or unlawful
jakychkoli  osobnich udaji, které muize Processing of any Personal Information it may
uchovavat, a k ochrané¢ veskerych takovych hold and to protect any such Personal
osobnich daji pfed nahodnou ztratou, Information from accidental loss, damage or
poskozenim nebo zni¢enim. destruction.

4. Poruseni bezpe¢nosti 4.  Security Breaches

a) Oznameni o poruseni bezpe¢nosti. Smluvni
strany souhlasi s tim, Ze se vzajemné
vyrozumi bez zbyte¢ného odkladu po
zjisténi poruseni bezpecnosti.

i. Oznameni o poruSeni bezpeCnosti
bude zaslano spole¢nosti GSK e-mailem na
adresu xxx;

ii. Oznameni o poruSeni bezpeCnosti
bude poskytovateli zaslano na adresu XxX.

b) V pribéhu vzidjemného vyrozumivani

budou smluvni strany poskytovat, jak to

bude mozné, dostate¢né informace ostatnim
smluvnim strandm tak, aby spole¢né mohly
vyhodnotit poruSeni bezpeénosti a ucinit
veskera pozadovana oznameni jakémukoli
staitnimu organu ve lhit¢ vyzadované

a) Notification of Security Breaches. The Parties
agree to notify each other without undue
delay after of discovery of a Security
Breach.

i. Notice of a Security Breach to GSK,
will be sent via e-mail to xxx

ii. Notice of a Security Breach
Institution will be sent to xxx.

to

b) In the course of notification to each other, the
Parties 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 Applicable
Data Protection Laws. Such information
may include, but is not necessarily limited
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ptislusnymi pravnimi ptfedpisy o ochrané
osobnich udaji. Tyto informace mohou
zahrnovat mimo jiné:
i povahu poruseni bezpeénosti,
kategorie a pfiblizny pocet dotenych
subjekti udaji a zdznamd;

ii. pravdépodobné nasledky
poruseni bezpeénosti, je-li mozné je
uréit, a

iii. veskerd opatfeni pfijatd k
feSeni nebo zmirnéni incidentu.
€) Smluvni strany spole¢né rozhodnou na
zakladé vsech dostupnych informaci a
pfislusnych  pravnich  ptedpist, zda
poruseni bezpecnosti bude povazovano za
poruseni bezpecnosti, které je tieba hlésit, a
zajisti vyrozuméni subjektli udajli a/nebo
statnich organi, vyzaduji-li to pfislusné
pravni predpisy. Pokud se smluvni strany
rozhodnou, ze ozndmeni je Vyzadovano
pfislusnymi pravnimi ptedpisy o ochrané
osobnich 1udaji, smluvni strana, ktera

zpisobila poruSeni bezpecnosti, nese
odpovédnost za poskytnuti takového
oznameni.

d) Souéinnost v ptipadé poruseni bezpe¢nosti.
V pfipad¢ poruseni bezpecnosti tykajiciho
Se osobnich 1udaji a/nebo duvérnych
informaci spole¢nosti GSK shromazdénych
nebo ziskanych smluvni stranou podle této
smlouvy, pfijimajici smluvni strana
souhlasi s tim, Ze poskytne soucinnost a
bude pln€ spolupracovat s odesilajici
stranou v souvislosti s veskerymi internimi
Setfenimi  nebo  externimi  Setfenimi
provadénymi tfetimi stranami, jako jsou

organy ¢inné v trestnim fizeni,
prostiednictvim  poskytovani informaci,
zaméstnancul, rozhovort, materiald,

databazi nebo jinych polozek potiebnych k
uplnému vySetieni a vyfeSeni takovych
incidentd, a poskytne informace nezbytné
pro ucinéni pozadovanych oznameni.
Poskozena smluvni strana souhlasi s tim, ze

pfijme takovd napravnd opatfeni, na
kterych se smluvni strany vzijemné
dohodnou.

e) Zadna ze smluvnich stran nezpiistupni bez
ptedchoziho pisemného souhlasu druhé
strany informace souvisejici s podezienim
na poruseni bezpeCnosti zadné jiné tieti
stran¢ nez dodavateli najatétmu k
vySetfeni/zmirnéni  takového  poruSeni
bezpeCnosti a  vazanému  povinnosti
zachovivat ml&enlivost, s  vyjimkou

c)

d)

to:

i. The nature of the Security Breach the
categories and  approximate
number of data subjects and
records;
likely consequences of the
Security Breach, in so far as
consequences are able to be
determined; and
iii. Any measures taken to address or
mitigate the incident.
The parties will jointly decide on the basis of
all available information and Applicable
Laws 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
Applicable Laws. Where the parties decide
that notification is required by Applicable
Data Protection Laws, the party that incurred
the Security Breach shall be responsible for
providing such notification.

ii. The

Assistance in Event of Security Breach. In the
event of a Security Breach relating to the
Personal Information and/or GSK
Confidential Information collected or received
by a Party under this Agreement, the receiving
Party agrees to assist and fully cooperate with
the sending Party with any internal
investigation or external investigation by third
parties, such as law enforcement, through the
provision of information, employees,
interviews, materials, databases, or any and all
other items required to fully investigate and
resolve any such incidents and provide
information necessary to provide required
notifications. The breached Party agrees to
take such remedial actions as the Parties
mutually agree is warranted.

Neither Party shall disclose, without the other
party’s  prior written approval, any
information related to the suspected Security
Breach to any third party other than a vendor
hired to investigate/mitigate such Security
Breach and bound by confidentiality
obligations, except as required by Applicable
Laws.
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ptipadi, kdy to vyzaduji pfislusné pravni

predpisy. f) Institution agrees to indemnify GSK, for all
f) Poskytovatel souhlasi s tim, Ze spole¢nost losses resulting from any Security Breach due

GSK od8kodni v souvislosti s veSkerymi to negligence or willful misconduct by

ztratami  vyplyvajicimi  z  jakéhokoli Institution, its agents, its Affiliates, or any

poruseni bezpecnosti v disledku nedbalosti vendor retained by Institution, including but

nebo tumyslného pochybeni ze strany not limited to legal damages, government

poskytovatele, jeho zastupcti, pfidruzenych penalties, and/or mitigation expenses.

subjekti nebo jakéhokoli jim najatého

dodavatele, mimo jiné v¢etné nahrad skod,

vladnich sankci a/nebo vydaji na zmirnéni

naklad.

11. HlaSeni nezadoucich piihod 11. Adverse Events Reporting

111 Pro ucely této smlouvy se nezadouci piihodou | 11.1 For the purposes of this Agreement an
(déle jen ,,AE”) rozumi jakakoli necekana Adverse Event (“AE”) shall mean any
zména zdravotniho stavu, bez ohledu na to, untoward medical occurrence whether thought
zda se ma za to, Ze ji zpusobil material nebo to have been caused by the Materials or the
klinické hodnoceni, a zavaznou neZadouci Clinical Trial or not and Serious Adverse
ptihodou (dale jen ,SAE”) se rozumi Event (“SAE”) shall mean any adverse event
nezadouci ptihoda, ktera ma za nasledek which is fatal, life threatening, disabling or
umrti, je zivot ohrozujici, ma za nasledek incapacitating, requires in-patient treatment or
trvalou invaliditu nebo pracovni neschopnost, prolongs existing hospitalization, is a
vyZzaduje hospitalizaci nebo prodlouZi stavajici congenital anomaly in the off-spring of the
hospitalizaci, jde o vrozenou anomalii u patient or which may require intervention to
potomka pacienta, anebo milze vyzadovat prevent the previously stated outcomes.
zasah ktomu, aby se kterémukoli z vyse
uvedenych nasledkt predeslo.

11.2  Veskeré SAE musi byt hlaSeny, jak je stanoveno | 11.2 ~ Any SAE must be reported as defined in the
Vv protokolu, do dvaceti &ty (24) hodin od Protocol within twenty four (24) hours of first
prvniho zjisténi piislusné SAE, s pouzitim knowledge of any SAE and using the electronic
elektronického zadznamu subjektu hodnoceni Case Report Form (“eCRF”). This applies also
(dale jen ,,eCRF”). Plati to i pro jakoukoli for any event that could affect the safety of the
udalost, kterda by mohla ovlivnit bezpeénost Clinical Trial participants or the conduct of the
ucastnikt klinického hodnoceni nebo provadéni Clinical Trial.
klinického hodnoceni.

11.3  Poskytovatel musi zajistit, aby hlavni | 11.3  The institution is responsible for ensuring that
zkousejici vyrozumél GSK, poskytovatele a the Principal Investigator notifies GSK, the
pfislusnou etickou komisi o kazdé nezadouci Institution and the Responsible Ethics
ptihod¢ (v€etné zavaznych nezadoucich Committee of any Adverse Events (including
piihod), k niz v prabéhu klinického hodnoceni Serious Adverse Events) that occur during the
dojde, vsouladu s protokolem a ptislusnymi course of the Clinical Trial in accordance with
etickymi i piedpisy danymi pokyny, a the Protocol, and relevant ethical and
Vv ptipadé poskytovatele a prislusné etické regulatory guidelines, and in the case of the
komise také sjejich internimi pravidly a Institution and the Responsible Ethics
postupy. Committee with their policies and procedures.

114 Nic v této smlouvé nezbavuje poskytovatele ani | 11.4  Nothing in this agreement shall remove or restrict

hlavniho zkousejiciho povinnosti ani neomezuje
jejich povinnost hlasit klinické bezpec¢nostni
informace  vzniklé v pribéhu  klinického
hodnoceni piislusnym  organim v Ceské
republice v souladu s mistnimi povinnostmi, &i

any obligation on Institution and/or Principal
Investigator to report clinical safety information
arising during the Clinical Trial to the regulatory
authorities in Czech Republic, in accordance
with the local requirements or comply with any
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dodrzovat jiné zakonné nebo spravni povinnosti
v souvislosti s klinickym hodnocenim.

other legal or administrative obligation in
connection with the Clinical Trial.

115

Poskytovatel bude subjekty sledovat v souladu
s protokolem. Poskytovatel bude vyzadovat,
aby hlavni zkousSejici neprodlené (do dvaceti
Ctyf (24) hodin poté, co dojde k SAE) nahlasil
pomoci eCRF veskeré SAE, které mohou byt
spojeny s podavanim hodnoceného 1é¢iva, a
k nimz dojde v prubéhu klinického hodnoceni.
Nedodrzeni tohoto ustanoveni je pro PPD
dostatecnym divodem k odstoupeni od této
smlouvy dle ¢lanku 16.

11.5

The Institution shall monitor the Subjects in
accordance with the Protocol. The Institution
shall require the Principal Investigator to
promptly (within twenty-four (24) hours of the
occurrence of any SAE) report via the
electronic eCRF all SAEs that may be
associated with the administration of the
Clinical Trial Product that occurs during the
course of the Clinical Trial. Failure to comply
with this Clause shall constitute reasonable
grounds for PPD to terminate this Agreement
as provided in Clause 16.

11.6

11.7

V ptipadé, ze GSK pouzije pro hodnocené 1é¢ivo
zkoumané vramci klinického hodnoceni sviij
vlastni soubor nebo soubory informaci pro
zkouSejiciho (dale jen ,,IB”), bez ohledu na
zkoumanou indikaci, GSK poskytne v prib¢hu
klinického hodnoceni tento nebo tyto IB a
veskeré jejich aktualizace a dodatky k nim pro
informaci poskytovateli.

Vystupy znezavislé komise pro kontrolu dat
klinického hodnoceni (dale jen ,,IDMC”)
(zejména zapisy z jednani, pribézné analyzy a
veskera doporuceni nebo pozadavky smétujici
od IDMC k poskytovateli, které se tykaji
bezpecnosti subjekti klinického hodnoceni) a
dalsi relevantni tdaje bude poskytovatel
prubézné predavat PPD.

11.6

11.7

In the event that GSK maintains its own
Investigator Brochure(s) (“IB(s)”) for the
Clinical Trial Product(s) being investigated under
the Clinical Trial, regardless of the indication
under study, GSK will provide these IB(s), and
any updates and/or supplements to these IB(s), to
the Institution during the course of the Clinical
Trial for information purposes.

Outputs from the Clinical Trial Independent Data
Monitoring Committee (“IDMC”) (including,
but not limited to, meeting minutes, interim
analyses and any recommendations or requests
made by the IDMC to Institution, which address
the safety of the Clinical Trial Subjects) and
other pertinent data will be provided by
Institution to PPD as they become available.

12.

Archivace a audity

12.

Recordkeeping and Audits

12.1

Poskytovatel a hlavni zkousejici jsou povinni
uchovavat veskeré udaje tykajici se klinického
hodnoceni a provedenych sluzeb a veSkeré dalsi
zdznamy vytvofené v ramci této smlouvy po dobu
minimalné dvaceti péti (25) let od data vydani
kone¢né zpravy/souhrnu klinického hodnoceni
nebo jiné podobné zpravy. GSK bude informovat
hlavniho zkouSejiciho 0 datu, kdy vyprsi
pozadovana archivaéni doba GSK. Po uplynuti
pozadované archivaéni doby GSK a jakéhokoli
dodateéného archivaéniho obdobi
pozadovaného mistnimi, organiza¢nimi,
statnimi, narodnimi a/nebo regula¢nimi pokyny
poskytovatel vymaZze mnebo zni¢i zaznamy
klinického hodnoceni a to v souladu s postupy
poskytovatele pro vymazani anebo zniceni
zaznamu.

12.1

The Institution and Principal Investigator shall
keep complete and systematic data related to the
Clinical Trial and the Services performed and
any other records generated as a part of this
Agreement for at least a minimum of twenty
five (25) years from the issue date of the
Clinical Trial report/summary or equivalent.
GSK will inform the Principal Investigator of
the date on which the GSK required retention
period will expire. After the expiration of the
GSK required retention period, and any
additional ~ period  required by local,
organizational, state, national, and/or regulatory
guidelines, Institution shall delete or destroy
Institution’s Clinical Trial records in accordance
with Institution’s records deletion or destruction
practices.

12.2

Nebudou-li kdykoli béhem lhiity pro uchovavani
hlavni zkouSejici a/nebo poskytovatel schopni
plnit povinnosti tykajici se uchovavani zaznamu
uvedené v tomto ¢lanku (napf. z divodu

12.2

If, at any time during the retention period,
Principal Investigator and/or Institution are
unable to comply with the record retention
responsibilities in this Section (e.g., Principal
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odchodu hlavniho zkousejiciho do dtchodu
nebo protoze hlavni zkousSejici jiz neni
zaméstnan u poskytovatele nebo S nim neni
spojen nebo z divodu uzavieni pracovisté
poskytovatele),  hlavni  zkouSejici  nebo
poskytovatel  ptevedou  odpovédnost za
uchovavani zaznami na jinou smluvni stranu v
ramci poskytovatele nebo na archiv tietich stran
mimo pracovi§té. Hlavni zkousejici nebo
poskytovatel musi pisemné informovat CRO
a/nebo spoleénost GSK pied takovym ptredanim,
s uvedenim jména a adresy nové odpovédné
smluvni strany a ptipadné nové adresy umisténi
souboru.

Investigator retirement; Principal Investigator is
no longer employed by or associated with
Institution; or, Institution site closure), Principal
Investigator or Institution shall transfer
responsibility for record retention to another
party at the Institution or to a third party off-site
archive facility.  Principal Investigator or
Institution must provide written notice to CRO
and/or GSK prior to such transfer which
specifies the name and address of the new
responsible party and, if applicable, the new file
location address.

123  Vbé&né pracovni dobé poskytovatele a po | 12.3  During the Institution’s regular business hours
vyrozuméni piiméfenou dobu pifedem mohou and with reasonable advance notice, PPD, GSK
PPD, GSK ¢i jeji spolecnosti ve skupiné nebo or its Affiliates or their designee may audit the
jimi povéfené osoby provadét audit zaznamd, Institution’s records, facilities, equipment, or
prostor, vybaveni, nebo postupli poskytovatele procedures related to Institution’s obligations
tykajicich se povinnosti poskytovatele na zakladé under this Agreement. Such audits may include,
této smlouvy. Tyto audity mohou zahrnovat without limitation, Institution’s records related to
zejména zaznamy poskytovatele tykajici se the Clinical Trial and the performance of the
Klinického hodnoceni a provadéni sluzeb, s cilem Services, in order to verify Institution’s
ovefit  dodrZzovani  pravidel ze  strany compliance.
poskytovatele.

124 Pokud jakykoli statni nebo regula¢ni utad | 124  If any governmental or regulatory authority
oznami poskytovateli / hlavnimu zkouSejicimu, notifies the Institution/Principal Investigator that
7e bude provadét inspekci zaznamd, zafizeni, it will inspect Institution’s records, facilities,
vybaveni nebo postupti poskytovatele nebo bude equipment, or procedures, or otherwise take
podnikat jiné kroky souvisejici s Klinickym action related to the Clinical Trial and/or the
hodnocenim anebo sluzbami podle této smlouvy, Services under this Agreement,
bude poskytovatel / hlavni  zkouSejici Institution/Principal Investigator shall co-operate
spolupracovat stimto ufadem a oznami to with the authority and notify PPD and GSK as
spole¢nosti PPD a GSK, jakmile to bude mozné soon as is practicable (to the extent possible,
(v ramci svych moznosti v prabéhu dvou (2) within two (2) business days and prior to the
pracovnich dnii a pied inspekci nebo jinymi inspection or action), allow the authority to
kroky), umozni tfadu provést inspekci nebo conduct an inspection or take other legal action,
udinit jiné pravni kroky, umozni spole¢nostem allow PPD and GSK to be present at the
PPD a GSK byt piitomny pfi inspekci nebo se inspection or participate in any response to the
podilet na jakékoli odpovédi na pravni kroky a action, and provide PPD with copies of any
poskytne spole¢nosti PPD kopie vSech zprav reports issued by the authority and Institution’s
vydanych témito Gfady a navrhovanych odpovédi proposed response for GSK’s prior review and
poskytovatele, aby je mohla spolecnost GSK approval (such approval not to be unreasonably
predem posoudit a schvalit (pfi¢emZ toto withheld).
schvéleni nema byt bezdiivodné odpirano).

13. ProhlaSeni a zaruky 13 Representations and Warranties

13.1 Poskytovatel a hlavni zkouSejici prohlasuji a

zarucuji, ze dle svého nejleps§itho védomi a
svédomi nejsou vazani zadnou jinou smlouvou,
ktera by jim mohla branit v uzavieni a plnéni
této smlouvy, byla jim porusena, nebo kterou by
v disledku této smlouvy nesplnili, a Ze nikdo
znich po dobu platnosti této smlouvy Zadnou

13.1 Institution and Principal Investigator represent and

warrant to the best of their knowledge, that the
Institution and the Principal Investigator are not
bound by any other agreement which could
prevent, or be violated by, or under which there
would be a default as a result of, the execution
and performance of this Agreement, and that
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takovou smlouvu, ktera by byla s touto

smlouvou v konfliktu, neuzavfe.

each will not enter into any such conflicting
agreements during the term of this Agreement.

13.2

Poskytovatel prohlasuje a zarucuje, ze zadnym
osobam podilejicim se na klinickém hodnoceni
véetné hlavniho zkousejiciho (i) nebyl ulozen
zakaz vykonu povolani ani nebyly usvédceny
z trestného Cinu, ktery by ktakovému zakazu
mohl vést, podle jakéhokoli zdkona, pravidla ¢&i
predpisu; (b) nebylo odnato opravnéni
testovaciho zafizeni podle platnych mistnich
predpisti; nebo (c) nebylo odnato opravnéni
pusobit jako klinicky zkousejici podle platnych
mistnich predpisi. Bude-li témto osobam
nasledné ulozen zakaz vykonu povolani ¢i se
dozvédi o jakémkoli fizeni nebo hrozicim fizeni,
které by knému  mohlo  vést, a
poskytovatel/hlavni zkouSejici se o tom dozvi,
neprodlené o tom vyrozumi PPD.

13.2

Institution represents and warrants that all
persons involved in the Clinical Trial and the
Principal Investigator (i) have not been debarred
or convicted of a crime which could lead to
debarment under any applicable law, rule or
regulation; (b) have not been disqualified as a
testing facility under applicable local regulation;
or (c) are not disqualified as a clinical
investigator under applicable local regulation. If
such persons later become debarred or receive
notice of any action or threat of action with
respect to debarment and Institution/Principal
Investigator gain knowledge thereof, PPD will
immediately be notified.

13.3

Poskytovatel zadavateli prohlasuje, Ze pro
subjekty zatazené do klinického hodnoceni je
dostupna zdravotni péce pro 1é€bu choroby nebo
onemocnéni, kterého se klinické hodnoceni tyka,
v souladu s mistnimi standardy péce a v ramci
normalniho fungovani systému zdravotnictvi, a
ze po dokonceni klinického hodnoceni
poskytovatel ~ zajisti ~ ptechod subjekti
z klinického hodnoceni do takové zdravotni
péce, nebo subjekty klinického hodnoceni odesle
za ucelem poskytnuti takové péce k jinému
poskytovateli zdravotni péce.

13.3

Institution represents to GSK that medical care
for the disease or condition to which the Clinical
Trial relates is available to Subjects following
the Clinical Trial in accordance with local
standard of care through the usual operations of
the local healthcare system, and that upon
completion of the Clinical Trial, Institution will
appropriate transition Clinical Trial subjects
from the Clinical Trial to such medical care or
refer Subjects to a health care provider for such
medical care.

13.4

Poskytovatel odSkodni GSK a PPD za vSechny
pfimé ztraty, nahrady Skody, zavazky a vydaje
(v€etné vydajii na pravni zastoupeni) vynalozené
PPD a/nebo GSK v dusledku poruseni nékteré ze
zaruk obsazenych v tomto ¢lanku.

134

Institution shall indemnify GSK and PPD against
all direct losses, damages, liabilities and
expenses (including legal expenses) incurred by
PPD and/or GSK as a result of any breach of the
warranties contained in this Clause.

13.5

Hlavni zkousejici timto zarucuje, Ze je opravnén
poskytovat sluzby v prostorich poskytovatele
vlastnim jménem, a Ze plnéni piislusné smlouvy a
pfijeti jakychkoli plateb neporusuje obecné platné
predpisy ani vnitini predpisy poskytovatele nebo
jiné pravnické osoby, sniz je hlavni zkousejici
spojen, ani zadnou smlouvu, jiZ je hlavni
zkousejici vazan. Obdobné hlavni zkousSejici dale
zarucuje, 7e ziskal(a) vSechny potiebné souhlasy
a/nebo predal(a) vSechna prislusna ohlaseni vedeni
poskytovatele nebo jinému regulaénimu nebo
samoregulacnimu organu, vyboru nebo komisi.

135

Principal Investigator hereby warrants that he is
authorized to perform the Services at the
Institution premises under his/her own name and
that the performance of the correspondent
agreement and the acceptance of any payments is
not in violation of legal or internal regulations of
the Institution or other entity to which Principal
Investigator is associated or any agreement to
which Principal Investigator is bound. Likewise,
Principal Investigator further warrants that he/she
has obtained all required consents from and/ or
filed all required notifications to/from the
Institution board or other regulatory or self-
regulatory authority, board or committee.

14.

Omezeni odpovédnosti a nahrada Skody

14.

Limitation of Liability and Indemnification

14.1

Poskytovatel a hlavni zkouSejici odskodni,

14.1

Institution and Principal Investigator shall
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budou hajit a ochrani PPD a GSK i jeji
spolecnosti ve skupiné pred veskerymi
ztratami, $kodami na zdravi, jinymi $kodami,
naklady a vydaji, v€etn¢ zejména pifimétenych
nakladti na pravni zastoupeni, vynaloZenymi
PPD nebo GSK ¢i jejimi spolec¢nostmi ve
skupin¢ v dusledku nedbalosti nebo tmyslného
poruseni povinnosti ze strany poskytovatele
a/nebo hlavniho zkousejiciho.

indemnify, defend and hold harmless PPD and
GSK and its Affiliates from any and all losses,
injuries, harm, costs or expenses, including
without limitation, reasonable attorney's fees,
incurred by PPD or GSK or its Affiliates as a
result of the negligence or willful misconduct
of Institution and/or Principal Investigator.

14.2

14.3

Smluvni strana podrobné pisemné vyrozumi
ostatni smluvni strany co nejdtive je to mozné
o kazdé zalobé podané proti ni tfeti osobou ¢i
hrozici nebo ftizeni zahdjeném proti ni treti
osobou ¢&i hrozicim, v souvislosti, s nimiz
vznese nebo mohla by vznést narok dle clanku
14.1 vyse.

14.2

A Party shall give written notice to the other
Parties as soon as is practicable of the details of
any claim or proceedings brought or threatened
against it by a third party in respect of which a
claim will or may be made under Clause 14.1
above.

14.3.1 V Kkontextu ucasti poskytovatele na
klinickém hodnoceni GSK zbavuje
poskytovatele a jeho zaméstnance a zastupce
zodpovédnosti za vSechny vznesené naroky a
vedena Ci vznesena fizeni (Gsp€Sné nebo
neuspesné) (véetn€é jakychkoli dohod nebo
plateb ex gratia se souhlasem téchto stran a
pfiméfenych nakladi a vydaji na prévni a
expertni sluzby).

a) subjekty nebo jménem subjektd
ucastnicich se klinického hodnoceni (nebo
jejich zavislych osob) proti poskytovateli nebo
jakymkoli jeho zaméstnanciim ¢i zastupcim
za Gjmu na zdravi (véetné umrti) u subjektt v
disledku nebo ve spojitosti s podanim
hodnoceného 1é¢iva (hodnocenych 1é¢iv) nebo
jakéhokoli klinického zakroku ¢&i postupu
poskytovaného nebo vyzadovaného dle
protokolu, kterym by subjekty nebyly
vystavené nebyt jejich ucasti v klinickém
hodnoceni.

b) poskytovatelem, jeho zaméstnanci
nebo zastupci nebo subjektem ¢i jeho jménem
za prohlaseni tykajici se 1écby subjektu, u
kterého doslo k takové ujme na zdravi.

14.3.2 Vyse uvedena indemnita poskytovana
GSK se nebude vztahovat k Zadnému naroku ¢i
fizeni:

a) v rozsahu, kdy takova jma na zdravi
(v€etné umrti) je zplusobend nedbalym ¢i
nespravnym konanim ¢&i zanedbanim nebo
porusenim statutirni povinnosti poskytovatele,
jeho zameéstnancti nebo zastupcti.

b) v rozsahu, kdy takovda Ujma na zdravi
(véetné¢ umrti) je zplUsobena selhanim ze
strany poskytovatele, jeho zaméstnanci nebo
zastupctl pii vedeni klinického hodnoceni v

14.3

14.3.1 In consideration of participation in the
Clinical Trial by the Institution, GSK
indemnifies and holds harmless the Institution
and its employees and agents against all claims
and proceedings (to include any settlements or
ex gratia payments made with the consent of
the parties hereto and reasonable legal and
expert costs and expenses) made or brought
(whether successfully or otherwise).

a) by or on behalf of Subjects taking part in
the Clinical Trial (or their dependants) against
the Institution or any of its employees or
agents, for personal injury (including death) to
Subjects arising out of or relating to the
administration of the Clinical Trial Product(s)
or any clinical intervention or procedure
provided for or required by the Protocol to
which the Subjects would not have been
exposed but for their participation in the
Study.

b) by the Institution, its employees or
agents, or by or on behalf of a Subject for a
declaration concerning the treatment of a
Subject who has suffered such personal injury.

14.3.2 The above indemnity by GSK shall not
apply to any such claim or proceeding:

a) to the extent that such personal injury
(including death) is caused by the negligent or
wrongful acts or omissions or of statutory duty
of the Institution, its employees or agents.

b) to the extent that such personal injury
(including death) is caused by the failure of the
Institution, its employees or agents to conduct
the Clinical Trial in accordance with the
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souladu s protokolem.

c) pokud poskytovatel neinformuje GSK
pisemné o pfijeti ozndmeni o takovém ndroku
nebo fizeni, co nejdiive to bude prakticky
mozné, a pokud na zadost a naklady GSK
nepovoli GSK plnou spravu a fizeni takového
naroku nebo fizeni cestou pravniho zastoupeni
dle vybéru GSK.

d)  pokud poskytovatel, jeho zaméstnanci
nebo zastupci poskytnou jakékoli doznani ve
vztahu k takovému naroku nebo fizeni nebo
provedou jakékoli kroky ve vztahu k
takovému naroku nebo fizeni s negativnim
vlivem na obhajobu bez pisemného souhlasu
GSK, pficemz tento souhlas nebude
bezdivodné odmitan, za predpokladu, Ze tato
podminka se nebude povazovat za poruSenou,
pokud se jednalo o jakékoli fadné ucinéné
prohlaSeni ze strany poskytovatele, jeho
zamgéstnancli nebo zastupcl ve spojitosti s
vnitinimi postupy feSeni stiznosti
poskytovatele, postupy hlaseni nehod nebo
disciplinarnimi fizenimi nebo kde je takové
prohlaSeni nutné ze strany zakona.

14.3.3 GSK bude poskytovateli a jeho
pravnim zastupcim poskytovat kompletni
informace o postupu takového naroku nebo
fizeni, bude s poskytovatelem v plném
rozsahu konzultovat charakter jakékoli
pfipravované obrany a neurovnd jakoukoli
takovou stiznost ¢i fizeni bez schvaleni
poskytovatele (takové schvaleni nebude
bezdivodné odmitano).

14.3.4 Poskytovatel bude, bez omezeni
ustanoveni odstavce 4.3 vySe, vynakladat
priméfenou snahu GSK vcas informovat o
jakychkoli okolnostech, které s piiméfenou
pravdépodobnosti mlizou vést k takovému
naroku ¢i fizeni, kterych si je ptimo védomo, a
bude GSK v rozumné mite informovat o
vyvoji ve vztahu k takovému naroku nebo
fizeni, i kdyz se poskytovatel rozhodne pod
touto indemnitou takovy narok nevznést.
Podobn¢ vynalozi GSK pfiméfenou snahu
informovat  poskytovatele o  jakychkoli
takovych okolnostech a bude poskytovatele v
rozumné mite informovat o vyvoji ve vztahu k
takovému naroku ¢i fizeni vznesenych nebo
vedenych proti samotné GSK.

14.3.5 Poskytovatel a GSK si budou vzajemné
pomahat v pfiméfeném rozsahu s cilem zajistit
ucinné vedeni a feSeni jakéhokoli naroku nebo

Protocol.

€) unless as soon as reasonably practicable
following receipt of notice of such claim or
proceeding, the Institution shall have notified
GSK in writing of it and shall, upon GSK's
request, and at the GSK’s cost, have permitted
GSK to have full care and control of the claim or
proceeding using legal representation of its own
choosing.

d) if the Institution, its employees or agents
shall have made any admission in respect of
such claim or proceeding or taken any action
relating to such claim or proceeding prejudicial
to the defence of it without the written consent
of the GSK such consent not to be
unreasonably withheld provided that this
condition shall not be treated as breached by
any statement properly made by the Institution,
its employees or agents in the connection with
the operation of the Institution’s internal
complaint procedures, accident reporting
procedures or disciplinary procedures or where
such statement is required by law.

14.3.3 GSK shall keep the Institution and its
legal advisers fully informed of the progress of
any such claim or proceeding, will consult fully
with the Institution on the nature of any
defence to be advanced and will not settle any
such claim or proceeding without approval of
the Institution (such approval is not to be
unreasonably withheld).

14.3.4 Without prejudice to the provisions of
paragraph 14.3.3 above, the Institution will use
its reasonable endeavours to inform GSK
promptly of any circumstances reasonably
thought likely to give rise to such claim or
proceedings of which it is directly aware and
shall keep GSK reasonably informed of
developments in relation to any such claim or
proceeding even where the Institution decides
not to make a claim under this indemnity.
Likewise, GSK shall use its reasonable
endeavours to inform the Institution of any
such circumstances and shall keep the
Institution reasonably informed of
developments in relation to any such claim or
proceeding made or brought against GSK
alone.

1435 The Institution and GSK will each
give to the other such help as may reasonably
be required for the efficient conduct and
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fizeni ze strany subjektli nebo jejich jménem
(nebo jejich zavislych osob) nebo ve vztahu k
takovému prohlaseni, jak je uvedeno v
odstavci 14.3.1 vyse.

14.3.6 Pokud poskytovatel poskytne 1ékatskou
péci subjektu klinického hodnoceni za uc¢elem
1écby tjmy na zdravi souvisejici s klinickym
hodnocenim za okolnosti popsanych ve
schvaleném informovaném souhlasu
klinického hodnoceni jako zdravotnické
naklady, které bude hradit GSK, uhradi GSK
poskytovateli kromé kompenzace za vedeni
klinického hodnoceni také piimo jménem
subjektu naklady na tuto poskytnutou péci.

Tento zavazek neméni povinnost GSK
poskytnout odskodnéni a nedotykd se
jakéhokoli naroku ze strany GSK vuci

poskytovateli v piipadé, Ze (jma na zdravi
spojena s klinickym hodnocenim vznikla v
disledku  nedbalosti nebo  nedodrzeni
protokolu ze strany poskytovatele.

Pro ucely této indemnity bude pojem
»zastupci zahrnovat, bez omezeni, veskery
oSetfovatelsky nebo  jiny  zdravotnicky
personal poskytujici sluzby poskytovateli v
ramci smlouvy na sluzby nebo jinak a veskeré
osoby provadéjici pro poskytovatele praci pod
takovou smlouvou ve spojitosti s takovym
zafizenim a vybavenim poskytovatele, jaké
poskytuje pro toto klinické hodnoceni dle
odstavce 14.3.2 vyse.

handling of any claim or proceeding by or on
behalf of Subjects (or their dependants) or
concerning such a declaration as is referred to
in paragraph 14.3.1 above.

14.3.6 In addition to the compensation to be
paid to the Institution for the conduct of the
Clinical Trial, if Institution provides medical
care to a Clinical Trial subject to treat a study-
related injury under circumstances described in
the approved Clinical Trial 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 and is without
prejudice to any claim that GSK may have
against the Institution in the event the study-
related injury was caused by the Instution’s
negligence or failure to follow the Protocol.

For the purposes of this indemnity, the
expression "agents” shall be deemed to include
without limitation any nurse or other health
professional  providing services to the
Institution under a contract for services or
otherwise and any person carrying out work for
the Institution under such a contract connected
with such of the Institution’s facilities and
equipment as are made available for the
Clinical Trial under paragraph 14.3.2 above.

144

Nic v tomto ¢lanku 14 ani jinde v této smlouvé
nevyluCuje ani jinak neomezuje odpovédnost
poskytovatele za (i) podvod, (ii) umrti nebo
Skodu na zdravi zpiisobenou jeho nedbalosti; a
(iii) jakoukoli odpovédnost v rozsahu, v jakém
jeji vylouceni nebo omezeni zakon zakazuje.

144

Nothing in this Clause 14 or otherwise in this
Agreement shall exclude or in any way limit
Institution’ liability for (i) fraud, (ii) death or
personal injury caused by its negligence; and
(iii) any liability to the extent the same may not
be excluded or limited as a matter of law.

14.5

Z4dnd smluvni strana nenese vii¢i ostatnim
smluvnim stranam odpovédnost za nahrady
ulozené jako trest nebo exemplarng, ani za
nepiimé a nasledné ztraty a Skody vzniklé
porusenim této smlouvy, a to ani v ptipadé, Ze
byly ostatni smluvni strany na moZnost
takovych skod upozornény.

14.5

No Party shall be liable to the other Parties for
any punitive, exemplary damages or for an
indirect or consequential loss or damage
resulting from any breach of this Agreement
even if the other Parties have been advised of
the possibility of such damages.

14.6

Zavazek kazdé smluvni strany odskodnit a
ochranit druhou stranu nebo ostatni strany je
podminén tim, Ze opravnéna strana: (i) pisemné
vyrozuméla povinnou stranu o naroku,
pozadavku nebo zalobé vzniklé z Cinnosti
podléhajici odskodnéni do deseti (10) dnl poté,
CO se strana opravnéna sama o tomto naroku,
pozadavku nebo Zalobé dozvédéla, (i) umozni

14.6

Each Party's agreement to indemnify and hold
the other Party or Parties harmless is
conditional on the indemnified Party (i)
providing written notice to the indemnifying
Party of any claim, demand or action arising
out of the indemnified activities within ten (10)
days after the indemnified Party has knowledge
of such claim, demand or action, (ii) permitting
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strané povinné, aby plné¢ prevzala Setieni,
ptipravu a obhajobu ve véci naroku nebo
zaloby, (iii) poskytne strané povinné, na
pfimétené naklady povinné strany, soucinnost
pfi Setfeni, pfipravé a obhajobé ve véci, a (iv)
ve véci neuzavie smir ¢i narovnani bez
pisemného souhlasu strany povinné.

the indemnifying Party to assume full
responsibility to investigate, prepare for and
defend against any such claim or demand, (iii)
assisting the indemnifying Party, at the
indemnifying Party's reasonable expense, in the
investigation of, preparation for and defense of
any such claim or demand, and (iv) not
compromising or settling such claim or demand

without the indemnifying Party's written
consent.
14.7. Povinnosti stanovené timto ¢lankem ztistavaji 14.7 The obligations of this Clause shall survive

Vv platnosti i po zaniku této smlouvy. termination of this Agreement.

15. Vypovéd’ smlouvy 15. Termination

151  PPD miZe tuto smlouvu kdykoli vypovédét bez | 15.1  PPD may terminate this Agreement at any time,
udani davodu s vypovédni Ihiitou tficeti (30) dni without cause, by giving thirty (30) days written
zaslanim pisemné vypovédi poskytovateli a notice to the Institution and Principal
hlavnimu zkousejicimu, v nasledujicich Investigator if any of the following conditions
ptipadech: occur:

i RA/EC nebo jiny piislusny organ ji i the authorization and approval to
odejme povoleni a souhlas k provadéni perform the Clinical Trial in Czech
Klinického  hodnoceni v Ceské Republic is withdrawn by the RA/EC or
republice; any other competent authority;

ii. Vv ptipadé zaniku smlouvy mezi PPD a i if PPD 's agreement with the GSK is
GSK; terminated,;

iii. pokud dostupné udaje ukazuji, Ze neni iii.  ifavailable data indicate that it is not safe
bezpeéné  pokratovat vV podavani to continue to administer the Clinical
hodnoceného piipravku subjektim; Trial Product to Subjects;

iv nebude-li dosaZeno celkového cilového iv if overall Clinical Trial enrollment has
poCtu zafazenych subjektd, i kdyz not been met, even if the enrollment at
zafazovani u poskytovatele neni dosud the Institution has not been completed,;
ukonéeno;

v hlavni zkouSejici nemize v ¢innosti v the Principal Investigator is unable to
pokraovat a smluvni strany se continue and an acceptable successor is
nedohodnou na vyhovujicim néstupci; not agreed upon;

Vi V piipadé Spatného dodrzovani Vi adherence to the Protocol is poor, or
protokolu, nebo soustavné nepiesného Clinical Trial data recording is
¢i netplného zaznamu tdaji klinického chronically inaccurate or incomplete;
hodnoceni;

vii ukonceni klinického hodnocenti; vii the Clinical Trial is terminated:;

viii podstatné poruseni této smlouvy; nebo viii material breach of this Agreement; or

ix vzajemnou dohodou smluvnich stran. ix by mutual agreement of the Parties.

152 Vptipadé, Ze bude tato smlouva zjakéhokoli | 15.2  In the event this Agreement is terminated for any

divodu vypovézena pred koncem klinického
hodnoceni, podnikne poskytovatel kroky, které

reason prior to the end of the Clinical Trial, the
Institution shall take all reasonable steps required
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153

po ném bude PPD spravedlivé pozadovat, véetné
komunikace se subjekty, aby napomohl
dokonceni klinického hodnoceni v nahradnim
fesitelském centru uréeném PPD. V takovém
ptipadé (a kromé piipadid, kdy smlouva zanikla
v dtisledku poruseni povinnosti poskytovatele dle
této smlouvy) PPD uhradi poskytovateli
pfiméfené  piimé naklady  vynaloZzené
v souvislosti s ptesunem klinického hodnoceni, a
dale pfiméfené jinak neuhrazené naklady
vynalozené a nezrusitelné zavazky uzaviené pied
obdrzenim informace o vypovedi
poskytovatelem.

Vypovéd této smlouvy kteroukoli smluvni
stranou nema vliv na prava a povinnosti
smluvnich stran, které wvznikly pred datem
ucinnosti vypovedi.

153

by PPD, including communicating with the
Subjects, to facilitate completion of the Clinical
Trial at an alternative clinical site designated by
PPD. In such event, PPD will (except where the
termination was as a result of the breach by the
Institution of its obligation under this
Agreement) reimburse the Institution for its
reasonable direct costs incurred in connection
with such transfer, as well as for reasonable non-
reimbursed costs incurred and non-cancellable
commitments made prior to the receipt by the
Institution that the Agreement will be terminated.

Termination of this Agreement by any Party
shall not affect the rights and obligations of the
Parties that have accrued prior to the effective
date of the termination.

16. U&inek piedéasného zaniku smlouvy

16. Effect of Termination

16.1

V piipadé¢ vypovédi smlouvy budou ¢astky, na
které na zakladé této smlouvy vznikd narok,
omezeny na pomémé kracenou odménu dle
sluzeb skutecné poskytnutych dle protokolu,
stanovenou dle Prilohy 1.

16.1

In the event of termination, the sum payable
under this Agreement shall be limited to prorated
fees based on actual Services performed pursuant
to the Protocol as determined in accordance with
the Budget.

16.2

Po dokonéeni Klinického hodnoceni nebo
predéasném zaniku této smlouvy poskytovatel
a hlavni zkousSejici zajisti, aby veskeré udaje,
informace, zpravy a vysledky klinického
hodnoceni byly fadné zaneseny do eCRF a
pifedany PPD, a vrati PPD veskeré informace.

16.2

Upon completion of the Clinical Trial or earlier
termination thereof, Institution and/or Principal
Investigator shall ensure that all data,
information, reports and Clinical Trial results
are properly recorded in eCRFs and submitted
to PPD and shall return to PPD all Information.

16.3

Po dokonéeni klinického hodnoceni nebo
predCasném zaniku této smlouvy bude veskeré
nepouzité hodnocené 1é¢ivo a/nebo material
dodany poskytovateli a hlavnimu zkousejicimu
spole¢nosti GSK ¢i PPD nebo jejich jménem
vracen PPD, jak je popsano v ¢lanku 3.

16.3

Upon completion of the Clinical Trial or early
termination thereof, all unused Clinical Trial
Product, and/or Materials furnished to
Institution and/or Principal Investigator by or
on behalf of GSK or PPD shall be returned to
PPD, as described in Clause 3.

16.4

Ihned po obdrzeni vypovédi poskytovatel a
hlavni zkousejici ukonéi zafazovani subjekti do
klinického hodnoceni, na subjektech jiz
zatazenych do protokolu v mife, vjaké je to
z I¢katského hlediska mozné, zastavi provadéni
ukonu klinického hodnoceni, a v maximalné
mozné mife se zdrzi vynakladani dalSich nakladt
a vydaju.

16.4

Immediately upon receipt of a notice of
termination, Institution and Principal Investigator
shall cease entering Subjects into the Clinical
Trial, cease conducting procedures to the extent
medically permissible on Subjects already
entered into the Protocol, and refrain from
incurring additional costs and expenses to the
extent possible

16.5

VSechna ustanoveni této smlouvy, z jejichz
povahy vyplyva, Ze maji zustat v platnosti i po
jejim zaniku, zistavaji po zaniku této smlouvy
v platnosti, zejména ¢lanky 1, 2, 3, 4,5, 7, 8, 9,
10, 11, 12, 14, 15, 16, 17, 18,19 a 20.

16.5

All provisions of this Agreement that by their
nature would be expected to survive
termination of this Agreement shall survive
such termination, including - but not limited to
—Clauses 1, 2, 3,4,5,7,8,9, 10, 11, 12, 14, 15,
16, 17, 18, 19 and 20.
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17. DodrZovani zakoni a lidskych prav 17. Compliance with Laws and Human Rights

17.1  Kazda smluvni strana bude plnit své povinnosti | 17.1  Each Party shall perform its obligations under
z této smlouvy zpusobem, ktery je v souladu this Agreement in a manner that complies with
s veSskerymi ptedpisy, jez se vztahuji na jeji all applicable laws in relation to, or otherwise
povinnosti vyplyvajici z této smlouvy nebo se relevant to, its obligations under this
jich jinak dotykaji, a bezodkladné¢ vyrozumi Agreement and shall promptly notify the other
ostatni smluvni strany, pokud obdrzi pisemné Parties if it receives a written allegation of non-
obvinéni z nedodrzovani jakéhokoli predpisu compliance with any such law by any person
kteroukoli osobou, kterda ma vztah kjejimu which relates to its performance of such
plnéni uvedenych povinnosti. obligations.

17.2  Poskytovatel a hlavni zkouSejici (dale jen | 17.2  Institution and the Principal Investigator (the
oresitelské  centrum”)  pfistupuji  na “Site”) agrees to the terms of the GSK Anti-
protiuplatkaiské a protikorupéni podminky Bribery and Anti-Corruption Terms set forth in
GSK, které tvoii Prilohu 2 této smlouvy. Schedule 2.

17.3  Kazda smluvni strana vyslovné prohlasuje, ze | 17.3 ~ Each Party expressly agrees that this
tato smlouva byla uzaviena po fadném Agreement is the result of arms-length
obchodnim jednani, a Ze Zadna smluvni strana negotiations, and that neither Party has entered
tuto smlouvu neuzaviela z korupéniho davodu, into this Agreement with a corrupt motive to
aby ziskala nebo si udrzela zakazky, nebo aby obtain or retain business or to secure an unfair
ziskala neopravnénou obchodni vyhodu. business advantage.

17.4  Kazda smluvni strana se timto zavazuje a | 17.4  Each Party hereby warrants and undertakes that
zaruuje, ze soustavné povede spravné a they shall at all material times keep and
aktualni zaznamy k zajisténi, aby byly veskeré maintain accurate and up to date accounting
transakce tykajici se této smlouvy dostateéné records to ensure that all transactions relating
zdokumentovany. to this Agreement are sufficiently documented.

175  Poskytovatel pii respektovani prava svych | 17.5 Respectful of its employees right to freedom of
zaméstnanct na svobodu sdruzovani podle svého association, Institution represents and warrants,
nejlepsiho védomi prohlasuje a zaruduje, Ze v to the best of its knowledge, that in connection
souvislosti s touto smlouvou respektuje lidska with this Agreement, it respects the human rights
prava svého personalu a nevyuziva détskou praci of its staff and does not employ child labor,
ani nucenou praci a neuplatiiuje nebezpecné forced labor, unsafe working conditions,
pracovni podminky, diskriminaci chranénych discrimination of protected characteristic or cruel
vlastnosti nebo krutd nebo zneuzivajici or abusive disciplinary practices in the
disciplinarni opatieni na pracovisti, a Ze vyplaci workplace; and that it pays each employee at
kazdému zaméstnanci alespofi minimalni mzdu, least the minimum wage, provides each
poskytuje  kazdému zaméstnanci  vSechny employee with all legally mandated benefits, and
zakonem stanovené davky a dodrzuje platné complies with the Applicable Laws on working
zakony o pracovni dobé a prava zaméstnancli v hours and employment rights in the countries in
zemich, ve kterych pisobi. Poskytovatel musi which it operates. Institution shall be respectful
respektovat pravo svého zaméstnance na of its employee’s right to freedom of association,
svobodu sdruzovani a podporovat dodrzovani and Institution shall encourage compliance with
téchto norem jakymkoli dodavatelem zbozi nebo these standards by any supplier of goods or
sluzeb, kterého vyuziva pii plnéni svych services that it uses in performing its obligations
povinnosti podle této sSmlouvy. under this Agreement.

18. Rozhodné pravo a piislu§nost soudu 18. Applicable law and competent jurisdiction

18.1 Tato smlouva se fidi pravnim fidem Ceské | 18.1  This Agreement shall be governed by and

republiky.

interpreted in accordance with the laws of
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Czech Republic.

18.2  Smluvni strany se vyslovné vzdavaji jakékoli | 18.2  The Parties, expressly waiving any other
jiné jurisdikce, na kterou maji pfipadné narok, jurisdiction to which they might be entitled,
a Sjednavaji, Ze veskeré spory, které vzniknou agree to submit any disputes arising out or in
ztéto smlouvy nebo v souvislosti sni (bez connection with this Agreement (whether of a
ohledu na to, zda budou smluvni ¢i jiné contractual or non-contractual nature) to the
povahy) budou fesit vécné a mistné piislusné appropriate Courts of Czech Republic.
soudy Ceské republiky.
20. Zavérefna ustanoveni 20. Miscellaneous
20.1  Vztah nezavislého dodavatele 20.1  Independent Contractor
Poskytovatel ~ véetné svych  zastupcu a The Institution, including its agents and
zaméstnanci je vzdy nezavislym dodavatelem a employees, shall be an independent contractor
nikoli zastupcem PPD nebo GSK, a nema at all times, and shall not be an agent of PPD or
skute¢né, zdanlivé ani micky predpokladané GSK and shall have no actual, apparent or
opravnéni zavazovat PPD nebo GSK jakymkoli implied authority to bind PPD or GSK in any
zpusobem a kjakékoli povinnosti. Hlavni manner or to any obligation whatsoever. The
zkousejici neni a nepovaZuje se za zaméstnance Principal Investigator shall not be or be
PPD ani GSK, a nema narok na zadné deemed to be an employee of PPD or GSK and
zaméstnanecké vyhody poskytované shall not be entitled to any benefits available to
zamgstnancum PPD nebo GSK. employees of PPD or GSK.
20.2  Ptevod smlouvy 20.2  Assignment
Poskytovatel bez pisemného souhlasu PPD tuto Institution shall not assign this Agreement in
smlouvu ani zadnou jeji Cast nepifevede na whole or in part to any other Party and shall not
jinou osobu a nejmenuje jinou osobu jako appoint any other person as Principal
hlavniho zkous$ejiciho. PPD muze tuto smlouvu Investigator without PPD's written consent.
nebo jeji Cast prevést bez souhlasu PPD may assign this Agreement in whole or in
poskytovatele/ hlavniho zkousejiciho, a to i na part, including to any corporate parent, affiliate
svou matefskou spole¢nost, spole¢nost ve or subsidiary of PPD, without the Principal
skuping nebo dcefinou spolecnost. Investigator’s/Institution's consent.
This Agreement shall be binding upon the
Tato smlouva je zavazna pro smluvni strany, Parties, their legal representatives, successors
jejich zakonné =zastupce, pravni nastupce a and permitted assigns.
povolené nabyvatele jejich prav.
20.3  PouZivani nazvu 20.3  Use of Name
Z4dna smluvni strana nevyda (ani neda vydat No Party shall make (or have made on its behalf)
svym jménem) zadné (stni ani pisemné any oral or written release of any statement,
prohlaseni, informaci, reklamni nebo propagacni information, advertisement or publicity in
sdéleni v souvislosti s touto smlouvou, vV némz connection with this Agreement which uses the
by pouzila nazvy, symboly nebo ochranné other Parties names, symbols, or trademarks
znamky jinych smluvnich stran, bez pedchoziho without the other Parties prior written approval.
pisemného souhlasu ostatnich smluvnich stran.
204  Oznamovani 20.4  Notices
@ Veskera oznameni dle této smlouvy se (@) All notices under this Agreement shall
zasilaji ~ vyplacené¢ doporucenou i be sent by registered or certified mail,
obdobnou postou, anebo kuryrni postage prepaid, or by overnight courier
sluzbou. Oznameni mohou byt zaslana service.  Notices may be sent by
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i faxem nebo e-mailem, s tim, Ze budou
nasledné potvrzena zasilkou, jak je
uvedeno vyse.

facsimile or e-mail, if confirmed by also
sending as described above.

(b)

Oznémeni vztahujici se k této smlouve
se zasilaji na adresy:

Notices pertaining to this
shall be sent to:

(b)

Agreement

Pokud spole¢nosti PPD/ If to PPD:

PPD Czech Republic, s.r.o.,
Budgjovicka alej

Antala Staska 2027/79

140 00 Prague 4

Czech Republic

Pokud poskytovateli / If to Institution:

Uherskohradist’ska nemocnice a.s.

J. E. Purkyné 365
686 06 Uherské Hradisté

K rukam / Attn: sekretariat feditele

Tel.: xxx
Email: xxx

Pokud hlavnimu zkouSejicimu /If to Principal Investigator:

MUDr. xxx

Uherskohradist’ska nemocnice a.s.

J. E. Purkyné 365

686 06 Uherské Hradisté
Tel.: xxx

Email: xxx

(c) Krome pripadd popsanych v oddile 10.5 této smlouvy
pro piipad poruseni zabezpeCeni nebude e-mail platnou
metodou pfenosu oznameni podle této smlouvy.

(c) Other than as described under Section #10.5 of this
Agreement for Security Breach, email shall not be a valid
method to transmit Notices under this Agreement.

20.5  Deélitelnost smlouvy 20.5  Severability
Bude-li nékteré ustanoveni této smlouvy If any provision(s) of this Agreement should be
v jakémkoli ohledu nezakonné nebo illegal or unenforceable in any respect, the
nevymahatelné, nema to vliv na zakonnost a legality and enforceability of the remaining
vymahatelnost ~ ostatnich  ustanoveni  této provisions of this Agreement shall not in any
smlouvy. way be affected.

20.6  Vzdani se ustanoveni; zména smlouvy 20.6  Waiver; Modification of Agreement

Jakékoli vzdani se nékterého ustanoveni, dodatek
¢i zména kterékoli podminky této smlouvy jsou
platné pouze tehdy, jsou-li vyhotoveny pisemné a
podepsany  opravnénymi  zastupci  vSech
smluvnich stran. SkuteCnost, Ze Se néktera
smluvni strana nedomaha urcitych svych prav
Z této smlouvy, nesmi byt vykladana jako vzdani
se téchto prav, a vzdani se urcitych prav nékterou
smluvni stranou v jednom ¢&i vice piipadech
nesmi byt vykladano jako pokracujici vzdani se
téchto prav nebo vzdani se téchto prav v jinych
ptipadech.

No waiver, amendment, or modification of any
of the terms of this Agreement shall be valid
unless in writing and signed by authorized
representatives of all Parties. Failure by any
Party to enforce any rights under this Agreement
shall not be construed as a waiver of such rights
nor shall a waiver by any Party in one or more
instances be construed as constituting a
continuing waiver or as a waiver in other
instances.
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20.7

Vys8i moc

20.7

Force Majeure

Ocitne-li se néktera smluvni strana v prodleni
Splnénim své povinnosti dle této smlouvy
v disledku stavky, vyluky, nebo jinych
hromadnych pracovnépravnich spori u treti
osoby; anebo v disledku nepokoju, povstani,
valky, neptiznivého pocasi ¢i zivelni udalosti;
je po dobu trvani takové prekazky plnéni
zproSténa. Smluvni strana, ktera je v prodleni,
0 udalosti, ktera prodleni zptisobila, neprodlené
pisemné Vyrozumi ostatni smluvni strany.

If any Party is delayed in performing an
obligation under this Agreement by strike,
lockout, or other labour troubles of a third
party; by restrictive governmental or judicial
order not directly related to this Agreement; or
by riots, insurrection, war, inclement weather,
or Acts of God; performance is excused for the
period of such delay. The delayed Party shall
promptly notify the other Parties in writing of
the delaying event.

20.8

Neexistence jinych ustanoveni

20.8 Entire Agreement

Tato smlouva véetné svych ptiloh predstavuje
celou smlouvu a ujednani mezi smluvnimi
stranami ve véci svého prfedmétu, a rusi a
nahrazuje veskeré predchozi smlouvy, dohody
¢i ujedndni mezi smluvnimi stranami, at’ uz
ustni nebo pisemné. Z pisemnych a ustnich
ukonti u¢inénych Vjednani mezi Smluvnimi
stranami pfed uzavienim této smlouvy
nevyplyva ani implicitné Zzadné prohlaseni,
zavazek ani pfislib, ktery by nebyl vyslovné
uveden v této smlouve.

This Agreement and its exhibits constitute the
entire agreement and understanding between
the Parties with respect to the subject matter
hereof and supersedes any prior agreement,
understanding or arrangement between the
Parties, whether oral or in writing. No
representation, undertaking or promise shall be
taken to have been given or be implied from
anything said or written in negotiations
between the Parties prior to this Agreement
except as expressly stated in this Agreement.

20.9

Zavérecna ustanoveni

20.9

Miscellaneous

(b)

(@)

Pro tucely této smlouvy se ,spolec¢nosti ve
skupiné*“ rozumi pravnicka osoba, ktera ovlada
stranu této smlouvy, je ji ovladdana, nebo je
spolu s ni ovladana stejnou ovladajici osobou.
V tomto kontextu se ,,ovladanim‘ rozumi: (1)
skutec¢nost, ze danid osoba vlastni, pfimo ¢i
nepiimo, alesponi Ctyficet procent (40%)
hlasovacich prav v jiné pravnické osobé; (2)
moznost jedné osoby usmértiovat fizeni nebo
strategii druhé osoby, na zaklad¢ smlouvy &i
jinak; (3) jiné wvztahy mez GSK nebo
poskytovatelem a danou pravnickou osobou, o
nichz se GSK a poskytovatel pisemné dohodli,
ze lze dany subjekt povazovat za ,,spole¢nost
ve skupiné“ GSK, resp. poskytovatele.

Spole¢nosti PPD nebo GSK mohou poskytnout
nasledujici podpirnd oOpatfeni pro posileni
kapacity poskytovatele v oblasti vyzkumu pro
prospéch lidského spolecenstvi. Spole¢nost
PPD, GSK a poskytovatel souhlasi, ze jakékoli
Z téchto opatfeni, které mize spole¢nost PPD
nebo GSK poskytovat, neni zamysleno pouze
pro vyluény prospéch klinického hodnoceni
nebo klinickych hodnoceni spole¢nosti GSK
vSeobecné, nebo aby pifimélo poskytovatele
k acasti v klinickém hodnoceni nebo aby

@)

(b)

For the purposes of this Agreement,
“Affiliate” means any entity that controls, is
controlled by, or is under common control
with, a party to this Agreement. In this
context, “control” shall mean (1) ownership by
one entity, directly or indirectly, of at least
forty percent (40%) of the voting stock of
another entity; (2) power of one entity to direct
the management or policies of another entity,
by contract or otherwise; or (3) any other
relationship between GSK or Institution and
an entity which GSK and Institution have
agreed in writing may be considered an
“Affiliate” of GSK or Institution (as the case
may be)

PPD or GSK may provide the following
supportive measures to strengthen the
Institution’s research capacity for the benefit of
the community. PPD, GSK and the Institution
agree that any of these measures that may be
provided by PPD or GSK are not intended to
be for the exclusive benefit of the Clinical Trial
or of GSK studies generally, or to induce the
Institution to participate in the Clinical Trial or
to induce or reward any use, purchase,
recommendation, or prescription of GSK
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(©)

(d)

navodilo nebo odménilo jakékoli pouzivani,
nakup, doporuceni nebo ptedepisovani
ptipravkt spoleénosti GSK. Spoleénost GSK a
poskytovatel také souhlasi, ze jakakoli z téchto
opatfeni, Kktera mohou byt poskytnuta
spole¢nosti  PPD  nebo  GSK, jsou
poskytovatelem a mistni komunitou zamyslena
jako dlouhodobé fungujici po skonceni
klinického hodnoceni.

Spole¢nost GSK a poskytovatel usilovaly o
dohodu s kli¢ovymi zainteresovanymi
externimi Stranami véetné etickych komisi,
vyzkumnych zkouSejicich, narodni vlady,
ministerstva zdravotnictvi, mistnich
zdravotnich ufadd, etickych skupin, nevladnich
organizaci nebo zastupcti komunit, které se
mohou tucastnit klinického hodnoceni, Ze je
vhodné provadét klinické hodnoceni v zafizeni
poskytovatele vcetné rozhovort o lécebnych
standardech, které budou poskytovany
v priibéhu klinického hodnoceni, védeckého
zduvodnéni  zakroktt  (vCetné  placeba),
poskytovani zdravotni péfe subjektim po
skondeni klinického hodnoceni, a osudu
jakéhokoliv ~ zafizeni  vytvofeného  pro
provadéni klinického hodnoceni.

Poskytovatel souhlasi, Ze se ocekava, Zze
vSechny narodné schvélené 1éCivé pripravky,
Které nejsou pfedmétem klinického hodnoceni,
ale jsou nutné pro béznou pééi o subjekty
Klinického hodnoceni v prib&hu a po skonceni
Klinického hodnoceni pfi onemocnéni nebo
stavu, snimz klinické hodnoceni souvisi,
budou dostupné subjektim  klinického
hodnoceni a budou hrazeny prostiednictvim
obvyklych postupli mistniho zdravotnického
systému nezavisle na klinickém hodnoceni a
bez oéekavani podpory spole¢nosti GSK.

(e) Poskytovatel se zavazuje, ze zvefejni smlouvu

v registru smluv v souladu se zakonem
340/2015 Sh. o registru smluv v rozsahu
stanoveném timto zakonem a
odsouhlaseném spolec¢nosti PPD/GSK do
péti (5) pracovnich dni ode dne posledniho
podpisu a informuje o jejim zvefejnéni
spoleénost PPD emailem. V pfipadé, ze
spole¢nost PPD neobdrzi potvrzeni 0
zvetejnéni smlouvy do péti (5) pracovnich
dni ode dne posledniho podpisu, je
opravnéna podniknout piislusné kroky
k jejimu zvetejnéni.

(f) Tato smlouva je vyhotovena v deském a

anglickém jazyce, pfiCemz v ptipadé
rozporu mezi jazykovymi verzemi ma pfi

(©

(d)

(9)

products. GSK and the Institution also agree
that any of these measures that may be
provided by PPD or GSK are intended to be
sustainable by the Institution and the local
community following the Clinical Trial.

GSK and the Institution have sought agreement
with key interested external parties, including
ethics committees, research investigators,
national government, health ministry, local
health authorities, ethics groups, non-
governmental organisations, or representatives
of the communities who might participate in
the Clinical Trial, that it is appropriate to
conduct the Clinical Trial at the Institution,
including discussion of the standard of care to
be provided during the Clinical Trial, the
scientific rationale for interventions (including
placebo), the provision of healthcare for
subjects after the Clinical Trial, and the fate of
any capacity built for the conduct of the
Clinical Trial.

The Institution agrees that any nationally-
licensed medicinal products that are not the
subject of the Clinical Trial but are required
for the routine care of a Clinical Trial subject
during and after the Clinical Trial for the
disease or condition to which the Clinical Trial
relates are expected to be available to the
Clinical Trial subject and funded through the
usual operations of the local healthcare system
independently from the Clinical Trial and
without expectation of GSK support.

The Institution agrees to post the Agreement in
Contract registry in accordance with Act
340/2015 Coll. On Contract registry in the
extend according to this law and approved by
PPD/GSK within five (5) business days from
the date of the last signature and will inform
PPD about this release via email. In case PPD
will not receive confirmation about release of
the Agreement within five (5) business days
from the date of the last signature, PPD is
entitled to make necessary steps to post the
Agreement.

(f) This Agreement is made in the Czech and
English languages, and in the event of a
conflict between the language versions, the
language version shall prevail in the
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vykladu pfednost ¢eka jazykova verze.

interpretation.
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NA DUKAZ TOHO smluvni strany podepsaly tuto
smlouvu  prostiednictvim svych fadné opravnénych
zastupcl, s platnosti od data ucinnosti.

PPD:

Podpis / Signature:

Jméno / Name:

Funkce / Title;

Datum / Date:

Poskytovatel / Institution:

Podpis / Signature:

Jméno / Name: Xxx
Funkce / Title: xxx

Datum / Date:

Hlavni zkouSejici / Principal Investigator:

Podpis / Signature:

Jméno / Name: xxx

Datum / Date:

Seznam priloh této smlouvy:
Ptiloha 1: Financovani klinického hodnoceni a platby

Ptiloha 2: Proti uplatkéiské a protikorupéni podminky
GSK
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IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

List of Schedules to this Agreement:

Schedule 1: Budget/Funding of the Clinical Trial and
Payments

Schedule 2: GSK ABAC
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Priloha ¢.1
Rozpis Plateb

Exhibit 1
Payment Schedule

ke smlouvé mezi: vloZte smluvni strany

Poskytovatel: Uherskohradist’'ska nemocnice
a.s.
Hlavni zkousSejici: Mudr. Xxx

to an Agreement between: insert parties

Institution: Uherskohradist’ska nemocnice
a.s.
Principal Investigator: Mudr. xxx

Zadavatel: GSK

Sponsor: GlaxoSmithKlein GSK

Protokol ¢. 204989

Protocol # 204989

Platby: Platby se budou poukazovat na ucet
ptijemce plateb (dale jen ,,pFijemce plateb):

Payments: Payments should be made to the
following account of the payee (further, the
“Payee”)

Ptijemce plateb/Payee Name: Uherskohradist'skda nemocnice a.s.
Nazev a adresa banky/Bank name and address: CSOB a.s. Vsehrdova 487, 686 01 Uherské

Hradisté, Ceska republika

Cislo G¢tu/Acct. no.: 249980999/0300
IBAN: CZ55 0300 0000 0002 4998 0999
SWIFT: CEKOCZPP

VS/Reference no.:

Faktury: Vsechny originaly faktur tykajici se
klinického hodnoceni musi byt piedloZzeny
k proplaceni spole¢nosti PPD (a jako platce na
nich musi byt uvedena spole¢nost PPD) na nize
uvedenou adresu amusi obsahovat piesny
rozpis  vSech  poplatki,  doprovodnych
dokumentt a referen¢ni fakturacni Cislo daného
fesitelského centra a bankovni udaje uvedené
Vv této priloze ¢.1 vcetné Cisla uctu a IBAN.
Splatnost faktur je Sedesat (60) dni ode dne
obdrzeni faktury spolecnosti PPD.

Vsechny faktury za platby  Klinického
hodnoceni, jak je uvedeno v rozpoétu, by mély
byt piedlozeny PPD do 90 dnd po vzniku
prislusnych vydaji, aby byla zajiSténa nahrada
za provedenou praci.

Faktury odeslané k platbé musi obsahovat mimo
jiné nasledujici:

- ¢islo protokolu

- Nazev poskytovatele

- Jméno hlavniho zkousejiciho

- ¢islo faktury (je-li k dispozici)

- Podrobny rozpis naklada

- datum odeslani faktury

- Castka DPH

- DIC

Invoices: All original invoices pertaining to the
Study must be submitted for reimbursement to
PPD (and must reference PPD as the invoicee)
at the following address and shall include a
correct itemization for all fees, supporting
documentation, and a site invoice reference
number and bank details listed in this Exhibit
No.1 including account number and IBAN.

The invoice due date is sixty (60) days from the
day the invoice is received by PPD.

All invoices for Study payments, as outlined in
the budget and payment schedule, should be
submitted to PPD within 90 days following the
occurrence of the applicable expense to ensure
reimbursement for work performed.

Invoices submitted for payment must be correct
and include but not limited to:

- Protocol Number

- Institution Name

- PI Name

- Site Invoice Number (if applicable)

- Itemized detail of costs

- Date of Invoice submission

- VAT/GST Amount (if applicable)

- VAT/GST Number (your and PPD’s; if

GSK_PPD_CzRep_3Way CTA_Final_13Jun2020_MO
204989 _PI1 xxx_ Approved for signature MJ/23Jul2021

Page 40 of 48




Platebni udaje ( ¢islo bankovniho uctu,
BIS/SWIFT/kéd tétu atd.)
- Uplna adresa pro kontrolu

applicable)

- Payment information (bank account number
(and BIC/SWIFT/Account Code, etc. as
applicable), full address for check)

Fakturacni adresa/Invoicing address:

PPD Investigator Services LLC.
929 North Front St.

Wilmington, NC 28401

USA

Zasilatelska adresa/Shipping address: InvestigatorPayments@ppdi.com

V  kopii:

fakturyPPDCZ.sm@ppdi.com s oznacenim:

¢islo Protokolu, jméno Hlavniho

zkousejiciho, jméno PPD monitora (pokud je znamé)
Copy: fakturyPPDCZ.sm@ppdi.com with following details: Protocol number, name of the
Principal Investigator, name of PPD monitor (if known)

Nabor: Ocekava se, ze hlavni zkousejici
vynalozi veSkeré Ttsili k naboru, Vv souladu
s kritérii  zptsobilosti  subjektd  hodnoceni

stanovenymi v protokolu do cilového poctu
subjektd hodnoceni (,,cilovy nabor®)

Enrollment: The Principal Investigator will be
expected to apply best efforts for enrollment in
accordance with the Study subject eligibility
criteria specified in the Protocol with no
maximum of Study subjects (“Enrollment
Maximum?”).

Platby v ramci klinického hodnoceni budou
realizovany nasledovné:

The Study shall be payable as follows:

Naklady na subjekt hodnoceni: Piijemci
plateb bude poskytnuta platba za dokonceny a
hodnotitelny  subjekt hodnoceni, jak je
definovano nize, a sice na zadkladé plateb
uvedenych v tabulkach plateb nize, bez 10%
srazkové dané navySenych o DPH. Zadrzné se
pouzije pouze na naklady na subjekt hodnoceni,
pokud neni uvedeno jinak. Platby se budou
provadét Ctvrtletné v eskych korunach a budou
se zaklddat na poctu dokoncenych navstev,
uvedenych v elektronickych zaznamech
subjektu hodnoceni (eCRF) a doru¢eni spravné
vyplnéné faktury srozepsanymi polozkami.
Dokonceny a hodnotitelny subjekt hodnoceni je
definovan nasledovné: (i) v§echny postupy musi
byt provedeny Vvsouladu s protokolem a
smérnicemi ICH GCP, (ii) pacient bude zatrazen
pouze na zaklad¢ kritérii pro zatazeni/vyfazeni a
(iii) veSkeré udaje budou pfesné a Uplné
zdokumentovany. 'V pfipadé, Zze  subjekt
hodnoceni nedokon¢i vSechny navstévy tak, jak
je uvedeno v protokolu, spole¢nost PPD bude
povinna uhradit za takovy subjekt hodnoceni
pouze pomérnou ¢ast dokoncenych navstév dle
eCRF.

Cost Per Subject: The Payee will be paid per
completed and evaluable Study subject as
defined below based on the rates set forth in the
Tables of Payments below, less 10%
withholding plus VAT. Withholding will apply
only to the Cost per Subject unless otherwise
specified. Payments will be made on a quarterly
basis in CZK and will be based on completed
visits entered in the subject electronic case
report forms (eCRFs) and receipt of correct and
itemized invoice. A complete and evaluable
Study subject is defined as follows: (i) all
procedures must be performed according to the
Protocol and ICH GCP guidelines, (ii) a patient
will only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately and completely. In the
event that a Study subject does not complete all
visits as specified in the Protocol, PPD shall
only be obligated to make payment for such
Study subject on a pro-rated, completed visit,
and eCRF basis.
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DPH a dalsi dané: PPD bude platit DPH navic
k platbam pozadovanym narodnimi zakony.
Pokud je pozadovana faktura s DPH, platby
budou provedeny az poté, co spole¢nost PPD
obdrzi platnou fakturu s DPH. V ptipadech, kdy
se DPH neplati, bude pfed provedenim jakékoli
platby podle této smlouvy stile pozadovana
faktura.

VAT and Other Taxes: PPD will pay VAT in
addition to the payments as required by national
laws. Where a VAT invoice is required,
payments will only be made once PPD has
received the valid VAT invoice. In situations
where VAT is not applicable, an invoice will
still be required before any payment is made
under this Agreement.

Neuspésné skriningy: Piijemci plateb bude
uhrazena castka za jeden (1) netispé$ny skrining
(jak definovano nize) na kazdych pét (5)
subjektii hodnoceni zafazenych do studie dle
uvedeni v tabulkach plateb nize, maximaln¢ pét
(5). Pro ucely této smlouvy se za neuspésny
skrining bude povazovat kazdy pacient, ktery
zjevné splni kritéria pro skrining, podepise
formulai informovaného souhlasu, absolvuje
skriningovou navstévu, avSak nebude do
klinického hodnoceni zafazen. Platba za
neuspésny skrining se bude vyse uvedenému
ptijemci plateb hradit na zakladé doruceni
spravné  vyplnéné  faktury s rozepsanymi
polozkami.

Screen Failures: The Payee will be reimbursed
for one (1) Screen Failure (as defined below) for
every five (5) subject(s) who is/are enrolled in
accordance with the Tables of Payments below
up to a maximum of five (5) Screen Failures.
For purposes of this Agreement, a Screen
Failure shall mean any patient, who initially
appears to meet the criteria for screening, signs
the informed consent form, completes the
screening visit but is not enrolled into the Study.
Payment for Screen Failures will be payable to
the above listed Payee based upon the receipt of
correct and itemized invoices.

Lékarenské poplatky

Pharmacy Fees

1. Pausalni lékarensky poplatek: Piijemci
plateb bude proplacen pausalni lékarensky
poplatek za obdobi kazdych Sesti (6) mésicu
poskytovani lékarenskych sluzeb, proplaceny po
dobu trvani klinického hodnoceni (nebo
vpomeérné vySi za krat§si obdobi), pocinaje
zafazenim prvniho subjektu hodnoceni, ve vysi
uvedené v tabulkach plateb nize bez ohledu na
pocet zarazenych subjektli hodnoceni. Platba
bude provedena na zakladé¢ doruceni spravné
vyplnéné faktury s rozepsanymi polozkami.

2. Lékarensky start-up poplatek:
Jednorazova nevratna platba ve vysi uvedené v
tabulkach plateb niZze bude vyplacena Ptijemci
plateb za zahajovaci aktivity lékarny po
obdrzeni faktury a schvaleni pfislusnych
etickych komisi, po podpisu Smlouvy a splnéni
veskerych aktivit spojenych se zah4jenim Studie
pozadovanych Zadavatelem nebo jim uréenym
zastupcem.

3. Lékarensky poplatek za piipravu léciva:
Piijemci plateb bude proplacen lékarensky
poplatek za kazdou individualni pfipravu 1é¢iva

1. Flat Pharmacy Fee: The Payee will
receive reimbursement of a Flat Pharmacy Fee
for every six (6) month period of provision of
pharmacy related services, payable for the
duration of the Study (or pro-rated for shorter
time period), beginning with the enrollment of
the first Study subject, in the amount listed in
the Tables of Payments below, regardless of the
number of enrolled Study subjects. Payment
will be made upon receipt of a correct and
itemized invoice.

2. Pharmacy Start-Up Fees: A one-time non-
refundable Pharmacy Start-Up fee in the
amount listed in the Tables of Payment
below, for Pharmacy Start-Up Activities,
will be payable to Payee upon receipt of
invoice and confirmation of respective
Ethics approvals, full execution of the
Agreement, and completion of any pre-
Study requirements as specified by Sponsor
or Sponsor Representative.

3. Pharmacy Preparation Fee: The
Payee will receive reimbursement of a
Pharmacy Preparation Fee payable for each
individual preparation of the Study Drug in the
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ve vys$i uvedené v tabulkach plateb nize.

amount listed in the Table of Payments below.

Nahrada subjektim hodnoceni: Naklady
subjekti hodnoceni za cestovni vydaje vzniklé
béhem cesty do centra na studijni navstévu a za
vydaje na stravu (je-li to relevantni) bude
spravovat sponzorem urceny zastupce. Tento
zastupce uzavie smlouvu pfimo s PPD. Centrim
a Subjektim hodnoceni budou poskytnuty
podrobné instrukce, které vysvétluji podrobnosti
pro tuto studii. V ptipadé, Ze nebude vyuzit
sponzorem ureny zdstupce, je moznOst
vyplaceni nahrad pacientim v poukazkach, a to
tak, ze za pre-screeningovou navstévu bude
poskytnuta poukazka za xxx K&, pii zafazeni do
studie kazda dalsi navstéva subjektu bude
hrazena ve vysi XXX K¢ za navstévu.

Subject Reimbursement: Subject
Reimbursement for travel expenses incurred
during travel to study site for study visits and for
meal expenses (where applicable) will be managed
by a separate vendor. Vendor will contract directly
with PPD. A detailed travel and reimbursement
policy will be provided to sites and participants
outlining specific details for the study.

If the vendor is not used, it is possible to
reimburse patients in vouchers. Voucher in
amount of CZK xxx will be provided for the
pre-screening visit, in case of enrollment in the
Study each additional visit to the subject will be
reimbursed in the amount of xxx CZK per visit.

Neplanované navstévy: Neplanovand navstéva
se definuje jako takova navstéva subjektu

hodnoceni, ktera neni vyslovné uvedena
v protokolu, jejiz absolvovani je vsak v ramci
klinického hodnoceni nutné. Neplanované

nav§tévy budou uhrazeny c¢astkou uvedenou
v tabulkach plateb nize, na zakladé doruéeni
spravné  vyplnéné  faktury s rozepsanymi
polozkami.

Unscheduled Visits: An Unscheduled Visit is
defined as a Study subject visit which is not
expressly set forth in the Protocol, but is
otherwise required for the Study. Unscheduled
Visits will be reimbursed in the amount listed in
the Tables of Payment below upon receipt of a
correct and itemized invoice.

Start-up poplatek: Jednorazova platha ve
Studii ve vysi uvedené v tabulkach plateb nize
bude  vyplacena  Piijemci  plateb za
administrativni aktivity po obdrzeni faktury,
schvaleni pfislusnych etickych komisi, po
podpisu Smlouvy a splnéni veSkerych aktivit
spojenych se zahajenim Studie poZadovanych
Zadavatelem nebo jim uréenym zastupcem

Study Start-Up Fee: A one-time non-
refundable Start-Up in the amount listed in the
Tables of Payment below, for Study Start-Up
Activities, will be payable to Payee upon receipt
of invoice and confirmation of respective Ethics
approvals, full execution of the Agreement, and
completion of any pre-Study requirements as
specified by Sponsor or Sponsor Representative.

Poplatek za kompletaci skrining logu:
Ptijemce obdrzi platbu za 0sili spojené s tydenni
aktualizaci skrining logu. Za tuto ¢innost bude
prijemci poukazana Castka uvedend v tabulkach
plateb niZe. Platba bude vyplacena ¢tvrtletné po
obdrZeni spravné rozepsané faktury.

Screening Log Completion Fee: Payee will
receive payment for efforts related to
performing each weekly screening log. Payee
will be reimbursed at the amount listed in the
Tables of Payment below per log completed.
Payment will be paid quarterly upon the receipt
of a correct and itemized invoice by PPD.

ICF predbézny skrining: Pfijemce obdrzi
platbu za jeden (1) neuspésny predbézny skrinig
ve vys§i uvedené v tabulkach nize za kazdé tfi
(3) subjekty, které projdou testem pied
skriningem, maximaln¢ u dvaceti (20) subjektd,
které neproSly predbéznym skriningem. Dalsi
predbézny skrining ICF Ize proplatit na zakladé
vyslovného pisemného souhlasu PPD. Platba
bude vyplacena étvrtletné po obdrZeni spravné a
rozepsané faktury.

Pre-Screening ICF: Payee will receive
payment for one (1) Pre-Screening Failure at the
amount listed in the Tables of Payment below
for every three (3) subjects who pass the pre-
screening test with a maximum of twenty (20)
subjects who fail pre-screening. Additional pre-
screening ICF may be paid upon express written
approval from PPD. Payment will be paid
quarterly upon the receipt of a correct and
itemized invoice by PPD.

Uchovani a archivovani zdznamu: Piijemci
plateb bude uhrazen poplatek za uchovavani a

Record Storage and Archiving: A one-time
record storage and archiving fee at the Failure at
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archivovani  zaznamli v sazbé  stanovené
Vv rozpoc¢tu v souladu s podminkami uchovavani
zaznami stanovenymi ve Smlouve. Tento
poplatek bude piijemci vyplacen na konci studie
po splnéni pozadavkl stanovenych sponzorem
nebo PPD/jim povéfenym zastupcem. Platba
bude provedena po obdrzeni spravné a
rozepsané faktury.

the amount listed in the Tables of Payment
below will be paid to the Payee in accord with
the record storage and retention terms as set
forth in the Agreement. Payee will be paid this
fee at the end of the Study upon completion of
requirements as specified by Sponsor or PPD/its
designee. Payment shall be made upon PPD’s
receipt of a correct and itemized invoice.

Treti strany: Piijemce plateb je plné
zodpovédny za uhrady tfetim stranam a za kryti
vlastnich  ndkladi  souvisejicich s timto
klinickym hodnocenim, a to véetné nakladi na
1é¢bu v piipadé vyskytu ijmy na zdravi subjekti
hodnoceni vzniklé v disledku jejich ucasti v
klinickém hodnoceni, s vyjimkou nakladu, které
jsou hrazeny na zakladé této smlouvy nebo
jejiho pisemného dodatku.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
expenses connected with the Study, including
costs for therapy in the event of injury to health of
the Study subjects resulting from their
participation in the Study, with the exception of
expenses reimbursed on the basis of this
Agreement or a written amendment to it.

Poplatek etické komisi: Poplatek etické komisi
uhradi PPD mimo tuto smlouvu.

Ethics Committee Fee: The Ethics Committee
Fee will be paid by PPD apart from this
Agreement.

Poplatky centralni laboratoii: Poplatky
centralni laboratofi budou hrazeny zadavatelem
mimo tuto smlouvu.

Central Laboratory Fees: Central Laboratory
costs will be paid by the Sponsor apart from this
Agreement.

Zavéretna platba: Zavérecna platba vcetné
10% zadrzného, bude realizovana po dokonceni
zavérecné navstévy a obdrzeni nasledujicich
dokumentti spole¢nosti PPD: (i) veskeré
dokumentace ke Klinickému hodnoceni, (ii)
prehledu veskerého neuzitého hodnoceného
1é¢iva, (iii) vSech vyplnénych a spravnych
eCRF/dotazi a (iv) veSkerych doplnénych
pozadavki K vysvétleni ze strany PPD ¢&i
zadavatele, tykajicich se udaji nebo zaznami
Klinického hodnoceni. Zavéreéna faktura musi
byt ptfedlozena do 60 dnti od ukoncovaci
navstévy. Faktury pfijaté po této dob€ nemusi
byt uhrazeny.

Zavére¢na platba bude zpracovana po provedeni
kone¢ného odsouhlaseni a bude zahrnovat
zadrzné a /nebo jakoukoli zbyvajici platbu
ptijemci plateb. Pokud poskytovatel nema
zadnou neuhrazenou platbu, nebudou provedeny
zadné dalsi platby. Na vzneseni namitek vici
jakymkoliv nesrovnalostem Vv platbach
realizovanych v pribéhu klinického hodnoceni
bude mit piijemce plateb lhttu tficeti (30) dni
od doruceni zavérecné platby.

Final Payment: The final payment, including
the 10% withholding will be payable upon
completion of the close-out visit and upon
PPD’s receipt of the following: (i) all Study
documentation, (ii) the accountability of all
unused Study Drug, (iii) all completed and
correct eCRFs/queries, and (iv) any clarification
requests made by PPD or Sponsor regarding
Study data or records. Final invoices must be
submitted to PPD within 60 days of the Payee’s
Study close-out visit. Invoices received after
this time may not be reimbursed.

Final payment will be processed after final
reconciliation is performed and will include
withholding and/or any outstanding payment to
Institution/Investigator. If site has no
outstanding payment no additional payments
shall be made.

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

Bez obdrieni predchoziho pisemného souhlasu
ze strany zadavatele & PPD nebudou brdny

No other additional funding requests will be
considered without the prior written consent of
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V potaz Zddné dal§i poZadavky na poskytnuti | Sponsor or PPD.
financnich prostiedkil.

Tabulky plateb / Tables of Payments

Visit Name Visit Cost

Baseline (Day 1) Predose

Baseline (Day 1) Postdose

On-Therapy (Days 2 to 3)

TOC (Days 10 to 13)

Follow-Up (Day 28 +/-3 days)

Total

Early Withdrawal

Site fee Fee cost

Archiving/Document storage

Pharmacy set-up fee

Pharmacy flat fee per 6 months

Pharmacy Dispensing of Study Treatment (Baseline visit
only)

Site Start-up Costs

i Cost
Invoiceable procedure name

CL.: Serology (Hepatitis B and C, and HIV)

Pre-Screening Logs

Serious Adverse Events

Re-consent Process, per patient

Urine Pregnancy Test, Qualitative

Serum Pregnancy Test, Qualitative

Genetic Sample Informed Consent

Pre-screening ICF

Screen failure

Unscheduled visit

Subject reimbursement — pre-screening visit

Subject reimbursement — each other visit
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Priloha €. 2 / Schedule 2

PROTIUPLATKARSKE A PROTIKORUPCNI
PODMINKY GSK

GSK ANTI-BRIBERY AND ANTI-
CORRUPTION TERMS

1. Poskytovatel souhlasi s tim, ze bude vzdy
pIné dodrzovat vSechny platné zakony a piedpisy,
mimo jiné vcetné protikorup¢nich predpist, a ze v
souvislosti s plnénim této smlouvy v minulosti
neucinil nic z nasledujiciho, a zavazuje se, ze v
budoucnu nebude, pfimo ani nepfimo, ¢init,
slibovat, autorizovat, ratifikovat ani nabizet, Ze
provede nebo ucini jakékoli kroky k provedeni
jakékoli platby nebo ptevodu ¢ehokoli hodnotného
za uCelem ovlivnéni, vyvoldni nebo odmény
jakéhokoli ¢inu, opomenuti nebo rozhodnuti k
zajisténi nepiiméiené vyhody, nebo nevhodné
pomahat sob& nebo spoleénosti GSK pii ziskani
nebo udrzeni obchodu nebo jakymkoli zptisobem s
cilem nebo ucinkem vetejného nebo obchodniho
uplatku, a zarucuje, ze pfijal pfiméfena opatieni za
ucelem zabranéni subdodavatelim, zastupciim nebo
jinym tietim stranam, které podléhaji jeho kontrole
nebo vlivu pfi rozhodovéni, aby tak ucinili. Za
ucelem vyhnuti se jakymkoli pochybnostem, toto
zahrnuje odmény za urychlené vyfizeni, coz jsou
neoficialni, nevhodné, drobné platby nebo dary
nabizené nebo poskytnuté vladnim ufednikiim za
ucelem zajisténi nebo urychleni rutinniho nebo
nezbytného ukonu, na ktery mame zakonny narok.

1. Institution agrees that it shall comply fully
at all times with all applicable laws and regulations,
including but not limited to anti-corruption laws,
and that it has not, and covenants that it will not, in
connection with the performance of this Agreement,
directly or indirectly, make, promise, authorise,
ratify or offer to make, or take any act in
furtherance of any payment or transfer of anything
of value for the purpose of influencing, inducing or
rewarding any act, omission or decision to secure an
improper advantage; or improperly assisting it or
GSK in obtaining or retaining business, or in any
way with the purpose or effect of public or
commercial bribery, and warrants that it has taken
reasonable measures to prevent subcontractors,
agents or any other third parties, subject to its
control or determining influence, from doing so. For
the avoidance of doubt this includes facilitating
payments, which are unofficial, improper, small
payments or gifts offered or made to Government
Officials to secure or expedite a routine or
necessary action to which we are legally entitled.

2. Poskytovatel nebude kontaktovat ani se
jinak védomé nesetka s zadnym vladnim ufednikem
za Ucelem projednavani aktivit vyplyvajicich z této
smlouvy nebo v souvislosti s ni bez ptedchoziho
souhlasu spole¢nosti GSK, a bude-li o0 to spole¢nosti
GSK pozadano, pouze za piitomnosti zastupce
uréeného spolecnosti GSK.

Pro ucely této smlouvy se vyrazem ,,vladni ufednik*
(kdy vyraz ,vladni“ oznacuje vSechny urovné a
¢lenéni vlad, tj. mistni, regionalni, narodni, spravni,
zdkonodarnou, vykonnou nebo soudni moc a
kralovskou ¢ vladnouci rodinu) rozumi: a)
kterykoli ufednik nebo zaméstnanec vlady nebo
jakéhokoli ministerstva, ufadu nebo zatizeni vlady
(coz zahrnuje vetejné podniky a subjekty vlastnéné
nebo ovladané statem), b) kterykoli Gfednik nebo
zamestnanec vefejné mezinarodni organizace, jako
je Svétova banka nebo Organizace spojenych
narodd, c) kterykoli ufednik nebo zaméstnanec
politické strany nebo kterykoli kandidat na vefejnou
funkei, d) kterakoli osoba definovana jako vladni
nebo vetejny Ufednik podle platnych mistnich
predpisti (véetné predpisii 0 boji proti uplatkafstvi a
korupci) a kterd neni zahrnuta v nékterém z vyse
uvedenych bodt, a/nebo e) kterdkoli osoba jednajici

2. Institution shall not contact, or otherwise
knowingly meet with any Government Official for
the purpose of discussing activities arising out of or
in connection with this Agreement, without the
prior approval of GSK and, when requested by
GSK, only in the presence of a GSK designated
representative.

For the purpose of this Agreement “Government
Official" (where ‘government’ means all levels and
subdivisions of governments, i.e. local, regional,
national, administrative, legislative, executive, or
judicial, and royal or ruling families) means: (a) any
officer or employee of a government or any
department, agency or instrumentality of a
government (which includes public enterprises, and
entities owned or controlled by the state); (b) any
officer or employee of a public international
organisation such as the World Bank or United
Nations; (c) any officer or employee of a political
party, or any candidate for public office; (d) any
person defined as a government or public official
under applicable local laws (including anti-bribery
and corruption laws) and not already covered by
any of the above; and/or; (e) any person acting in an
official capacity for or on behalf of any of the
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v tfedni funkci jménem kterékoli z vyse uvedenych
osob. Vyraz ,vladni ufednik” zahrnuje jakoukoli
osobu s blizkymi rodinnymi pfislusniky, ktefi jsou
vladnimi Ufedniky (jak jsou definovani vyse), ktefi
jsou skute¢né zpusobili ovliviiovat nebo pfijimat
oficialni rozhodnuti ovliviiujici ¢innost spole¢nosti
GSK nebo kteii jsou tak vnimani.

above. “Government Official” shall include any
person with close family members who are
Government Officials (as defined above) with the
capacity, actual or perceived, to influence or take
official decisions affecting GSK business.

3. Poskytovatel musi pisemné informovat
spole¢nost GSK, bude-li v pribéhu této smlouvy
odsouzen za trestny ¢in tykajici se podvodu nebo
korupce nebo se k nému dozna, nebo se stane
pifedmétem jakéhokoli vladniho vySetfovani téchto
trestnych ¢inll, nebo bude-li uveden na seznamu
kteréhokoli vladniho utadu jako subjekt, kterému
byla zakazana nebo pozastavena ¢innost nebo
ohledné kterého bylo zakazani nebo pozastaveni
¢innosti navrzeno, nebo se stane jinak nezpisobily
pro ucast ve vladnich programech.

3. Institution shall inform GSK in writing, if,
during the course of this Agreement, it is convicted
of or pleads guilty to a criminal offense involving
fraud or corruption, or becomes the subject of any
government investigation for such offenses, or is
listed by any government agency as debarred,
suspended, proposed for suspension or debarment,
or otherwise ineligible for government programs.

4. Poskytovatel prohlasuje a zaruduje, Ze s
vyjimkou piipadd, kdy je toto spole¢nosti GSK
pisemné sd€leno pied zacatkem této smlouvy: a)
zadny z jeho vyznamnych akciondit (> 25% podil)
nebo ¢lenti vrcholového managementu nema vliv na
¢innost spolec¢nosti GSK, b) zadni vyznamni
akcionati (> 25% podil), ¢lenové tymu vrcholového
managementu, ¢lenové pfedstavenstva nebo kli¢ovi
jednotlivci, ktefi budou odpovédni za poskytovani
zbozi/sluzeb, nejsou v soucasnosti ani nebyli v
poslednich dvou letech vladnim ufednikem se
skute¢nym nebo domnélym vlivem, ktery by mohl
ovlivnit ¢innost spolecnosti GSK, c) si neni védom
zaddnych  bezprostiednich  piibuznych  (napf.
manzel/manzelka, rodice, déti nebo sourozenci)
uvedenych v pifedchozim bod¢ b), kteti by zastavali
vefejnou nebo soukromou roli, ktera zahrnuje
pfijimani rozhodnuti, ktera by mohla ovlivnit
¢innost spolecnosti GSK nebo poskytovani sluzeb
nebo produktl spole¢nosti GSK nebo jejim
jménem, d) nema zajem, ktery by byl piimo nebo
nepiimo v rozporu s jeho fadnym a etickym
plnénim této smlouvy, a €) pii plnéni této smlouvy
bude udrzovat nezéavislé vztahy se vSemi tretimi
stranami, se kterymi jedna pro spoleénost GSK
nebo jejim jménem. Poskytovatel pii nejblizsi
mozné pfilezitosti vyrozumi spole¢nost GSK
pisemné o jakémkoli stfetu zajmu, jak je popsan v
tomto pododdilu ¢. 4, ke kterému dojde b&hem
plnéni této smlouvy.

4. 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; (d) it does not have any interest
which directly or indirectly conflicts with its proper
and ethical performance of this Agreement; and, ()
it shall maintain arm’s length relations with all third
parties with which it deals for or on behalf of GSK
in performance of this Agreement. Institution shall
inform GSK in writing at the earliest possible
opportunity of any conflict of interest as described
in this subsection #4 that arises during the
performance of this Agreement.

5. Spole¢nost GSK ma béhem doby platnosti
této smlouvy pravo provadét audit cinnosti
poskytovatele podle této smlouvy za ucelem
monitorovani  dodrzovani  jejich  podminek.
Poskytovatel musi pIln€¢ spolupracovat pii takovém
auditu, jehoZ rozsah, metoda, povaha a doba trvani
zavisi na vyhradnim uvaZzeni spole¢nosti GSK.

5. GSK shall have the right during the term of
this Agreement to conduct an audit of Institution’s
activities under this Agreement to monitor
compliance with the terms of this Agreement.
Institution shall cooperate fully with such audit, the
scope, method, nature and duration of which shall
be at the sole reasonable discretion of GSK.
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6. Poskytovatel musi zajistit, aby vsechny
vyznamné aspekty vSech transakci podle této
smlouvy byly fadné a pfesné¢ zaznamenany v jeho
ucetnictvi a zaznamech a aby kazdy dokument, na
kterém jsou ucetnictvi a zaznamy zalozeny, byl ve
vSech materidlnich ohledech uplny a piesny.
Poskytovatel musi vést systém internich ucetnich
kontrol pfiméiené vytvoreny tak, aby se zajistilo, ze
zadné Uty nejsou vedeny mimo Gcetni zaznamy.

6. Institution shall ensure that all transactions
under the Agreement are properly and accurately
recorded in all material respects on its books and
records and each document upon which entries such
books and records are based is complete and
accurate in all material respects. Institution must
maintain a system of internal accounting controls
reasonably designed to ensure that it maintains no
off-the-books accounts.

7. Poskytovatel souhlasi s tim, ze v ptipadé,
ze se spole¢nost GSK bude domnivat, Ze doslo k
moznému poruseni podminek tohoto c¢lanku,
spolecnost GSK mtize kdykoli a z jakéhokoli
divodu zpfistupnit takové piesvédéeni a
souvisejici informace kterémukoli pfisluSnému
vladnimu organu a jeho Gfadim a komukoli, o
kom se spole¢nost GSK v dobré vife domniva, ze
ma legitimni potiebu byt o tomto informovan.

7. Institution agrees that in the event that
GSK believes that there has been a possible
violation of the terms of this Section, GSK may
make full disclosure of such belief and related
information at any time and for any reason to any
competent government bodies and its agencies,
and to whomsoever GSK determines in good
faith has a legitimate need to know.

8. Spole¢nost GSK je opravnéna smlouvu
okamzit¢  ukonéit  pisemnym  oznamenim
poskytovateli, pokud poskytovatel nebude plnit
své povinnosti v souladu s timto rozvrhem 2.
Poskytovatel nema vii¢i spole¢nosti GSK narok na
nahradu jakékoli ztraty jakékoli povahy v
dusledku ukonéeni této smlouvy v souladu s touto
ptilohou €. 2.

8. GSK shall be entitled to terminate the
Agreement immediately on written notice to
Institution, if Institution fails to perform its
obligations in accordance with this Schedule 2.
Institution shall have no claim against GSK for
compensation for any loss of whatever nature by
virtue of the termination of this Agreement in
accordance with this Schedule 2.
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