SMLOUVA O KLINICKEM HODNOCENI

CLINICAL TRIAL AGREEMENT

TUTO SMLOUVU O KLINICKEM HODNOCENI{
(dale jen ,smlouva”) wuzaviraji s platnosti 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 Global Ltd., se sidlem Granta Park, Great
Abington,

Cambridge CB21 6GQ, Spojené kralovstvi (dale jen
PPD”)

PPD Global Ltd., with its registered address at Granta
Park, Great Abington,
Cambridge CB21 6GQ, UK (“PPD”)

a and
FAKULTNI NEMOCNICE V MOTOLE, statni | FAKULTNI NEMOCNICE V MOTOLE,with its
prispévkova organizace, se sidlem Praha 4, Motol, V | principal place of business at state contributory

Uvalu 84, PSC 150 06, ICO 000 64203, DIC
CZ00064203, zastoupena xxx, fadné opravnénym
zastupcem, ktery muze jménem poskytovatele uzavirat
smluvni zavazky

(dale jen ,,poskytovatel”)

organization, with registered office at Prague 4, Motol, V
Uvalu 84, Postal Code 150 06, ID No. 000 64 203, VAT
No. CZ00064203, represented by xxx, a duly authorized
representative with authority to contract on behalf of the
Institution

(“Institution”)

and

XXX
(dale jen ,,hlavni zkouSejici”)

XXX
(“Principal Investigator™)

PPD, poskytovatel ahlavni 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
L PPD je smluvni vyzkumnd organizace | L. PPD is a global contract research organization
s celosvétovou plsobnosti, kterd v soucasnosti that is currently assisting GlaxoSmithKline
pomaha GlaxoSmithKline Research & Research & Development Limited, with its

Development Limited, with its registered
address at GSK HQ, 79 New Oxford Street
London, WC1A 1DG, United Kingdom,
(“GSK” nebo ,Zadavatel) nebo jedné z
jejich dcefinych spolecnosti pii provadéni
klinického hodnoceni dle protokolu nazvaného,
“Oteviené, randomizované klinické hodnoceni
faze 3 hodnotici perioperacni monoterapii
dostarlimabem oproti  standardni lécbé u
ucastnikii s nelécenym resekovatelnym malignim
nadorovym onemocnénim tlustého stieva typu
dAMMR/MSI-H stadia T4NO nebo stidia III”
(dale jen ,klinické hodnoceni”’) na zakladé
plné moci, ¢islo protokolu: 219606 a jeho
pfipadnych zmén adodatki (dale jen
,protokol”). GSK je zadavatelem klinického

registered address at GSK HQ, 79 New
Oxford Street London, WC1A 1DG, United
Kingdom (“GSK” or “Sponsor”) or one of
its affiliates in the conduct of the clinical trial
in accordance with the protocol entitled, “A
Phase 3, Open-Label, Randomized Study of
Perioperative Dostarlimab Monotherapy versus
Standard of Care in Participants with Untreated
T4NO or Stage III dMMR/MSI-H Resectable
Colon Cancer*  (“Clinical Trial”) with
Protocol ~ Number: 219606 and any
amendments thereto (“Protocol”). GSK is the
sponsor of the Clinical Trial;
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hodnoceni;

1L Poskytovatel a hlavni zkouSejici maji zajem | II. The Institution and Principal Investigator desire
podilet se na provadéni klinického hodnoceni to participate in the conduct of the Clinical Trial,
v souladu s protokolem, ktery je nedilnou in accordance with the Protocol, incorporated by
soucasti této smlouvy a byl poskytovateli ptedan reference herein and provided separately to the
zvlast; Institution;

III. Smluvni strany se zavazuji provadét klinické | III The Parties agree to conduct the Clinical Trial

hodnoceni v souladu snize stanovenymi

podminkami.

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
urCité sluzby (dale jen ,,sluzby”) provide certain services (“Services”) related to
s provadénim klinického hodnoceni v souladu the conduct of the Clinical Trial, in accordance
s protokolem (a jeho piipadnymi zménami with the Protocol, and any subsequent
adopliky provedenymi v souladu amendments made thereto in accordance with
smlouvou), adale s veSkerymi platnymi this Agreement, and with all applicable laws,
uc¢innymi  zdkony,  pravidly  a predpisy rules and regulations relating to the Clinical Trial
vztahujicimi se na klinické hodnoceni (,, platné (“Applicable Laws”). The Protocol is subject to
zakony*). Protokol musi byt nejprve schvalen approval by the appropriate Regulatory
prislusnym regulacnim organem, Authority, Multi-center Ethics Committee,
multicentrickou etickou komisi a/mebo mistni and/or Local Ethics Committee (collectively
etickou komisi (souhrnné oznacovany jako “RA/EC”). The informed consent (“Informed
»RA/EC”). RA/EC musi schvalit Consent”) is subject to approval by the RA/EC.
informovany souhlas (dile jen ,,informovany If there is any discrepancy or conflict between
souhlas”). V ptipadé nesrovnalosti nebo rozporu the terms contained in the Protocol and this
mezi podminkami uvedenymi Vv protokolu Agreement, the terms of the Protocol shall
avtéto smlouvé maji ustanoveni protokolu govern and control with respect to clinical
prednost v zélezitostech klinickych, matters and the terms of the Agreement shall
a ustanoveni smlouvy maji prednost ve vSech govern and control with respect to all other
ostatnich zaleZitostech. matters.

1.2 Pfed zahajenim poskytovani sluzeb 1.2 Prior to the commencement of the Services,

poskytovatel  a hlavni  zkousSejici
protokol  zkontrolovat  a informovat
v ptipade,

(dale jen ,subjekt(y)”), jejich

a bezpecnosti, nutné se od protokolu odchylit,
standardy.
V takovém piipadé¢ musi smluvni strana, ktera
nutnost odchylky zjisti, neprodlené informovat
PPD a GSK o skute¢nostech, znichz nutnost
odchylky vyplyva, a to ihned, jakmile se o téchto
skuteCnostech sama dozvi. Oznameni musi byt
potvrzeno pisemné do tii (3) pracovnich dnil od

budou  dodrzovany  uvedené

ze n€kterou  z podminek
obsazenych nemohou dodrzet. Pokud bude
béhem poskytovani sluzeb, v souladu s obecné
pfijimanymi standardy klinického vyzkumu
a lékarské praxe ve véci piinosu pro subjekty

Institution and Principal Investigator shall review
the Protocol and notify PPD if they cannot
comply with any of the terms contained therein.
If in the course of performing the Services, in
accordance with generally accepted standards of
clinical research and medical practice relating to
the benefit, well-being and safety of the subjects
(“Subject(s)”) a deviation from the Protocol is
required, such standards will be followed.
In such case, the Party aware of the need for
a deviation shall immediately notify PPD and
GSK of the facts supporting such deviation as
soon as the facts are known to such Party. The
notification shall also be confirmed in writing
within three (3) working days of the deviation
notification being made to PPD and GSK.
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oznameni zjisténi odchylky PPD a GSK.

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

poskytovat sluzby v pfesném souladu se: to carry out the Services in strict compliance

with:

i vSemi specifikacemi a terminy i all  specifications and timelines
stanovenymi v této smlouve; established in this Agreement;

ii. protokolem a veskerymi jeho dodatky; il. the Protocol and any amendments to the

Protocol;

il etickymi zdsadami Helsinské deklarace; il ethical principles of the Declaration of

v zasadami pokynti Mezinarodni Helsinki;
konference o harmonizaci (ICH) pro v the principles of ICH Good Clinical
spravnou  klinickou  praxi  nebo Practice guidelines or similar
obdobnymi pokyny, které piipadné guidelines which may apply in Czech
plati v Ceské republice, zejména Republic, including without limitation,
s nezbytnymi standardy predkladani standards as required for Clinical Trial
udaja klinického hodnoceni data to be submitted to the competent
pfislusnym mistnim organtim; a local regulatory authorities; and

V. vSemi platnymi zdkony a predpisy
platnymi v Ceské republice, zejména v. all Applicable Laws and regulations in
se zakonem ¢. 378/2007 Sb., Czech Republic, including, but not
olécivech, ve znéni pozdéjsich limited to in particular Act no.
predpisti, zdkonem ¢&. 372/2011 Sb., 378/2007 Coll. on Pharmaceuticals, as
o zdravotnich  sluzbach, ve znéni amended, Act no. 372/2011 Coll. on
pozdéjsich  predpist, vyhlaskou Medical Services, as amended, Decree
¢.226/2008 Sb., o spravné klinické no. 226/2008 Coll. on the Good
praxi a bliz8ich podminkéach Clinical  Practice and  Detailed
klinického hodnoceni 1écivych Conditions for Clinical Studies of
ptipravkd; Pharmaceuticals;

14 Klinické hodnoceni bude provadéno vyhradné | 1.4 The Clinical Trial shall be conducted only at the
v tomto misté: Onkologicka klinika 2.LF UK a following location: Oncology Clinic, 2nd
FN MotolCeska republika, aviak ve spolupraci Faculty of Medicine, Charles University in
s nemocnic¢ni lékarnou. Prague and Motol University Hospital Czech

Republic, but in collaboration with the hospital
pharmacy.

1.5 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 s touto Investigator in accordance with the Protocol and
smlouvou. this Agreement.
PPD zarucuje, zeani 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 vedlejsi smlouvu. this Clinical Trial.

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

jak byly odsouhlaseny podle této
osobné¢ nebo spomoci povefenych clend
fesitelského tymu, ktefi jsou zaméstnanci
poskytovatele. V pripad€, Ze hlavni zkousejici
nebude moci déale plsobit v této funkci,

smlouvy

as agreed under this Agreement personally,
or with the assistance of delegated members of
the Clinical Trial team, who are employees of the
Institution. In the event the Principal Investigator
can no longer function in such capacity, then

GSK _PPD CzRep 3Way CTAg_ (PPD party)
219606 PI xxx_ Approved for signature MJ/070ct2025

Page 3 of 51




spolecnost PPD a poskytovatel se pokusi
shodnout na nahrad¢€. Spolecnost 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 vzajemné piijatelnd nahrada,
spoleénost PPD miize ukoncit tuto smlouvu
v souladu s ¢lankem 16.

PPD and the Institution shall attempt to agree on
areplacement. 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
in accordance with Clause 16.

1.7

Dil¢i smlouva nebo subdodavka znamena
predani jakékoliv funkce (jakychkoliv funkci)
ze strany  poskytovatele,  predstavujici(ch)
soucast klinického hodnoceni, pfi¢emz pojem
subdodavatel(é) znamena kteroukoliv tieti stranu
(vCetn¢ zastupc), na kterou poskytovatel
prevedl jakoukoliv funkci (funkce) piedstavujici
soucast klinického hodnoceni, vcetné treti strany,
na kterou subdodavatel dale prevede jakoukoliv
¢ast klinického hodnoceni. Poskytovatel mize
zadat vykon nékterych svych ¢innosti podle této
smlouvy  subdodavateli  (subdodavateltim)
pisemné schvialenym PPD nebo GSK; za
predpokladu, Ze (a) tito schvaleni subdodavatelé
provadéji takové Cinnosti zplisobem, ktery je
vsouladu s podminkami této smlouvy;
(b) Instituce ~ zajisti, aby tito  schvaleni
subdodavatel¢é  byli  vazani  a dodrzovali
podminky této smlouvy, pokud je to relevantni,
a (c) poskytovatel ziistava odpovédny za vykon
takového schvéaleného subdodavatele
(subdodavatell1).

1.7

Subcontract  or Subcontracting means the
delegation by Institution of any function(s)
constituting apart of the Clinical Trial,
and Subcontractor(s) means any third party
(including agents) to whom Institution has
delegated any function(s) constituting a part of
the Clinical Trial, including a third party to
whom a Subcontractor further delegates any part
of the Clinical Trial. Institution may subcontract
the performance of certain of its activities under
this Agreement to a subcontractor(s) approved
by PPD or GSK in writing; provided, that (a)
such approved subcontractor(s) perform such
activities in a manner consistent with the terms
and conditions in this Agreement; (b) Institution
causes such approved subcontractors to be bound
by and comply with the terms of this Agreement,
as applicable; and, (c) Institution remains liable
for such approved subcontractor(s)’s
performance.

1.8

1.9

Bez ohledu na pifipadna opa¢na ustanoveni této
smlouvy, pokud v dobé platnosti této smlouvy
ziskd PPD nebo GSK informace ovlivilyjici
bezpecnost nebo UCinnost hodnoceného 1éciva
(jak je tento pojem definovan v ustanoveni 3.1
této smlouvy), nebo bude-li hodnocené 1é¢ivo
registrovano jakymkoli regulacnim organem,
smluvni strany v dobré vife sjednaji zménu této
smlouvy tak, Ze bud’ (i) snizi pocet zkoumanych
subjektil; a/nebo (ii) klinické hodnoceni ukonéi,
a/nebo (iii) zméni kterékoli jiné relevantni
ustanoveni této smlouvy.

,Lidské biologické vzorky“ nebo ,HBS*
znamena jakykoliv biologicky matieral lidského
pivodu, veetné veskerych derivatii, plodu, nebo
subcelularnich struktur ziskanych od subjekti
klinického hodnoceni tak, jak to muze byt
stanoveno v protokolu, nebo které mohou byt
identifikovany jako pochazejici od pacienta
léc¢eného hodnocenym ptipravkem
poskytovanym dle této smlouvy, a konkrétni
materidly pfimo nebo nepiimo odvozené od
téchto vzorkd.

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
Study Product (as that term is defined at Clause
3.1 below), or if the Study 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.

“Human Biological Samples” or “HBS” means
any biological material of human origin,
including any derivatives, progeny, or sub-
cellular structures collected from Study Subjects
as may be set forth in the Protocol, or that can be
identified as coming from a patient treated with
the Study Product provided under this
Agreement, and tangible materials directly
or indirectly derived from such samples.
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1.9.1 Poskytovatel muze shromazdovat,
uchovavat a/nebo pouzivat HBS vyhradné tak,
jak je to uvedeno v protokolu, nebo jak to
vyzaduje standardni péce. Poskytovatel zajisti,
aby veskeré takovéto shromazd’ovani, pouZzivani,
uchovavani a zasilani bylo v souladu
s podminkami této smlouvy, s protokolem,
a s prislusSnymi zakony a kodexy praktického
provadéni a pokyny, které se vztahuji ke
shromazd’ovani, uchovavami, pouZzivani, zasilani
a likvidaci lidskych biologickych materialti pii
provadéni klinického hodnoceni. Poskytovatel
a spolecnost GSK se vzajemn¢ dohodnou na
vhodném informovaném souhlasu (vcetné
souhlasu s pfipadnymi genetickymi analyzami)
pro klinické hodnoceni a pro pouziti veskerych
lidskych biologickych materidlti, se schvélenim
ze strany etické komise. Poskytovatel poskytne
spole¢nosti GSK mnozstvi HBS dle pozadavkil
protokolu. GSK muize pouzivat tyto HBS tak,
jak je uvedeno v protokolu ajak to povoluje
informovany souhlas podepsany subjektem
klinického hodnoceni (nebo jeho zakonnym
zastupcem) a dle platného a Uc¢inného zakona.
Informovany souhlas dovoli spole¢nosti GSK,
jejim pridruzenym spolecnostem a ji uréenym
subjektim (vC€etn€¢ schvalenych laboratoii)
pristup k HBS vcetné pro ucely vyzkuu a vyvoje
léku.

1.9.2  Béhem trvani této smlouvy apo ni
poskytovatel nebude uchovavat ani pouZzivat
HBS pro jakykoliv vyzkumny ucel kromé toho,
ktery je popsan v protokolu, s predchozim
pisemnym souhlasem spolec¢nosti GSK. Po
dokonceni, predéasném ukonceni nebo vyprSeni
klinického hodnoceni nebo této smlouvy oznami
poskytovatel spolecnosti GSK veskeré zbyvajici
HBS a poskytovatel dle pokyni GSK, bud’ (i)
vrati veskeré tyto zbytkové vzorky HBS
spole¢nosti GSK, nebo (ii) je zni¢i s certifikaci s
pisemnym  potvrzenim  spoleCnosti ~ GSK.
Poskytovatel souhlasi stim, Zze veSkeré HBS
ziskané v ramci klinického hodnocenti, které jsou
predany spolecnosti GSK nebo subjektu
ur¢enému  spolecnosti GSK, nebo drzeny
poskytovatelem pro GSK, budou v opatrovnictvi
a pod kontrolou spole¢nosti GSK.

1.9.3 V pripad¢, Ze poskytovatel pouzije HBS
v rozporu se svymi povinnostmi dle této smlouvy
(,,nepovolené pouziti), poskytovatel souhlasi
stim, Ze GSK bude jedinym a exkluzivnim
vlastnikem veSerych vynalezii vynalezenych
nebo uvedenych do praxe ve spojeni
s nepovolenym pouzitim. Poskytovatel bude

1.9.1 Institution will collect, retain and/or use
HBS solely as set forth in the Protocol, or as
required for standard of care. Institution will
ensure all such collection, wuse, storage,
and shipping complies with the terms of this
Agreement, the Protocol, and with all Applicable
Laws 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. 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 committee approval. Institution will
provide GSK with quantities of HBS as required
by the Protocol. GSK may use such HBS as
specified in the Protocol and as permitted in the
informed consent signed by the Study Subject
(or their legal representative) and by Applicable
Law. The informed consent will permit GSK, its
Affiliates, and its designees’ (including
Approved Laboratories) access to HBS,
including for research and drug development
purposes.

1.9.2  During the term of this Agreement and
thereafter, Institution shall not retain or use HBS
for any research purpose other than that
described in the Protocol without GSK’s prior
written consent. Upon completion, early
termination or expiration of the Clinical Trial
or this Agreement, Institution shall notify GSK
of any left-over HBS and the Institution, as
directed by GSK, shall either (i) return any such
left-over HBS to GSK, or (ii) destroy them with
destruction certified in writing to GSK.
Institution agrees that any HBS collected as part
of the Clinical Trial that are transferred to GSK
or a GSK designee, or held by Institution for
GSK, will be under the custodianship and control
of GSK.

1.9.3 In the event Institution uses HBS in
breach of their obligations under this Agreement
(an “Unauthorized Use”), Institution agrees that
GSK shall be the sole and exclusive owner of
any inventions conceived or reduced to practice
in connection with the Unauthorized Use.
Institution shall execute and deliver any
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podepisovat a dodavat veskeré dokumenty
k pfid€leni a pfenaseni s cilem provést vlastnictvi
spole¢nosti GSK u vynalezu a veSkera prava
dusSevniho vlastnictvi s nim spojena.

documents of assignment and conveyance to
effectuate the ownership of GSK in the invention
and any intellectual property rights therein.

1.10  Osobni udaje feSitelského tymu: Veskeré | 1.10  Clinical Trial Staff Personal Information:
zpracovani osobnich udaju feSitelského tymu All Processing of the Clinical Trial Staff
musi byt vzdy v souladu s platnymi a u¢innymi Personal Information shall at all times comply
zdkony asmluvni strany budou vzajemné with, and the parties will cooperate with each
spolupracovat na piijeti nezbytnych opatieni k other to take the necessary measures to ensure
zajisténi jejich dodrzovéani. Poskytovatel nese adherence to, Applicable Laws. Institution is
odpovédnost za to, Ze poskytne feSitelskému responsible for supplying the Clinical Trial Staff
tymu  dostatecné  informace tykajici se with sufficient information regarding the
shromazd’ovani, zpracovani a pouZzivani jejich collection of, handling, and use of their Personal
osobnich 1Udaji  spolecnosti GSK. Vyraz Information by GSK. “Clinical Trial Staff” as
resitelsky tym®, jak je pouzivan v této smlouve, used in this Agreement means the individuals
oznacuje osoby, které poskytuji sluzby jménem providing services on behalf of Institution with
poskytovatele v souvislosti s klinickym respect to the Clinical Trial at Institution,
hodnocenim u poskytovatele, mimo jiné vcetné including without limitation sub investigators,
subdodavatelt, koordinatort klinického Clinical Trial coordinators, and other Institution
hodnoceni a dalsich zaméstnanci, zastupcti nebo employees, agents, or subcontractors. “Personal
subdodavateli poskytovatele. Vyraz ,o0sobni Information” as used in this Agreement means
informace®, jak je pouzivan v této smlouve, any information or set of information relating to
oznaCuje jakékoli informace nebo soubor aperson that identifies such person or could
informaci vztahujici se k osobé, které tuto osobu reasonably be used to identify such person.
identifikuji nebo které by mohly byt pfiméfené Clinical Trial Staff Personal Information as used
pouzity k identifikaci této osoby. Vyraz osobni in this section means the name, work contact
informace feSitelského tymu, jak je pouzit v information, and professional
tomto oddilu, oznacuje jméno, pracovni experience/educational background and
kontaktni informace a profesni qualifications of clinical research site personnel
zkusSenosti/vzdélani  a kvalifikace  personalu that is routinely provided to and held by the GSK
vyzkumného pracovisté klinického hodnoceni, in relation to a clinical study. “Processing” and
které jsou bézné poskytovany a uchovavany its conjugates, including without limitation
spolecnosti GSK v souvislosti s klinickym “Process” as used in this Agreement means any
hodnocenim.  Vyraz ,zpracovani“ a jeho operation or set of operations that is performed
prislusné tvary, mimo jiné vdetné vyrazu upon Personal Information, including without
,Zpracovat, jak je pouzivan v této smlouve, limitation collection, recording, retention,
oznacuje jakoukoli operaci nebo soubor operaci, alteration, use, disclosure, access, transfer,
které jsou provadény s osobnimi udaji, mimo storage or destruction.
jiné vcetn¢ shromazd’ovani, zaznamenavani,
uchovavani, zmény, pouziti, zpfistupnéni,
ptistupu, pfedani, uloZeni nebo zniceni.

2. Doba trvani klinického hodnoceni 2. Term of Clinical Trial

2.1 Tato smlouva nabyva uc¢innosti k datu Gcinnosti | 2.1 This Agreement shall take effect on the Effective
azustane u€innd do dokonceni vSech tukold Date and shall continue until the conclusion of
a povinnosti smluvnich stran, tj. cca do ¢ervence all responsibilities and obligations of the Parties,
2029 (déale jen ,,doba platnosti”’), nebude-li approximately until July 2029 (“Expiration
diive vypovézena dle ¢l. 16. Period”), unless terminated in accordance with

Clause 16.
2.2 V piipadé, zebude klinické hodnoceni | 2.2 In the event that the Clinical Trial is extended

prodlouzeno i po dobé platnosti, smluvni strany
sjednavaji, ze tato smlouva se vztahuje i na
takové prodlouzeni, a zadny dodatek k této
smlouvé¢ neni nutny.

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.
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23

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

23

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, ze nabor pacientli u poskytovatele
bude zahijen v xxx. Poskytovatel udéla vse
proto, aby zafadil alespon jeden (1) subjekt
(subjekty) studie pied xxx, coz je cilové datum
ukonCeni, ke kterému musi instituce zatadit
subjekty studie (,cilové datum ukonceni
naboru®). Zadavatel mize kdykoliv dle svého
uvazeni  ukonéit  zafazovani  ucastnikd
poskytovatelem, vcetné situace, kdy bylo
dosazeno celkového cile zatazenych ucastniki
v klinickém hodnoceni v zemi, kde poskytovatel
klinické hodnoceni provadi. Spole¢nost GSK
nebude povinna provést prostiednictvim PPD
zadnou platbu s ohledem na jakykoli subjekt
klinického hodnoceni, ktery byl zafazen nad
ramec poctu subjektd klinického hodnoceni
zatazenych poskytovatelem, ktery je stanoven
protokolem.

24

Patient recruitment at the Institution is scheduled
to start in xxx. The Institution shall use its best
efforts to enroll at least one (1) Study subject(s)
before xxx, the targeted end date by which
Institution shall have enrolled Study subjects,
(“Target Enrollment End Date”). Sponsor may
at any time end enrollment at Institution at
Sponsor’s discretion, including if the overall
Clinical Trial enrollment goal across all Clinical
Trial centers in the country in which the
Institution is conducting the Clinical Trial has
been achieved. GSK will not be obligated to
make any payment through PPD with respect to
any Study subject enrolled in excess of the
Institution’s Study Subject enrollment in
accordance with the Protocol.

2.5

Vsechny navstévy subjekti studie budou
ukonceny nejpozdéji xxx, coz je cilové datum
ukonceni posledni navstévy subjektu studie v
instituci (,,cilové datum ukonceni navstév®). Jak
je uvedeno v oddile 2.4 vySe a v tomto oddile
2.5, ,cilovymi ndvS§tévami“ se rozumi
predpokladané milniky Studie, které mohou byt
zadavatelem zménény. Jakakoli aktualizace
téchto cilovych dat bude sd€lena poskytovateli a
Hlavnimu zkouSejicimu, aniz by bylo nutné
ménit tuto Smlouvu.

2.5

All Study subject visits will be completed no
later than xxx, the targeted end date by which the
last Study subject last visit to Institution shall
occur (“Target Visits Completed By Date”). As
used in section 2.4 above, and this section 2.5,
“Target” means projected Study milestones
subject to change by Sponsor. Any update to
such target dates will be communicated to
Institution and Principal Investigator without the
necessity of modifying this Agreement.

Dodavka vybaveni

3. Supply of the Equipment

3.1

V pribéhu klinického hodnoceni PPD zajisti,
aby GSK predala poskytovateli zdravotnické
prostfedky nebo jiny material, ktery GSK urci
jako potiebny k provadéni klinického
hodnoceni  (souhrnné  oznacovano  jako
,material”). ,,Hodnoceny pfipravek™ znamena
vyzkumny ptipravek, ktery bude v ramci
klinického hodnoceni pouzit, a dalsi pfipravky,
podle protokolu pouzity
v klinickém hodnoceni jako komparator nebo

které maji byt
v kombinaci se zkouSenym  pfipravkem.
Zadavatel zajisti zasilky
hodnocenych 1éCivych ptipravkt do 1ékarny
poskytovatele zdravotnich sluzeb, kde je
1ékarnik prevezme a zkontroluje (jako jiné

distribuci

3.1

During the course of the Clinical Trial, PPD
shall procure that GSK will provide the
Institution with related devices, or other
materials as GSK determines necessary for the
conduct of the Clinical Trial (collectively,
the “Materials”). “Study Product” means the
investigational product to be used in the Study,
and other products which are required by the
Protocol to be wused in the Study as
a comparator orin combination with the
investigational product. The Sponsor shall
arrange for the distribution of the shipment of
the investigational medicinal products to the
pharmacy of the Institution, where the
pharmacist shall receive and inspect them (like
any other shipment - i.e., if not damaged, in
case of special transport requirements, if these
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zasilky - tzn. neni-li poskozena, v pfipadé
zvlastnich pozadavkil na transport, byly-li tyto
pozadavky dodrzeny, piijem zasilky potvrdi),
nasledn¢ si na zadanku zkousejici hodnocené
1é¢ivé pripravky vyzvedne na centrum a je za
n¢ plné zodpovédny. Zadavatel je povinen
oznamit do 3 pracovnich dni dodanim, kdy
bude zésilka do
emailem

I¢karny predana bud'to

nebo telefonicky 1€karnou

povéfenému  farmaceutovi nebo  pomoci
externiho software, jako je napt. IXRS system
Zadavatel  zajisti doddvku na  adresu:
Nemocni¢ni 1ékarna FN Motol, V Uvalu 84,
150 06 Praha 5

odpovédného Iékarnika.

a oznai ji jménem

requirements have been met, the pharmacist
shall acknowledge receipt of the shipment),
and then collect the investigational medicinal
products at the centre on the investigator's
request and be fully responsible for them. The
Sponsor is required to notify the pharmacy
within 3 working days of delivery when the
shipment will be handed over to the pharmacy
either by email or by telephone to the
pharmacist in charge of the pharmacy or using
external software such as IXRS system. The
Sponsor shall arrange delivery to the address of
the Hospital Pharmacy of the Motol Hospital,
V Uval 84, 150 06 Prague 5, and mark it with
the name of the pharmacist in charge.

3.2 Hlavni zkousSejici a poskytovatel: (i) budou | 3.2 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 materidl meénit chemicky, (i) shall not chemically, physically,
fyzikaln¢€ ani jinak, s vyjimkou piipadul, kdy to or otherwise modify the Materials, except if
protokol vyslovné vyzaduje; a (iii) budou specifically required by the Protocol; and (iii)
s materidlem  nakladat, skladovat  jej, shall handle, store, and ship or dispose of the
prepravovat a likvidovat s odpovidajici péci, Materials with appropriate care in compliance
v souladu se vSemi platnymi zakony, pravidly with all Applicable Laws, rules, and
a predpisy, zejména predpisy upravujicimi regulations including, but not limited to, those
nebezpecné latky. governing hazardous substances.

33 Po ukonceni klinického hodnoceni nebo zaniku | 3.3 Upon termination of the Clinical Trial or this
této smlouvy bude veskery nepouzity material Agreement, all unused Materials provided by
predany 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 ana jeji GSK’s option and expense, destroyed with the
naklady, zlikvidovan ajeho likvidace bude destruction certified in writing.
pisemné osvédcena.

34 Veskery material poskytnuty spolecnosti GSK | 3.4 Any Materials provided by GSK or by PPD in
nebo PPD v pribéhu klinického hodnoceni the course of the Clinical Trial may not be
nesmi byt premistén do zadného jiného zatizeni transferred to any other location or to any third
poskytovatele ani ke tieti osobé bez piedchoziho party without the prior written consent of PPD.
pisemného souhlasu PPD.

3.5 Vybaveni 3.5 Equipment

(a) Zapujcené vybaveni (,,Zapujéené vybaveni®) | (a) Loaned Equipment (“Loaned Equipment”)

znamend jakékoli vybaveni docasné¢ poskytnuté
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
pracovnikim pro pouzivani, ziskdvani, vkladani
a hlaseni studijnich dat pro spolecnost GSK. Pro tuto
studii budou nésledujici zafizeni ,,zapiijcenym
vybavenim* poskytnutym instituci pro pouziti v této

means any equipment temporarily provided to
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. For
this Study, the following devices will be “Loaned
Equipment” provided to the Institution for use on this
Study to be returned at the close of the Study: Samsung
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studii, které bude po ukonceni studie vraceno: Tablet

Samsung X205,

Galaxy Tab A8 10,5, SM-

X205.Néklady: xxx, iPhone 8, Cena: xxx.

X205 Tablet, Galaxy Tab A8 10.5, SM-X205Cost: XXX,
iPhone 8Cost: xxx

4. Povinnosti smluvnich stran 4. Obligations of the Parties

4.1 Povinnosti poskytovatele 4.1 Institution obligations

Poskytovatel je povinen: Institution shall:

(a) na vlastni naklady zajistit prostory, pracovniky, | (a) be responsible for providing, at its sole cost and
vybaveni (s vyhradou ¢l. 3.7) adalsi zdroje expense, the premises, adequate personnel,
potfebné pro provadéni klinického hodnoceni equipment (subject to Clause 3.7) and other
vsouladu stouto smlouvou, protokolem resources necessary to conduct the Clinical Trial,
a podminkami stanovenymi RA/EC; in accordance with this Agreement, the Protocol

and the conditions imposed by the RA/EC;

(b) zajistit, aby hlavni zkouSejici dodrzoval platné | (b) ensure that the Principal Investigator observes
predpisy, pfesné dodrzoval tuto smlouvu, current legislation, strictly complies with this
protokol, etické predpisy vztahujici se na Agreement, the Protocol, ethical regulations on
klinicka hodnoceni 1&Civ, a spolupracoval pii 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 spolecnostmi ve skupiné (kdyz Affiliates (where such visits will not interfere
takovéto navstevy nebudou naruSovat bézny with the normal operation of the Institution and
chod poskytovatele a budou ohlaSeny nejméné will be announced at least three working days in
tii  pracovni dny pfedem), a kontrol advance) and inspections by competent health
provadénych  piislusSnymi  zdravotnickymi authorities;
organy;

(c) neprodlen¢ informovat PPD, pokud poskytovatel | (c) promptly advise PPD as soon as possible if
zjisti nebo se dozvi o: (1) podstatném nedodrzeni Institution observes or becomes aware of:
protokolu, pokynit ICH pro spravnou klinickou (1) material non-compliance with the Protocol,
praxi ¢i jakychkoli platnych zakond, pravidel ICH Good Clinical Practice guidelines, or any
apredpist, (2) neuplném nebo nespravném Applicable ~ Laws, rules  or regulations,
zaznamenani dat nebo jakémkoli vyznamném (2) incomplete or inaccurate recording of data
poruseni povinnosti, (3) personalnich zméndach, or any significant misconduct (3), any changes of
zménach v zafizeni nebo v metodach klinického personnel, facilities or clinical research methods
vyzkumu u poskytovatele, které mohou klinické at the Institution that may affect the Clinical
hodnoceni ovlivnit, nebo (4) jinych zalezitostech, Trial, or (4) any other matters, events, conditions
udalostech, podminkach ¢i problémech, které or difficulties that may jeopardize the proper
mohou ohrozit fadné provadéni klinického conduct of the Clinical Trial,
hodnoceni;

(d) pisemné informovat PPD a RA/EC o veskerych | (d) notify PPD and the RA/EC, in writing, of any
neoc¢ekavanych nebo zavaznych nezadoucich unanticipated or serious adverse reactions to the
reakcich na hodnocené 1éCivo, v souladu Clinical Trial Product, in accordance with Clause
s Clankem 11 této smlouvy as postupy 11 below and the procedures set forth in the
stanovenymi v protokolu; Protocol;

(e) vést dostateCné zdznamy o totoznosti subjektll | (e) maintain adequate records with respect to
klinického hodnoceni, klinickych zjisténich, Clinical Trial Subject identification, clinical
laboratornich  testech, a o pfijmu a vydeji observations, laboratory tests, and Clinical Trial
hodnoceného 1é¢iva; Product receipt and disposition;

® spolupracovat s PPD a GSK nebo jejimi | (f) cooperate with PPD and GSK or its Affiliates in

spoleC¢nostmi ve skupiné pii jejich aktivitach
zaméfenych na kontrolu klinického hodnoceni

their efforts to monitor the Clinical Trial at the
Institution premises;
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v prostorach poskytovatele;

(2) pouzivat udaje ziskané od subjekti klinického | (g) use the data obtained from the Clinical Trial
hodnoceni pouze pro ucely klinického Subjects only for the purposes and in
hodnoceni a v souvislosti s nim, 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 Clenl FeSitelského tymu, na jejichz Trial Staff that allows GSK, GSK’s Affiliates,
zaklad¢ bude moci GSK, jeji spolecnosti ve and third party suppliers working for GSK
skupin€ a externi dodavatelé pracujici pro GSK or its Affiliates to hold and process personal
nebo jeji spolecnosti ve skupiné kdekoli na data provided with respect to Clinical Trial
svété uchovavat a zpracovavat poskytnuté Staff anywhere in the world, both manually and
osobni udaje fesitelského tymu, a to jak rucné, electronically, for all purposes relating to the
tak elektronicky, pro veskeré ucely vztahujici performance of this Agreement, for the
se kplnéni této smlouvy, pro ucely spravy purposes of administering and managing the
afizeni podnikatelské Cinnosti  kterékoli business activities of any company in the
spolecnosti  vramci skupiny GSK, apro GSK’s group, and for compliance with
dodrzeni platnych postupt, zakont a predpist. applicable procedures, laws, and regulations.

(1) Poskytovatel poveri zaméstnance s prislusnou | (i) The Institution will authorize an employee
kvalifikaci, aby ptsobil jako povéfeny Iékarnik appropriately qualified to act as the Delegated
k zajisténi fadného zachdzeni s hodnocenym Pharmacist to secure proper handling of the
lé¢ivem  a piipadnymi dalsimi  1éCivy Clinical Trial Product and any related
pouzivanymi v ramci 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 1éC¢ivem predda povérenému Clinical Trial Product will be communicated by
1ékarnikovi pracovnik PPD urceny pro kontrolu a PPD monitor to the Delegated Pharmacist.
klinického hodnoceni u poskytovatele.

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

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

(b) zajistit, aby cinnosti klinického hodnoceni byly | (b) ensure that the Clinical Trial activities are
provadény v souladu s protokolem, pokyny performed in accordance with the Protocol, the
prislusné RA/EC, podminkami této smlouvy, guidelines provided by the correspondent
a s veskerymi mistnimi pfedpisy vztahujicimi se RAJEC, the terms of this Agreement and any
na provadéni klinickych hodnoceni na lidskych other local applicable legislation to the
subjektech; performance of clinical trials in humans’

subjects;

() dohlizet na piedlozeni podkladi RA/EC ana | (¢) oversee the submission of RA/EC and Ethical
zajisténi etického schvéleni; Approval;

(d) dohliZet na zafazovani pacientll u poskytovatele | (d) oversee the enrolment of patients at the

vsouladu skritérii  pro  zafazeni/vyfazeni

stanovenymi v protokolu;

Institution, in  accordance  with  the
inclusion/exclusion criteria defined in the
Protocol;
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©

poucit vSechny osoby, které maji byt do
klinického hodnoceni zatazeny, diive, nez daji se
svou ucasti v klinickém hodnoceni souhlas,
o ucelu nebo ucelech, metodach a podminkéach
provadéni  klinického  hodnoceni,  jeho
ocekdvaném léCebném piinosu a o riziku
spojeném s klinickym hodnocenim;

©)

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;

®

dohliZet na vyhotoveni vSech zdznami subjektil
hodnoceni (dale jen ,,CRF”) a kontrolovat jejich
spravnost a uplnost, atyto formulate i dalsi
udaje klinického hodnoceni nebo vzorky
ptedavat PPD v souladu s ¢lankem 2.6, a to ve
formatu a zplGsobem, na kterych se smluvni
strany dohodly, a v anonymizované formg;

®

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;

(&

od kazdého subjektu ziskaného pro Kklinické
hodnoceni (nebo jeho zakonného zastupce, je-li
to dovoleno) ziskat podepsany informovany
souhlas v souladu s touto smlouvou, platnymi
mistnimi  zdkony a pfedpisy. Informovany
souhlas musi byt poskytnut na aktudlnim
formulafi schvaleném RA/EC, GSK aPPD,
amusi obsahovat ustanoveni nezbytna k tomu,
aby mohly mit regulacni orgény, RA/EC, GSK
a jeji spolecnosti ve skupiné a PPD plny pfistup
k Gdajim  umoznujicim  urCeni  totoznosti
subjektu a tyto udaje pouzivat, véetné informaci
o zdravotnim stavu pacienta, jak jsou tyto udaje
definovany v platnych zakonech, pravidlech
apiepisech  oochran¢  osobnich  udaji,
a v souladu s mezinarodn€ uznavanymi principy
a zasadami ochrany osobnich udaji;

(2

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 RA/EC, 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 jin¢ho klinického hodnoceni bez pfedchoziho
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;

zajistit, aby byly veskeré udaje klinického
hodnoceni, zaznamy klinického hodnoceni
a CRF, v¢etné¢ veskerych dokumentt urcujicich
totoznost  subjektti  klinického hodnoceni
a spojujicich ji s pfislusnymi CRF, bezpecné
ulozeny tak, aby byly pristupné pouze
s védomim poskytovatele a hlavniho
zkousejiciho;

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

)

jakékoli zavazné nebo neocekavané nezadouci
ptihody neprodlené (pisemné¢) nahlasit GSK,
PPD a RA/EC, vsouladu s c¢lankem 11 této
smlouvy a dle postupti stanovenych v protokolu;

O

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

(k)

pisemné informovat GSK, PPD, a RA/EC

o jakychkoli odchylkach od protokolu;

(k)

notify GSK, PPD, and the RA/EC, in writing, of
any deviations from the Protocol;
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D spolupracovat s GSK pii 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) o postupu klinického hodnoceni podavat hlaseni | (m) report on the progress of the Clinical Trial to the
RA/EC (je-li tieba); RA/EC (as appropriate);

(n) provadét  sluzby  vsouladu s nejvyssimi | (n) perform the Services in accordance with the
standardy odbornosti, peclivosti a dikladnosti, highest professional standards of skill, care and
avsouladu se vSemi platnymi a UCinnymi diligence and in compliance with all Applicable
zakony a predpisy; Laws and regulations;

(0) vyrozumét PPD o veskerych ustanovenich | (0) notify PPD of any provisions in its local law,
mistnich piedpisti, nebo o0 zménach téchto or of any changes in that law, which do or could
predpisi, které ovliviiuji nebo by mohly ovlivnit affect the Principal Investigator’s ability to
schopnost  hlavniho  zkousSejictho  provadét conduct the Clinical Trial or to perform his/her
klinické hodnoceni nebo plnit své ukoly, jak jsou duties as defined in this Agreement;
definovany v této smlouve;

(p) predat PPD upIné vysledky testi a veskeré udaje | (p) provide PPD with the complete results of the
ziskané pfi klinickém hodnoceni; tests and all of the data obtained during the

Clinical Trial,

) veskeré udaje adal$i informace tykajici se | (q) submit all data and other information related to
klinického hodnoceni predavat véas; the Clinical Trial in a timely manner;

(r) spolupracovat s PPD, GSK a jejimi spole¢nostmi | (1) cooperate with PPD, GSK and its Affiliates and
ve skuping 1 s regulaénimi organy pfi provadéni regulatory authorities in all their efforts to
prubéznych  kontrol  klinického  hodnoceni monitor the Clinical Trial and conduct audits and
a dalsich kontrol a auditt; inspections;

(s) do dvaceti ¢tyf (24) hodin poté, co se dozvi | (s) within twenty four (24) hours of first knowledge
o SAE (jak je tento pojem definovéan v ¢lanku of any SAE (as that term is defined at Clause
11.1 této smlouvy), o neocekavané nebo zavazné 11.1 below), notify PPD, and the RA/EC, in
nezddouci reakci na hodnocené 1éCivo pisemné writing, of any unanticipated or serious adverse
vyrozumét PPD a RA/EC atidit se postupy reactions to the Clinical Trial Product and follow
stanovenymi v protokolu a v ¢lanku 11; the procedures set forth in the Protocol and

Clause 11;

()] nemuze-li pokraCovat v Cinnosti jako hlavni | (t) if he/she is not able to continue as Principal
zkousejici z diivodu odchodu do dichodu, Investigator by reason of retirement, transfer
prelozeni na jiné pracovisté nebo z obdobnych or similar reasons, he/she shall provide written
divodl, oznami to PPD pisemné co nejdiive, notice to PPD as soon as possible and at least
nejpozdéji vsak tii (3) tydny pred odchodem; a within three (3) weeks of such departure; and

(u) poucit pacienty zafazené do klinického | (u) inform the patients involved in the Clinical Trial

hodnoceni o tom, Ze jejich osobni tdaje ziskané
prostrednictvim informovaného souhlasu
adalsimi  zpisoby  budou  uchovavany
v dokumentaci, jejimz vyhradnim vlastnikem je
GSK. Hlavni zkousejici bude osobni udaje
shromazd'ovat a zpracovavat pro GSK v souladu
s platnymi  mistnimi  predpisy o osobnich
udajich, a to pouze po dobu platnosti smlouvy
podepsané s GSK, a pouze pro tcely stanovené
v uvedené smlouve.

that all their personal data collected through the
Informed Consent form and other means will be
kept in a file whose ownership correspond solely
to GSK. Principal Investigator shall collect and
process all personal data in accordance with
applicable local regulation on personal data on
behalf of GSK and only throughout the duration
of the agreement signed with GSK and only for
the purposes established in the said agreement.
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4.3 Povinnosti PPD 4.3 PPD Obligations
PPD je povinna: PPD shall:
(a) zajistit predloZeni podkladi RA/EC a ziskani | (a) be responsible for the submission to the RA/EC
potiebnych souhlast pro klinické hodnoceni. and for obtaining relevant approvals for the
Clinical Trial.
(b) zajistit  prubéznou  kontrolu  klinického | (b) be responsible for the monitoring of the Clinical
hodnoceni; Trial;
(c) predat  poskytovateli  protokol, formulafe | (c) provide to the Institution the Protocol, Informed
informovaného souhlasu a potiebny pocet CRF; Consent forms and required number of CRFs;
a and
(d) informovat poskytovatele a hlavniho | (d) inform the Institution and the Principal
zkousejictho o chemickych/ farmaceutickych, Investigator of chemical / pharmaceutical,
toxikologickych, farmakologickych a klinickych toxicological, pharmacological and clinical data
udajich a vysledcich, z nichz vychazi usporadani and results to justify the design and duration of
a délka klinického hodnoceni. the Clinical Trial.
5. Financovéni klinického hodnoceni a platby 5. Funding of the Clinical Trial and Payments
5.1 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,
poskytovateli ~odménu dle  Prilohy 1 PPD will pay the Institution in accordance with
(rozpocet®). Poskytovateli nebude vyplacena Schedule 1 (the “Budget”). Institution will not
odména za subjekty zafazené bez Tfadné be compensated for any Subjects who were
podepsaného informovaného souhlasu nebo enrolled without a properly executed informed
takové, které nesplnuji kritéria pro zatazeni do consent form orwho 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  zkouSejiciho who were involved in the conduct of the Clinical
a feSitelsky tym. Odhadovana hodnota splatna Trial, including (without limitation) the Principal
této smlouvy je 5 702 852 K¢. Investigator and the Clinical Trial Staff.
Approximate amount payable under this
Agreement is CZK 5 702 852.
52 Platby dle této smlouvy jsou pievadény od GSK. | 5.2 Payments under this Agreement are pass-through
PPD provede platbu poskytovateli dle rozpoctu. payments from GSK. PPD shall make payment
to the Institution, in accordance with_the Budget.
53 Platby jsou podminény v€asnym | 5.3 Payments are dependent upon the reports and
a uspokojivym  pfedanim zprav a dalSich other information pursuant to Clauses 4.1 and

informaci dle ¢lanki 4.1 a 4.2. Platby za sluzby
poskytnuté pouze Ccasteén€, napt. v piipadé
ptedasného ukonceni Ucasti subjektu, budou
provedeny pomérné za poskytnuté sluzby dle
rozpoctu. Nebudou hrazeny zadné platby za
poskytnuté sluzby, které budou povazovany za
poruseni protokolu ¢i této smlouvy nebo
odchyleni od nich.

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 apro-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.
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5.4

Faktury jsou splatné do Ctyficeti péti (45) 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 prislusné platby obdrzi od GSK. PPD
vynalozi takové Usili, jaké od ni lze spravedlivé
pozadovat, aby zajistila véasné obdrZeni
pribéznych plateb od GSK.

54

Invoices are payable within forty five (45)
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 zakladé této
smlouvy budou provedeny v plné vysi
v souladu stouto smlouvoubez srazek na
jakékoli dané ¢i poplatky. Jakékoli dan€ splatné
dle platnych pravnich ptedpist, k nimz vznikne
povinnost v disledku plateb provedenych
spolecnosti PPD poskytovateli, jsou vyhradni
odpovédnosti  poskytovatele, a poskytovatel
uhradi vzniklé¢ danové povinnosti véas. DPH
bude pfipoCtena podle platné pravni upravy
v den fakturace.

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
under Applicable Law as aresult 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
atimely manner. VAT  will be added
according to the Applicable Law in force on the
day of invoicing.

5.6

Smluvni strany berou na védomi, ze kazda
jedna z nich je odpovédna za splnéni svych
danovych povinnosti dle zdkonti té jurisdikce,
které podléha, v ptislusné vysi, véetné DPH,
z veSkerych odmén a nahrad vyplacenych dle
této smlouvy.

5.6

The Parties acknowledge that each of them
shall be responsible for complying with its tax
obligations under the laws of the jurisdiction to
which it is subject, in the appropriate amount,
including VAT, on all fees and compensation
paid under this Agreement.

5.7

Poskytovatel a hlavni zkousSejici souhlasi s tim,
7ze GSK nebo jeho spolecnosti ve skupiné
mohou zvefejnit vysi finanénich prostiedkl
vyplacenych poskytovateli ze strany GSK za
provadéni klinického hodnoceni, a v ramci
tohoto zvefejnéni mohou uvést totoznost
poskytovatele a hlavniho zkousejiciho.

5.7

Institution and Principal Investigator agree that
GSK orits 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.

5.8

Formuldi pro oznameni financnich z&jmi
hlavniho zkousSejiciho. Hlavni zkousejici timto
bere na védomi pozadavky FDA o pravidlech
finan¢niho zvetejnéni a souhlasi, Ze na zakladé
zadosti spolenosti PPD nebo zéstupce
spolecnosti PPD pied zahdjenim klinického
hodnoceni vyplni avrati spole¢nosti PPD
formuldf pro oznameni finan¢nich z&jmi
hlavniho zkousejiciho. Hlavni zkousejici také
souhlasi s poskytnutim takto vyplnéného
formulafe Gfadu FDA, bude-li to tfeba.

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 ahlavni zkousejici nebudou
uctovat  zadnému  subjektu  klinického
hodnoceni ani zadné tieti stran¢ zadné postupy
klinického hodnoceni pozadované protokolem,

5.9

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
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které jsou hrazeny spolecnostmi PPD nebo
GSK na zaklad¢ této smlouvy, ani za zadné
hodnocené pripravky, které jsou poskytovany
nebo hrazeny spolecnostmi PPD nebo GSK na
zaklad¢ této smlouvy.

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 spoleénosti GSK
jsou podminény tim, Ze poskytovatel nahlasi
spolecnosti PPD a/nebo GSK vSechna data
pozadovana protokolem a dal$imi dokumenty,
jimiz se fidi klinické hodnoceni, v¢etn¢ vSech
nezadoucich piihod, atim, ze poskytovatel
bude dodrZzovat 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, Zezadné platby
spole¢nosti GSK v souladu s touto smlouvou
nebudou zcela ani z¢asti, pfimo ani nepfimo,
predany zadné treti strané jako srdzka nebo
sleva na nékup produkti GSK. Bez ohledu na
vyse uvedené se komercné piijatelné platby
subdodavateli, ktery poskytuje sluzby podle
podminek této smlouvy, a které spliiuji kritéria
pro sluzby v dobré vite, nepovazuji za slevy
nebo diskontni platby (i kdyz je subdodavatel
zakaznikem spole¢nosti GSK).

5.10

5.11

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 arebate or discount for the
purchase of GSK products. Notwithstanding
the foregoing, commercially reasonable
payments to a subcontractor who is performing
services under the terms of this Agreement that
meet the criteria for bona fide services are not
considered to be apass-through rebate
or discount payments (even if the subcontractor
is a GSK customer).

Subjekt klinického hodnoceni

6. Clinical Trial Subject

6.1.

Informovany souhlas kazdého subjektu, ktery
se ucastni klinického hodnoceni, bude ziskan
v souladu s mistnimi zdkony a predpisy
platnymi v Ceské republice, véetné vyplnéni
schvaleného formulafe informovaného
souhlasu, ktery byl schvdlen RA/EC.
Poskytovatel/hlavni zkousejici budou
hodnocené 1éCivo podavat pouze subjektiim,
od nichz hlavni zkouSejici fadné ziskal
informovany souhlas dle ¢lanku 4.1, pism. g),
atohoto ¢lanku 6.  Poskytovatel/hlavni
zkousejici povedou dostate¢nou dokumentaci
o ziskani informovaného souhlasu od kazdého
subjektu.

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
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.

6.3

PPD, poskytovatel a hlavni zkouSejici budou
uchovavat totoZznost subjektl v tajnosti a dodrzi
veskeré platné predpisy tykajici se utajeni
jejich totoznosti a jejich zdravotnich zadznamd.

Zpusob pouceni pacienta a ziskani jeho souhlasu

6.2

6.3

PPD, the Institution and the Principal
Investigator shall hold in confidence the
identity of the Subjects and shall comply with
all  Applicable Laws regarding the
confidentiality of their identities and their
individual medical records.

The method of explanation to the patient and the
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musi byt provedeny v souladu s pokyny RA/EC,
a zajisti je hlavni zkousSejici. Kazdému subjektu
bude ptredano jedno vyhotoveni informace pro
pacienta, které si subjekty mohou ponechat pro
vlastni potiebu.

obtaining of consent should be conducted in
accordance with the directions of the RA/EC and
is a Principal Investigator responsibility. Each
Subject shall be provided with their own copy of
the patient information sheet which they can
retain for their own records.

7. Vysledky klinického hodnoceni _a duSevni | 7. Clinical Trial Results and Intellectual
vlastnictvi Property

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

7.2.  Poskytovatel neprodlené¢ avpisemné formé | 7.2 Institution will notify GSK, promptly and in
oznami spolec¢nosti GSK kazdy objev, vyvoj, writing, of any discovery, development,
vyndlez (at uZz patentovatelny ¢i nikoliv), invention  (whether  patentable  or not),
modifikaci, zlepSeni, vzorec, proces, slozeni modification, improvement, formula, process,
latky, formulaci, vyuziti, metodu vyuziti nebo composition of matter, formulation, use,
podani, specifikaci, pocitacovy program nebo method of wuse ordelivery, specification,
model a souvisejici dokumentaci, know-how computer program or model and related
(v€etné vSech technickych informaci, jak documentation, know-how (including all
utajovanych, tak i neutajovanych), obchodni technical information, both secret and non-
tajemstvi nebo autorské dilo spolecné se vSemi secret), trade secret, or work of authorship
preklady, adaptacemi, derivacemi together with all translations, adaptations,
a kombinacemi  téhoz, jakoz 1 veSkerou derivations, and combinations thercof, and all
dokumentaci, specifikace, vykresy, grafiku, documentation,  specifications,  drawings,
databaze, nahravky ajina dila, u nichz lze graphics, databases, recordings, and other
uplatnit autorska prava, vytvorend copyrightable works made by Institution,
poskytovatelem, hlavnim zkouSejicim, nebo Principal Investigator, or Clinical Trial Staff:
personalem klinického hodnoceni: (1) ve (1) in connection with the Clinical Trial; or (2)
spojenim s klinickym hodnocenim; nebo (2) which  incorporates = GSK  Confidential
zahrnujici duvémné informace spole¢nosti GSK Information (“New Intellectual Property”
(,,Nové dusevni vlastnictvi“ nebo ,,Nové DV*) or “New IP”).

7.3.  Poskytovatel timto ptidéluje a zajisti, aby hlavni | 7.3 Institution hereby assigns and will cause to be
zkousejici a persondl klinického hodnoceni assigned by Principal Investigator and Clinical
pridélili spole¢nosti GSK a/nebo piidruZzenym Trial Staff, to GSK and/or to GSK’s Affiliates
spole¢nostem GSK veskera prava, naroky any and all rights, title, and interest in any New
a z4jmy na kazdém Novém DV, véetné mimo IP, including, without limitation, all copyright
jiné veskerych z4jmi tykajicich se autorskych interests in any GSK Publication each without
prav ke kterékoliv publikaci GSK, ato bez additional consideration from Sponsor.
naroku na dal$i odménu ze strany zadavatele.

7.4 Na Zadost spolecnosti GSK poskytovatel | 7.4 If GSK requests, Institution will execute and will

vyhotovi azajisti, aby hlavni zkouSejici cause Principal Investigator and Clinical Trial
a personal klinického hodnoceni vyhotovili Staff to execute any instruments or testify as

jakékoli nastroje nebo poskytli svédectvi, které
spoleCnost GSK povazuje za nezbytné k
vypracovani, podani a vyfizeni patentovych
prihlasek, k obhajobé patenti nebo k jiné
ochrané¢ z&jm1 spolecnosti GSK v oblasti nového
dusevniho vlastnictvi ze strany spole¢nosti GSK
nebo jejich pfidruzenych subjekti. Spolecnost
GSK uhradi poskytovateli pfiméfené a nezbytné
naklady.

GSK deems necessary for GSK and GSK’s
Affiliates to draft, file, and prosecute patent
applications, defend patents, orto otherwise
protect GSK 's interest in New IP. GSK will
reimburse Institution for reasonable and
necessary expenses incurred.
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7.5

PPD ani GSK nepfevedou na zéklad¢ této
smlouvy na instituci nebo  hlavniho
zkousejictho zadné patentové pravo, autorské
pravo nebo jiné vlastnické pravo zadavatele.

7.6 Povinnosti stanovené timto c¢ldnkem zlstavaji

v platnosti i po zaniku této smlouvy.

7.5

7.6

Neither PPD nor GSK shall transfer to Institution
or Principal Investigator by operation of this
Agreement any patent right, copyright or other
proprietary right of Sponsor.

The obligations of this Clause shall survive
after the term ortermination of this
Agreement.

Duvérné informace

8. Confidential Information

8.1

Poskytovatel/hlavni zkousejici, jejich
zamgstnanci, zastupci a tieti osoby zapojené do
klinického hodnoceni hlavnim zkouSejicim
a/nebo poskytovatelem nevyzradi zadné udaje,
zdznamy ani jiné informace (ddle souhrnné
oznaCované jako ,,divémé informace GSK®)
predané poskytovateli /hlavnimu zkousejicimu
spolecnosti GSK nebo PPD ¢ vytvorené
v disledku provadéni klinického hodnoceni,
zadné tfeti osob€, ani je nepouziji k Zadnému
jinému ucelu nez je provadéni klinického
hodnoceni, bez ptedchoziho pisemného souhlasu
GSK, apodepisi pisemnou smlouvu o utajeni.
Tyto davémé informace GSK zlstanou
diivérnym vlastnictvim GSK a budou vyzrazeny
pouze poskytovateli /hlavnimu zkousejicimu
ajejich zaméstnancim a zastupcim, ktefi je
potiebuji znat. Povinnost utajeni se nevztahuje
na nasledujici divérné informace GSK:

8.1

Institution/Principal  Investigator and  their
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 “GSK Confidential Information”)
disclosed to Institution/Principal Investigator by
GSK or PPD or generated as aresult of this
Clinical Trial without the prior written consent of
GSK and shall sign a written non-disclosure
agreement. Such GSK Confidential 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 GSK Confidential
Information:

i které jsou vetejné znamy nebo se stanou
vetejné dostupnymi jinak nez cinem
nebo  opomenutim  poskytovatele/
hlavniho zkousejiciho;

1 that is generally known to the public
or that becomes publicly available
through no act or omission on the part
of Institution/Principal Investigator;

il které poskytovateli/hlavnimu
zkousejicimu predala treti osoba, ktera
méla zdkonné pravo tyto informace
predat;

il that is disclosed to Institution/Principal
Investigator by athird party legally
entitled to disclose such information;

il o nichz miZe poskytovatel, resp. hlavni
zkouSejici prokazat, Ze je mél v drzeni
pred jejich pfedanim nebo vytvofenim
na zakladé této smlouvy, ¢i je vyvinul

il which the Institution/Principal
Investigator, as  applicable, can
demonstrate that it possessed prior to,
or developed  independently  from,

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

v u nichz stanovi povinnost piredani v that is required by law to a government
statnimu  organu  zdkon  nebo authority or by order of acourt of
rozhodnuti pfislusného soudu, za competent jurisdiction, provided that
podminky, ze(a) takové piedani (a) such disclosure is subject to all
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podléha veskeré platné statni nebo
soudni ochrané pro material tohoto
druhu;  (b) GSK otom bude
vyrozuména piiméfenou dobu predem;
a (¢) budou podniknuty veskeré kroky,
které Ize spravedlivé pozadovat,
k omezeni rozsahu predavanych udaji.

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 zlstavaji
v platnosti i po zaniku této smlouvy.

8.2

The obligations of this Clause shall survive
after the term or termination of this Agreement.

Publikace

Publications

9.1

Pred zatazovanim subjektl klinického hodnoceni
spolecnost GSK zvefejni souhrn protokolu
klinického hodnoceni ve vefejné ptistupném
registru protokoltl.

9.1

GSK will post aClinical Trial Protocol
summary on a publicly available protocol
register prior to the enrollment of Subjects.

9.2

Spolecnost GSK zvefejni souhrn vysledkt
klinického hodnoceni ve vefejné pristupném
registru vysledki nejpozdéji dvanact (12) mésict
po dokonceni klinického hodnoceni ve vsech
tesitelskych  centrech jak je  definovano
protokolem klinického hodnoceni. Zvetejnéni
vysledktl klinického hodnoceni miize nastat pied
publikovanim vysledka klinického hodnoceni v
recenzované literatuie. Zaroven se zvefejnénim
souhrnu vysledki GSK také zvetejni protokol
klinického hodnoceni a plan statistickych analyz.
Po publikaci klinického hodnoceni ve védeckém
Casopisu muze spoleénost GSK uvadét klinické
hodnoceni na externi webové strance pro sdileni
udaji na urovni pacientl pro dalsi vyzkum
amize také zpfistupnit celou  zpradvu
z klinického hodnoceni na svych strankach pro
vetejnost.

9.2

GSK will post a Clinical Trial results summary
on a publicly available results register no later
than twelve (12) months following completion
of the Clinical Trial at all Clinical Trial sites as
defined in the Clinical Trial Protocol. Posting
of summary Clinical Trial results may occur
prior to publication of Clinical Trial results in
the peer-reviewed literature. GSK will also post
full Clinical Trial Protocol and statistical analysis
plan at the time of results summary posting.
After the Clinical Trial is published in a scientific
journal, GSK may list the Clinical Trial on an
external website for patient-level data sharing for
further research and may also make available the
full Clinical Trial report on the GSK Study
Register on its public-facing website.

9.3

Prvni publikace a veskeré nasledujici publikace
vysledkil klinického hodnoceni ze vSech center
klinického hodnoceni (,,Publikace GSK*) nebo
zptistupnéni vysledkt klinického hodnoceni
bude ¢i budou koordinovany spole¢nosti GSK.
Jakékoli zapojeni hlavniho zkouSejiciho nebo
jinych zastupct poskytovatele jako
jmenovaného autora publikace GSK bude
uréeno v souladu s jednotnymi pozadavky na
rukopisy Mezinarodniho vyboru redaktord pro
1ékaiské Casopisy (,,ICMJE®) (nebo pokud jsou
prisnéjsi, kritéria autorstvi dané¢ho Casopisu).
Poskytovatel a hlavni zkousejici berou na
védomi, ze pouhd ucast subjekti klinického
hodnoceni neni dostatecnym divodem pro
uznani autorstvi. Pokud je hlavni zkousejici
nebo jiny zastupce poskytovatele jmenovanym
autorem publikace GSK, uzavie coby autor
pisemnou dohodu o autorstvi pted zahdjenim
prace na publikaci GSK.

93

First  publication and all  subsequent
publications of the Study results from all
Clinical Trial sites (“GSK Publication(s)”)
or disclosure(s) of the Study results shall be
coordinated by GSK. Any participation of
Principal Investigator or other representatives
of Institution as a named author of the GSK
Publication will be determined in accordance
with the International Committee of Medical
Journal Editors (“ICMIE”) Uniform
Requirements for Manuscripts (or if more
stringent, the authorship criteria of the specific
journal). The Institution and Principal
Investigator acknowledge that the enrollment
of Study Subjects alone is not a qualification
for authorship. Ifthe Principal Investigator
or other representative of Institution is a named
author of the GSK Publication, as an author
(s)he will enter into a written author agreement
prior to the beginning of the work on the GSK
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Publication.

9.4

Spolecnost GSK mize zvefejnit jméno hlavniho
zkousejiciho a nazev poskytovatele jako soucast

seznamu  zkouSejicich a  poskytovateli
provadejicich klinické hodnoceni pri

zvefejiovani zaznamt o protokolu nebo shrnuti
vysledkii. Poskytovatel a hlavni zkouSejici
souhlasi s tim, Ze spole¢nost GSK muize zvefejnit
Castku financovani poskytnutou poskytovateli
spolecnosti GSK za provedeni klinického
hodnoceni, pfiemz muze v ramci tohoto
zvefejnéni identifikovat poskytovatele a hlavniho
zkousejiciho. Hlavni zkousejici souhlasi s tim, ze
pfi vefejném vystoupeni nebo publikaci ¢lanku ¢i
komunikace ohledné klinického hodnoceni nebo
hodnoceného piipravku nebo jinak souvisejicich
se spole¢nosti GSK uvede, Ze byl zkouSejicim
klinického hodnoceni .

9.4

GSK may make public the names of the
Principal Investigator and the Institution as part
of alist 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 they speak publicly or publish any
article or letter about a matter related to the
Clinical Trial or Study Product or that
otherwise relates to GSK, Principal Investigator
will disclose that they were an Investigator for
the Clinical Trial.

9.5

Poskytovatel mtze v souladu s védeckymi
standardy a na védeckém foru, publikovat nebo
predstavit vysledky klinického hodnoceni na
zaklad¢  dat klinického  hodnoceni
poskytovatele (,,publikace poskytovatele®) za
ptedpokladu, Ze publikace poskytovatele
nezvetejni zadné davérné informace
spolec¢nosti GSK kromé vysledkit klinického
hodnoceni z dat klinického hodnoceni
poskytovatele. Poskytovatel musi piedlozit
spolecnosti GSK ke kontrole a komentafi
jakoukoli navrhovanou publikaci poskytovatele
nejméné tiicet (30) dnd predtim, nez ji poda
treti strané. Pokud spole¢nost GSK pozada o
odklad kvili podani patentovych prihlasek
tykajicich se nového dusSevniho vlastnictvi
(Nové DV), poskytovatel souhlasi s odkladem
podani publikace poskytovatele tieti stran¢ az
na sto dvacet (120) dni od pozadavku
spole¢nosti GSK. Poskytovatel rovnéz souhlasi
s tim, Ze jakéakoli publikace poskytovatele bude
zvefejnéna az po publikaci GSK, a to v souladu
s piipadnymi omezenimi a restrikcemi, za
predpokladu Ze publikace GSK bude podana do
osmnacit (18) meésic od posledni néavstévy
posledniho subjektu klinického hodnoceni ve
vSech centrech klinického hodnoceni, jak je
definovano v protokolu klinického hodoceni.
Publikace poskytovatele bude odkazovat na
publikaci GSK. Poskytovatel souhlasi s tim, ze
finan¢ni podpora spolec¢nosti GSK pro klinické
hodnoceni bude uvedena v jakékoli publikaci
poskytovatele. Poskytovatel zajisti, aby hlavni
zkousejici spliioval povinnosti stanovené v této
Casti.

9.5

Institution, consistent with scientific standards
and in a scientific forum, may publish or present
the Study results from Institution Study data (an
“Institution Publication”), provided that the
Institution Publication does not also disclose any
GSK Confidential Information other than the
Study results from Institution’s Study data.
Institution shall submit to GSK for review and
comment any proposed Institution Publication at
least thirty (30) days prior to submitting the
Institution Publication to any third party. If GSK
requests adelay in order to file patent
applications relating to New IP, Institution agrees
to delay submitting the Institution Publication to
any third party for up to one hundred twenty
(120) days after GSK’s request. Institution also
agrees that any Institution Publication shall only
be made after the GSK Publication(s), and
consistent with any limitations and restrictions
that may apply, provided that the GSK
Publication is submitted within eighteen (18)
months after last Study Subject last visit at all
sites as defined in the Study Protocol. The
Institution Publication will reference the GSK
Publication(s). Institution agrees that GSK’s
financial support of the Clinical Trial will be
disclosed in any Institution Publication.
Institution shall ensure that Principal Investigator
complies with the obligations identified in this
subclause.

9.6

Osobni udaje subjektti klinického hodnocenti,
jako jsou jméno nebo inicidly, nejsou nikdy
zvetejnovany.

9.6

Clinical Trial subjects’ Personal Information,
such as name or initials, shall not be publicly
disclosed at any time.
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9.7 Povinnosti v tomto ¢lanku budou pietrvavat po | 9.7 The obligations of this Section shall survive
ukonéeni této smlouvy. termination of this Agreement.

10. Ochrana dat. 10. Data Protection

10.1  Poskytovatel ahlavni zkouSejici budou | 10.1  Institution and Principal Investigator shall
dodrzovat a od fyzickych a pravnickych osob comply and shall require any of the persons
poskytujicich sluzby jejich jménem budou or entities performing the Services on their
vyzadovat dodrzovani vSech platnych zakont, behalf to comply, with all Applicable Laws,
pravidel, predpisi a pokynl upravujicich rules, regulations, and guidelines governing
ochranu Udaji umoziujicich uréit totoznost the privacy of personally identifiable
osob audaji o zdravotnim stavu pacientd information and patient health information in
v Ceské republice. Czech Republic.

10.2  PPD zarucuje, Ze protokol stanovi mechanismy | 10.2 ~ PPD guarantees that the Protocol establishes
umoziujici oddéleni udaji osobni povahy u the mechanisms that allow the disassociation of
subjektd, 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 Prin-
zkousejici pouci subjekty zicastnéné v klinickém cipal Investigator shall inform the Subjects in-
hodnoceni o tom, Ze jejich osobni udaje ziskané volved in the Clinical Trial that all their personal
prostiednictvim informovaného souhlasu a dalsi- data collected through the Informed Consent
mi zplsoby budou uchovavany v dokumentaci, form and other means will be kept in a file which
jejimz vyhradnim vlastnikem je GSK. S veskery- is owned by GSK. All personal data collected
mi shromazdénymi osobnimi Udaji bude nakla- shall be treated with the privacy, confidentiality
dano pfii dodrzeni opatieni na ochranu dat, pro and safety measures established by the relevant
utajeni a bezpe€nost stanovenych pfislusnymi applicable regulation.
platnymi piedpisy.

10.4  Prava tykajici se idaju subjektii klinického | 10.4  Data Rights of Clinical Trial Subjects
hodnoceni

1) Smluvni strany souhlasi s tim, Ze poskytovatel | 1) The Parties agree that, as between them,
bude ze vSech nejlépe schopen spravovat zadosti Institution is best able to manage requests from
subjektii klinického hodnoceni ohledné pfistupu, Clinical Trial subjects for access, amendment,
zmény, piedani, blokovani nebo vymazu transfer, blocking, or deletion of Personal
osobnich udaji. V piipad€, Ze spolecnost GSK Information. Inthe event GSK receives
obdrzi zadost subjektu ohledné takového piistu- arequest from a Clinical Trial subject for such
pu, zmeny, predani, blokovani nebo vymazu, access, amendment, transfer, blocking,
preda zadost poskytovateli. or deletion, GSK shall forward the request to

Institution.

2) Poskytovatel bude reagovat na zadosti subjekti | 2) Institution shall respond to Clinical Trial
klinického hodnoceni o pfistup, doplnéni, subjects’ requests for access, amendment,
prevod, blokovani nebo vymaz osobnich udaji v transfer, blocking, or deletion of Personal
souladu s pfisluSnymi pravnimi predpisy Information in accordance with Applicable
a smlouvou. Poskytovatel bere na védomi, ze za Laws and the Agreement. Institution
ucelem zachovani integrity vysledkt klinického acknowledges that in order to maintain the
hodnoceni mutize byt moznost osobni udaje integrity of Clinical Trial results, the ability to
upravit, zablokovat nebo vymazat podle pii- amend, block, or delete Personal Information
sluSnych pravnich predpisti omezena. may be limited, under Applicable Laws.

3) Spoleénost GSK bere na védomi, ze subjekty kli- | 3) GSK acknowledges that Clinical Trial subjects

nického hodnoceni mohou sviij informovany
souhlas s ucasti v klinickém hodnoceni a souhlas

may withdraw their informed consent to
Clinical Trial participation and consent to
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4)

se zpracovanim osobnich udaji kdykoli odvolat,
jak je popsano ve formuléfi informovaného sou-
hlasu podepsaném subjektem. Poskytovatel bude
neprodlené¢ informovat spole¢nost GSK o ja-
kémkoli takovém odvolani, které muze ovlivnit
pouzivani osobnich udaji podle této smlouvy.
Poskytovatel vynalozi maximalni Usili, aby ob-
jasnil, jaka jsou oc¢ekavani subjektu, pokud sub-
jekt ukonci tcast v klinickém hodnoceni, véetné
toho, jaké formy komunikace miize poskytovatel
pouzit k nasledné kontrole subjektu, je-li to re-
levantni, ohledné¢ stavu subjektu klinického
hodnoceni po ukonéeni klinického hodnoceni.

Povinnosti obsazené v tomto ¢lanku 10.4 budou

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
withdrawing from the Clinical Trial.

pretrvavat po ukonceni této smlouvy. 4) The obligations of this Section #10.4 shall sur-
vive termination of this Agreement.
10.5  Ochrana udaji a zabezpeceni 10.5  Data Protection and Security

1. VSechny smluvni strany budou dodrzovat veske- 1. All Parties shall comply with all Applicable
ré prislusné pravni piedpisy, mimo jiné vcetné Laws, including without limitation all
vsech pfislusnych pravnich ptedpisii vztahujicich Applicable Laws relating to the privacy and
se k soukromi a bezpeCnosti osobnich udajt, security of Personal Information and shall
amusi zavést vhodnd technickd a organizacni implement  appropriate  technical  and
opatfeni tak, aby zpracovani spliiovalo poza- organizational measures in such a manner that
davky obecného natizeni o ochrané udaji (Gene- Processing will meet the requirements of the
ral Data Protection Regulation, ,,GDPR*) a pfi- General Data Protection Regulation (“GDPR”)
slusnych pravnich ptedpisti, a zajistit ochranu and ensure the protection of the rights of the
préav subjektu udaja. data subject.

2. Ve vztahu ke kdédovanym tdajim klinického | 2. With respect to the coded Clinical Trial data
hodnoceni poskytnutym spolecnosti GSK jsou provided to GSK, the Institution and GSK are
poskytovatel 1 spolecnost GSK povazovani za both considered data controllers for the
spravce osobnich udaji 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
pfislusSnymi  pravnimi  ptedpisy o ochrané Data Protection Law.
osobnich udajt.

3. Pifed zpracovanim jakychkoliv osobnich udaju | 3. Before Processing any Personal Information
kazda smluvni strana zajisti, ze pii vzeti v tvahu each party shall ensure, taking into account
spravné praxe v ramci oboru, ndkladl na realiza- industry good practice, the costs of
ci a povahu, rozsah, kontext a ucel zpracovani, implementation and the nature, scope, context
jakoz i rizik rizné pravdépodobnosti a za- and purpose of Processing, as well as the risk
vaznosti ve vztahu k pravim a svobodam fy- of varying likelihood and severity for the rights
zickych osob, zavede vhodna technicka a or- and freedoms of natural persons, that
ganiza¢ni opatfeni, aby pfedesla neopravnénému appropriate  technical and organisational
nebo nezdkonnému zpracovani jakychkoli controls are in place to prevent unauthorised
osobnich udaji, které mulze uchovavat, ak or unlawful Processing of any Personal
ochrang veskerych takovych osobnich udajii pred Information it may hold and to protect any such
nahodnou ztratou, poSkozenim nebo znienim. Personal Information from accidental loss,

damage or destruction.

4. Poruseni bezpecnosti
a) Oznameni o poruSeni bezpecnosti. Smluvni | 4. Security Breaches

strany souhlasi s tim, Zese vzijemn¢ a) Notification of Security Breaches. The Parties

vyrozumi bez zbyteéného odkladu po
zjisténi poruseni bezpecnosti.

agree to notify each other without undue delay
after of discovery of a Security Breach.
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b)

d)

1.  Ozndmeni o poruSeni bezpecnosti
bude zaslano spole¢nosti GSK e-mailem na
adresu csir@gsk.com;

il. Oznameni o poruseni
bude poskytovateli
dpo@fnmotol.cz.

bezpecnosti
zaslano na adresu

V pribéhu vzajemného vyrozumivani
budou smluvni strany poskytovat, jak to
bude mozné, dostate¢né informace ostatnim
smluvnim strandm tak, aby spole¢né mohly
vyhodnotit poruseni bezpecnosti a ucinit
veskerd pozadovand oznameni jakémukoli
statnimu organu ve lhit¢ vyzadované
piislusnymi pravnimi pfedpisy o ochrané
osobnich udaji. Tyto informace mohou
zahrnovat mimo jiné:

i.  povahu poruseni bezpecnosti,
kategorie a pfiblizny pocet dotCenych
subjektd udaji a zdznamd;

ii.  pravdépodobné nasledky
poruseni bezpecnosti, je-li mozné je
urcit, a

iii.  veskera opatieni pfijata k feSeni
nebo zmirnéni incidentu.

Smluvni strany spole¢né rozhodnou na
zaklad¢ vsSech dostupnych informaci
aptislusSnych pravnich pfedpist, zda
poruseni bezpecnosti bude povazovano za
poruseni bezpecnosti, které je tieba hlasit,
a zajisti vyrozuméni subjektll udaji a/nebo
statnich organt, vyzaduji-li to pfislusné
pravni predpisy. Pokud se smluvni strany
rozhodnou, Ze ozndmeni je vyZadovano
ptislusnymi pravnimi pfedpisy o ochrané
osobnich udajii, smluvni strana, ktera
zpusobila poruSeni bezpeCnosti, nese
odpovédnost za poskytnuti takového
oznameni.

Soucinnost v piipad¢ poruseni bezpecnosti.
V ptipadé poruseni bezpecnosti tykajiciho
se osobnich Udaji a/nebo divérnych
informaci spolecnosti GSK shromazdénych
nebo ziskanych smluvni stranou podle této
smlouvy, prfijimajici smluvni strana
souhlasi s tim, Ze poskytne soucinnost
abude 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,

i.  Notice of a Security Breach to GSK, will
be sent via e-mail to csir@gsk.com
il. Notice of a Security Breach to

Institution will be sent to dpo@fnmotol.cz

b) In the course of notification to each other, the

d)

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 to:

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

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

to address

iii. Any measures taken

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
areportable 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.

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
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zaméstnanct, rozhovord, materiald,
databazi nebo jinych polozek potiebnych k
uplnému vySetfeni a vyfeSeni takovych
incidentli, a poskytne informace nezbytné
pro ucinéni pozadovanych oznameni.
Poskozena smluvni strana souhlasi s tim,
ze pfijme takovd napravna opatfeni, na
kterych se smluvni strany vzajemné
dohodnou.

e) Zadna ze smluvnich stran nezpfistupni bez

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.

pfedchoziho pisemného souhlasu druhé e) Neither Party shall disclose, without the other
strany informace souvisejici s podezienim party’s  prior written approval, any
na poruseni bezpe€nosti zddné jiné treti information related to the suspected Security
strané nez dodavateli najatému Breach to any third party other than a vendor
k vysetfeni/zmirnéni takového poruseni hired to investigate/mitigate such Security
bezpecnosti a vazanému povinnosti Breach and bound by confidentiality
zachovavat mlcenlivost, s vyjimkou obligations, except as required by Applicable
ptipadt, kdy to vyzaduji pfislusné pravni Laws.
predpisy.
f) Poskytovatel souhlasi s tim, Ze spole¢nost
GSK odSkodni v souvislosti s veSkerymi ) Institution agrees to indemnify GSK, for all
ztratami  vyplyvajicimi  z  jakéhokoli losses resulting from any Security Breach due
poruseni bezpecnosti v disledku nedbalosti to negligence or willful misconduct by
nebo umyslného pochybeni ze strany Institution, its agents, its Affiliates, or any
poskytovatele, jeho zastupct, ptidruzenych vendor retained by Institution, including but
subjekti nebo jakéhokoli jim najatého not limited to legal damages, government
dodavatele, mimo jiné v¢etn¢ nahrad Skod, penalties, and/or mitigation expenses.
vladnich sankci a/nebo vydajii na zmirnéni
nakladu.
11. HlaSeni nezadoucich piihod 11. Adverse Events Reporting
11.1 Pro ucely této smlouvy se nezaddouci piihodou | 11.1 For the purposes of this Agreement an
(dale jen ,,AE”) rozumi jakékoli necekana Adverse Event (“AE”) shall mean any
zména zdravotni stavu, bez ohledu na to, zda untoward medical occurrence whether thought
se ma za to, zeji zpusobil material nebo to have been caused by the Materials or the
klinické hodnoceni, a zavaznou nezadouci Clinical Trial ornot and Serious Adverse
ptihodou (dale jen ,SAE”) se rozumi Event (“SAE”) shall mean any adverse event
nezddouci piithoda, kterd méa za nasledek which is fatal, life threatening, disabling
umrti, je zivot ohrozujici, ma za nasledek or incapacitating, requires in-patient treatment
trvalou invaliditu nebo pracovni neschopnost, or prolongs existing hospitalization,
vyzaduje hospitalizaci nebo prodlouzi stavajici is a congenital anomaly in the off-spring of the
hospitalizaci, jde o vrozenou anomalii patient or which may require intervention to
u potomka pacienta, anebo muize vyzadovat prevent the previously stated outcomes.
zasah ktomu, aby se kterémukoli z vySe
uvedenych nésledkt predeslo.
11.2 Veskeré SAE musi byt hlaseny, jak je stanoveno | 11.2 ~ Any SAE must be reported as defined in the

v protokolu, do dvaceti ctyf (24) hodin od
prvniho zjisténi piislusné SAE, s pouzitim
elektronického zdznamu subjektu hodnoceni
(dale jen ,,eCRF”). Plati to i pro jakoukoli
udalost, kterd by mohla ovlivnit bezpe¢nost
ucastnikd klinického hodnoceni nebo provadéni

Protocol within twenty four (24) hours of first
knowledge of any SAE and using the electronic
Case Report Form (“eCRF”). This applies also
for any event that could affect the safety of the
Clinical Trial participants or the conduct of the
Clinical Trial.
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klinického hodnoceni.

11.3  Poskytovatel musi zajistit, aby hlavni | 11.3  The institution is responsible for ensuring that
zkous§ejici vyrozumél GSK, poskytovatele the Principal Investigator notifies GSK, the
a prislusnou etickou komisi o kazdé nezadouci Institution and the Responsible Ethics
ptihod¢ (v€etné zévaznych nezadoucich Committee of any Adverse Events (including
ptihod), k niz v priabéhu klinického hodnoceni Serious Adverse Events) that occur during the
dojde, v souladu s protokolem a pfislusSnymi course of the Clinical Trial in accordance with
etickymi 1 pfedpisy danymi pokyny, the Protocol, and relevant ethical and
a v ptfipadé poskytovatele a pfislusné etické regulatory guidelines, and in the case of the
komise také sjejich internimi pravidly Institution and the Responsible Ethics
a postupy. Committee with their policies and procedures.

114  Nic v této smlouvé nezbavuje poskytovatele ani | 11.4  Nothing in this agreement shall remove
hlavniho zkousejiciho povinnosti ani neomezuje or restrict any obligation on Institution and/or
jejich povinnost hlasit klinické bezpecnostni Principal Investigator to report clinical safety
informace  vzniklé v pribéhu  klinického information arising during the Clinical Trial to
hodnoceni piislusnym organim v  Ceské the regulatory authorities in Czech Republic, in
republice v souladu s mistnimi povinnostmi, accordance with the local requirements
¢idodrzovat jiné zdkonné nebo spravni or comply with any other legal or administrative
povinnosti v souvislosti s klinickym obligation in connection with the Clinical Trial.
hodnocenim.

11.5  Poskytovatel bude subjekty sledovat v souladu | 11.5  The Institution shall monitor the Subjects in
s protokolem. Poskytovatel bude vyzadovat, accordance with the Protocol. The Institution
aby hlavni zkousejici neprodlené (do dvaceti shall require the Principal Investigator to
Ctyt (24) hodin poté, co dojde k SAE) nahlasil promptly (within twenty-four (24) hours of the
pomoci eCRF veskeré SAE, které mohou byt occurrence of any SAE) report via the
spojeny s podavanim hodnocené¢ho lécCiva, electronic eCRF all SAEs that may be
aknimz  dojde  vpribéhu  klinického associated with the administration of the
hodnoceni. Nedodrzeni tohoto ustanoveni je Clinical Trial Product that occurs during the
pro PPD dostatecnym diivodem k odstoupeni course of the Clinical Trial. Failure to comply
od této smlouvy dle ¢lanku 16. with this Clause shall constitute reasonable

grounds for PPD to terminate this Agreement
as provided in Clause 16.

11.6  V pfipad¢, Ze GSK pouzije pro hodnocené Ié¢ivo | 11.6  In the event that GSK maintains its own
zkoumané v ramci klinického hodnoceni svij Investigator Brochure(s) (“IB(s)”) for the
vlastni soubor nebo soubory informaci pro Clinical Trial Product(s) being investigated under
zkousejiciho (dale jen ,,IB”), bez ohledu na the Clinical Trial, regardless of the indication
zkoumanou indikaci, GSK poskytne v pribéhu under study, GSK will provide these 1B(s), and
klinického hodnoceni tento nebo tyto IB any updates and/or supplements to these 1B(s),
a veskeré jejich aktualizace a dodatky k nim pro to the Institution during the course of the Clinical
informaci poskytovateli. Trial for information purposes.

11.7  Vystupy znezavislé komise pro kontrolu dat | 11.7 Outputs from the Clinical Trial Independent Data
klinického hodnoceni (dile jen ,JIDMC”) Monitoring Committee (“IDMC”) (including,
(zejména zapisy z jednani, prubézné analyzy but not limited to, meeting minutes, interim
a veSkera doporuceni nebo pozadavky sméfujici analyses and any recommendations or requests
od IDMC k poskytovateli, které se tykaji made by the IDMC to Institution, which address
bezpecnosti  subjektti klinického hodnocent) the safety of the Clinical Trial Subjects) and
adalsi relevantni tudaje bude poskytovatel other pertinent data will be provided by
prubézné piedavat PPD. Institution to PPD as they become available.

12. Archivace a audity 12. Recordkeeping and Audits

12.1  Poskytovatel a zkousejici pofizuji a uchovavaji | 12.1 Institution and Investigator shall make and
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zaznamy tykajici se studie v souladu s pozadavky
protokolu, zejména: (i) dvacet pét (25) let od data
vydani zpravy o klinické studii  nebo
rovnocenného souhrnu nebo (ii) podle pozadavki
platnych pravnich ptedpisi v zemi, ve které
Instituce provadi studii. V ptipad€ rozporu mezi
timto oddilem 12.1 a Protokolem se pouzije
Protokol neni.li doba uchovani dokumentace dle
platné legislativy delsi. Béhem doby uchovavani
zaznami poskytovatel a zkouSejici oznami
spolec¢nosti GSK  jakoukoli zménu v uchovani
a/nebo umisténi zdznaml o studii ze strany
poskytovatele nebo zkousejiciho. Poskytovatel a
zkousejici zajisti, aby zdznamy o Studii zlstaly
spole¢nosti GSK k dispozici jak je uvedeno v
oddile 12.2. Po uplynuti doby uchovavani
zaznami a po oznameni spole¢nosti GSK
poskytovatel vymaze nebo zni¢i zdznamy o studii
(s vyjimkou zdravotnické dokumentace subjekti
studie nebo zdrojovych materiald, které vlastni
nebo vyhradné kontroluje poskytovatel) v souladu
s postupy poskytovatele pro vymazani nebo
znifeni zaznamu. Instituce a hlavni zkouSejici
jsou povinni oznamit spole¢nosti GSK jakoukoli
zménu v péci o majetek ze strany instituce nebo
hlavniho zkousSejiciho a/nebo v umisténi zdznamu
béhem doby uchovavani zaznamtl.

maintain records regarding the Study as required
by the Protocol; specifically for the longer of:
(1) twenty-five (25) years from the issue date of
the clinical study report or equivalent summary
or (i) as required by Applicable Law in the
country in which Institution is conducting the
Study. In the event of a conflict between this
Section 12.1 and the Protocol, the Protocol will
govern. During the record retention period,
Institution and Investigator shall notify GSK of
any change in Institution’s or Investigator’s
custodianship and/or location of the Study
records. Institution and Investigator will ensure
that Study records remain available to GSK at
all times. After the expiration of the record
retention period, and upon notification to GSK,
Institution shall delete or destroy Institution’s
Study records (except Study Subject medical
records or source materials owned or solely
controlled by Institution) in accordance with
Institution’s records deletion or destruction
practices. 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. Institution and Principal Investigator
are responsible to communicate to GSK any
change in Institution’s or Principal
Investigator’s custodianship and/or location of
the records during the record retention period.

12.2  Opravnéni zastupci spolenosti GSK maji po
poskytnuti predchoziho oznameni a v pracovni
dobé pravo  provést  kontrolu  zafizeni
poskytovatele, kterd jsou vyuzivana k provadéni
klinického hodnoceni (véetné mimo jiné pristupu
k zaznamim nutnym pro monitoring klinického
hodnoceni nebo pro audit provadéni klinické
studie v souladu se standardy spole¢nost GSK).
Spolecnost GSK  zajisti zachovani davérnosti
zaznami  tykajicich se identifikovatelnych
zdravotnich ~ zdznamii  subjektd  klinického
hodnoceni. Poskytovatel souhlasi s tim, Zze
veskeré pozadavky poskytovatele na umoznéni
pristupu zastupct spolec¢nosti GSK k zaznamiim
pro monitoring klinického hodnoceni byly
poskytovatelem sdéleny spolecnosti GSK pied
uzavieni této smlouvy.

12.2  Authorized representatives of GSK, upon
reasonable advance notice and during regular business
hours, shall have the right to inspect Institution’s facilities
used in the conduct of the Clinical Trial and to inspect all
records relating to the Clinical Trial (including, without
limitation, access to records as necessary for Clinical Trial
monitoring or to audit the conduct of the Clinical Trial in
accordance with GSK standards). GSK will maintain the
confidentiality of any Study Subject-identifiable medical
records. Institution agrees that all Institution requirements
to enable GSK representatives to access records for
Clinical Trial monitoring have been communicated by
Institution to GSK prior to the execution of this
Agreement.

12.3  V pfipad¢, ze poskytovatel nebo hlavni zkousejici
obdrzi oznameni o tom, Ze centrum klinického
hodnoceni bude predmétem Setfeni nebo auditu
jakéhokoliv statnitho nebo regula¢niho tfadu,
poskytovatel (nebo hlavni zkousejici, podle
okolnosti) neprodlen¢ informuje zadavatele a

spole¢nost PPD. Pokud smluvni strana neobdrzi

12.3 In the event Institution or Principal Investigator
receives notice that the Clinical Trial site shall
be the subject of an investigation or audit by any
governmental or regulatory authority, Institution
(or Principal Investigator, as the case may be)
shall notify Sponsor and PPD immediately. In

the event the party does not receive prior notice
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pfedchozi ozndmeni o takovém Setfeni nebo
auditu informuje spole¢nost PPD, a to ihned
jakmile je to prakticky mozné po ziskani
informaci o daném Setfeni nebo auditu.
Poskytovatel a hlavni  zkouSejici  budou
spolupracovat s Uradem a poskytnou zadavateli
kopie jakychkoli zprav vydanych timto ufadem,

of said investigation or audit, the party shall
notify PPD as soon as practicable after receiving
knowledge of said investigation  or
audit .Institution and Principal Investigator shall
cooperate with the authority, and provide
Sponsor with copies of any reports issued by the
authority, and allow GSK a reasonable amount

pficemz poskytnou spolecnosti GSK pred of time to review and comment on any
podanim rozumnou dobu na pfezkum a Institution response prior to submission.
komentafe k jakékoli odezvé ze strany

poskytovatele.

13. Prohlaseni a zaruky 13. Representations and Warranties

13.1 Poskytovatel ahlavni zkouSejici prohlasuji | 13.1 Institution and Principal Investigator represent
a zarucuji, zedle svého nejlepSiho védomi and warrant to the best of their knowledge, that
a svédomi nejsou vazani zadnou jinou smlouvou, the Institution and the Principal Investigator are
ktera by jim mohla branit v uzavieni a plnéni not bound by any other agreement which could
této smlouvy, byla jim porusena, nebo kterou by prevent, or be violated by, or under which there
v disledku této smlouvy nesplnili, a Ze nikdo would be a default as a result of, the execution
znich po dobu platnosti této smlouvy Zadnou and performance of this Agreement, and that
takovou smlouvu, kterd by byla s touto each will not enter into any such conflicting
smlouvou v konfliktu, neuzavte. agreements during the term of this Agreement.

13.2 Poskytovatel prohlasuje a zaruCuje, | 13.2 Institution represents and warrants that
ze Poskytovatel neumozni zadnému jednotlivci Institution will not allow any individual or entity
nebo subjektu poskytovat sluzby jménem to provide services on behalf of Institution in
poskytovatele v souvislosti s klinickym connection with the Clinical Trial that has been
hodnocenim, pokud byl né&jakym regulacnim debarred or excluded by a regulatory authority
ufadem zbaven nebo vyloucen z Gcéasti na vyvoji from participating in the development
nebo schvaleni 1éku nebo biologického or approval of a drug or biological
produktu, nebo byl takovym Ufadem or disqualified by aregulatory authority as
diskvalifikovan jako zkouSejici klinického a clinical Investigator or other site personnel,
hodnoceni nebo jiny personal centra klinického and will notify PPD and/or Sponsor of any
hodnoceni, a poskytovatel informuje spole¢nost debarment or disqualification or action against
PPD a/nebo zadavatele o jakémkoli zbaveni Institution or any individual or entity providing
nebo diskvalifikaci nebo opatfeni proti services on behalf of Institution in connection
poskytovateli nebo jakémukoliv jednotlivei nebo with the Clinical Trial.
subjektu, ktery poskytuje sluzby jménem
poskytovatele v souvislosti s klinickym
hodnocenim.

13.3 Poskytovatel zadavateli prohlasuje, Ze pro | 13.3 Institution represents to GSK that medical care
subjekty zatazené do klinického hodnoceni je for the disease or condition to which the Clinical
dostupna zdravotni péce pro 1é€bu choroby nebo Trial relates is available to Subjects following
onemocnéni, kterého se klinické hodnoceni tyka, the Clinical Trial in accordance with local
v souladu s mistnimi standardy péce a v ramci standard of care through the usual operations of
normalniho fungovani systému zdravotnictvi, the local healthcare system, and that upon
azepo dokonCeni klinického  hodnoceni completion of the Clinical Trial, Institution will
poskytovatel zajisti prechod subjekta appropriate transition Clinical Trial subjects
z klinického hodnoceni do takové zdravotni from the Clinical Trial to such medical care
péce, nebo subjekty klinického hodnoceni odesle or refer Subjects to a health care provider for
za ucelem poskytnuti takové péce k jinému such medical care.
poskytovateli zdravotni péce.

13.4 Poskytovatel odskodni GSK a PPD za vSechny | 13.4 Institution shall indemnify GSK and PPD

pfimé ztraty, ndhrady Skody, zavazky a vydaje
(v€etné vydajl na pravni zastoupeni) vynalozené

against all direct losses, damages, liabilities and
expenses (including legal expenses) incurred by
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PPD a/nebo GSK v disledku poruseni nekteré ze PPD and/or GSK as a result of any breach of the
zaruk obsazenych v tomto ¢lanku. warranties contained in this Clause.

13.5 Hlavni zkousejici timto zarucuje, ze je opravnén | 13.5 Principal Investigator hereby warrants that he is
poskytovat sluzby v prostorach poskytovatele authorized to perform the Services at the
vlastnim jménem, a Ze plnéni pfislusné smlouvy Institution premises under his/her own name and
aprijeti jakychkoli plateb neporusuje obecné that the performance of the correspondent
platné piedpisy ani vnitini pfedpisy poskytovatele agreement and the acceptance of any payments is
nebo jiné pravnické osoby, sniz je hlavni not in violation of legal or internal regulations of
zkouSejici spojen, ani Zadnou smlouvu, jiz je the Institution or other entity to which Principal
hlavni  zkouSejici vazan. Obdobné hlavni Investigator is associated or any agreement to
zkousejici dale zaruCuje, Ze ziskal(a) vSechny which Principal Investigator is bound. Likewise,
potiebné souhlasy a/nebo predal(a) vsSechna Principal Investigator further warrants that he/she
pfislusnd ohlaSeni vedeni poskytovatele nebo has obtained all required consents from and/
jinému regulaénimu nebo samoregula¢nimu or filed all required notifications to/from the
organu, vyboru nebo komisi. 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 ahlavni zkouSejici odSkodni, | 14.1  Institution and Principal Investigator shall
budou hajit aochrani PPD a GSK i jeji indemnify, defend and hold harmless PPD and
spolecnosti  ve skupiné¢ pied veskerymi GSK and its Affiliates from any and all losses,
ztratami, Skodami na zdravi, jinymi Skodami, injuries, harm, costs or expenses, including
naklady a vydaji, véetné zejména piimétenych without limitation, reasonable attorney's fees,
nakladd na pravni zastoupeni, vynaloZenymi incurred by PPD or GSK orits Affiliates as
PPD nebo GSK ¢i jejimi spolecnostmi ve a result of the negligence or willful misconduct
skupiné v dtsledku nedbalosti nebo imysIného of Institution and/or Principal Investigator.
poruseni povinnosti ze strany poskytovatele
a/nebo hlavniho zkousejiciho.

142 Smluvni strana podrobné pisemné vyrozumi | 14.2 A Party shall give written notice to the other
ostatni smluvni strany co nejdiive je to mozné Parties as soon as is practicable of the details of
o kazdé zalobé podané proti ni teti osobou ¢i any claim or proceedings brought or threatened
hrozici nebo fizeni zahajeném proti ni tieti against it by a third party in respect of which
osobou ¢i hrozicim, v souvislosti s nimiz a claim will or may be made under Clause 14.1
vznese nebo mohla by vznést narok dle ¢lanku above.
14.1 vyse.

14.3 Povinnosti stanovené timto ¢ldnkem ziistavaji | 14.3 The obligations of this Clause shall survive
v platnosti i po zaniku této smlouvy. termination of this Agreement.

15. Vypovéd’ smlouvy 15. Termination

15.1 PPD muze tuto smlouvu kdykoli vypovédét bez | 15.1 PPD may terminate this Agreement at any time,
udani diivodu s vypovedni lhiitou triceti (30) dnt without cause, by giving thirty (30) days written
zaslanim  pisemné vypovédi  poskytovateli notice to the Institution and Principal
a hlavnimu zkouSejicimu. PPD mize tuto Investigator. PPD may terminate this Agreement
smlouvu okamzit¢ vypovédét po pisemném immediately upon written notice to Institution if
ozndmeni poskytovateli, pokud dojde ke any of the following conditions occur:
kterékoli z nasledujicich situaci:
i RA/EC nebo jiny pfislusSny 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
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republice; or any other competent authority;

il. v pfipad¢ zaniku smlouvy mezi PPD il. if PPD 's agreement with the GSK is
a GSK; terminated;

iii. pokud dostupné udaje ukazuji, Ze neni iii. if available data indicate that it is not
bezpetné  pokracovat v podavani safe to continue to administer the

hodnoceného ptipravku subjektim;

Clinical Trial Product to Subjects;

iv nebude-li dosaZzeno celkového cilového

poctu zafazenych subjekttl,

zafazovani u poskytovatele neni dosud

ukoncéeno;

iv if overall Clinical Trial enrollment has
not been met, even if the enrollment at
the Institution has not been completed;

v hlavni zkouSejici nemiZze v Cinnosti
pokracovat  a smluvni  strany
nedohodnou na vyhovujicim nastupci;

v the Principal Investigator is unable to
continue and an acceptable successor is
not agreed upon;

vi v pripadé $patného

dodrzovani
protokolu, nebo soustavné nepiesného
¢i neuplného zaznamu tdaju klinického

vi adherence to the Protocol is poor,
or Clinical Trial data recording is
chronically inaccurate or incomplete;

hodnoceni;
vii ukonceni klinického hodnoceni; 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 V ptipadé, ze bude tato smlouva z jakéhokoli
divodu vypoveézena pred koncem klinického
hodnoceni, podnikne poskytovatel kroky, které
po ném bude PPD spravedlivé pozadovat, véetné
komunikace se subjekty, aby napomohl
dokonceni klinického hodnoceni v nahradnim
fesitelském centru ur¢eném PPD. V takovém
pripadé (a krom¢ piipadd, kdy smlouva zanikla
v diisledku poruseni povinnosti poskytovatele
dle této smlouvy) PPD uhradi poskytovateli

vynalozené

v souvislosti s piesunem klinického hodnoceni,

adale piiméfené jinak neuhrazené naklady

vynalozené a nezrusitelné zavazky uzaviené pred

o vypovedi

pfiméfené  piimé naklady

obdrzenim informace

poskytovatelem.

153  Vypovéd této smlouvy kteroukoli

stranou nema vliv na prava a povinnosti
smluvnich stran, které vznikly pted datem

ucinnosti vypovedi.

152

153

In the event this Agreement is terminated for any
reason prior to the end of the Clinical Trial, the
Institution shall take all reasonable steps required
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 wunder 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. Utinek pied&asného zaniku smlouvy

16. Effect of Termination

16.1 V ptipadé vypovédi smlouvy budou c¢astky, na
které na zakladé této smlouvy vznikd narok,
omezeny na pomémé kracenou odménu dle
sluzeb skutetné¢ poskytnutych dle protokolu,

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
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stanovenou dle Pfilohy 1.

the Schedule 1.

16.2  Po dokonceni klinického hodnoceni 16.2  Upon completion of the Clinical Trial or earlier
pfedcasném zaniku této smlouvy poskytovatel termination thereof, Institution and/or Principal
a hlavni zkouSejici zajisti, aby veskeré udaje, Investigator shall ensure that all data,
informace, zpravy avysledky klinického information, reports and Clinical Trial results
hodnoceni byly fadné¢ zaneseny do eCRF are properly recorded in eCRFs and submitted
a predany PPD, a vrati PPD veskeré informace. to PPD and shall return to PPD all Information.

16.3  Po dokonceni klinického hodnoceni 16.3  Upon completion of the Clinical Trial or early
predcasném zaniku této smlouvy bude veskeré termination thereof, all unused Clinical Trial
nepouzité hodnocené 1é¢ivo a/nebo material Product, and/or Materials furnished to
dodany poskytovateli a hlavnimu zkousejicimu Institution and/or Principal Investigator by
spole¢nosti GSK ¢i PPD nebo jejich jménem or on behalf of GSK or PPD shall be returned
vracen PPD, jak je popsano v ¢lanku 3. to PPD, as described in Clause 3.

164  Thned po obdrzeni vypoveédi poskytovatel | 16.4  Immediately upon receipt of anotice of
a hlavni zkousSejici ukon¢i zafazovani subjekti termination, Institution and Principal Investigator
do klinického hodnoceni, na subjektech jiz shall cease entering Subjects into the Clinical
zafazenych do protokolu v mife, v jaké je to Trial, cease conducting procedures to the extent
z 1ékatského hlediska mozné, zastavi provadéni medically permissible on Subjects already
ukont klinického hodnoceni, a v maximalné entered into the Protocol, and refrain from
mozné mite se zdrzi vynakladani dalSich nakladd incurring additional costs and expenses to the
a vydaja. extent possible

16.5 VSechna ustanoveni této smlouvy, zjejichz | 16.5  All provisions of this Agreement that by their
povahy vyplyva, Ze maji zustat v platnosti i po nature would be expected to survive
jejim zaniku, zdstavaji po zaniku této smlouvy termination of this Agreement shall survive
v platnosti, zejména clanky 1, 2, 3,4,5,7, 8,9, such termination, including - but not limited to
10, 11,12, 14,15, 16, 17, 18, 19 a 20. —Clauses 1, 2,3,4,5,7,8,9,10, 11, 12, 14, 15,

16,17, 18, 19 and 20.
17. DodrZovani zakonu 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 veskerymi predpisy, 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 bezodkladn¢ 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, kterd ma vztah k jejimu which relates to its performance of such
plnéni uvedenych povinnosti. obligations.

17.2  Poskytovatel ahlavni zkousejici (dale jen | 17.2  Institution and the Principal Investigator
resitelské  centrum”)  pfistupuji (the “Site”) agrees to the terms of the GSK
protiuplatkaiské a protikorupéni  podminky Anti-Bribery and Anti-Corruption Terms set
GSK, které tvoti Piilohu 2 této smlouvy. forth in Schedule 2.

17.3  Kazda smluvni strana vyslovné prohlasuje, | 17.3 ~ Each Party expressly agrees that this

ze tato smlouva byla uzavfena po fadném
obchodnim jednani, a Ze zddna smluvni strana
tuto smlouvu neuzaviela z korupéniho divodu,
aby ziskala nebo si udrzela zakazky, nebo aby

ziskala neopravnénou obchodni vyhodu.

Agreement is the result of arms-length
negotiations, and that neither Party has entered
into this Agreement with a corrupt motive to
obtain or retain business or to secure an unfair
business advantage.
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174  Kazda smluvni strana se timto zavazuje | 17.4  Each Party hereby warrants and undertakes that
a zarucuje, Ze soustavné povede spravné they shall at all material times keep and
a aktualni zaznamy k zajisténi, aby Dbyly maintain accurate and up to date accounting
veskeré transakce tykajici se této smlouvy records to ensure that all transactions relating
dostate¢né zdokumentovany. to this Agreement are sufficiently documented.

17.5  Poskytovatel podle svého nejlepsiho védomi | 17.5  Institution represents, to the best of its
prohlasuje, ze v souvislosti s touto smlouvou knowledge, that in connection with this
nevyuziva détskou praci, nucenou praci, Agreement, it does not employ child labor,
nebezpecné pracovni podminky, kruté nebo forced labor, unsafe working conditions,
zneuZzivajici disciplindmi praktiky na pracovisti; discrimination of protected characteristic, cruel
a ze kazdému zaméstnanci vyplaci alespon or abusive  disciplinary  practices in the
minimalni mzdu, poskytuje kazdému workplace; and that it pays each employee at
zamestnanci  vSechny zdkonem  stanovené least the minimum wage, provides each
vyhody adodrzuje vSechny platné zakony, employee with all legally mandated benefits, and
véetn¢ zdkonli tykajicich se pracovni doby complies with the all Applicable Laws, including
a zaméstnaneckych prav v zemi, ve které ptisobi. laws related to working hours and employment

rights in the country in which it operates.
18. Rozhodné pravo a piislu§nost soudu 18. Applicable law and competent
jurisdiction

18.1  Tato smlouva se Fidi pravnim fadem Ceské | 18.1  This Agreement shall be governed by and

republiky. interpreted in accordance with the laws of
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
zt¢to smlouvy nebo v souvislosti s ni connection with this Agreement (whether of
(bez ohledu na to, zda budou smluvni ¢i jiné a contractual or non-contractual nature) to the
povahy) budou fesit vécné a mistné prislusné appropriate Courts of Czech Republic.
soudy Ceské republiky.

19. Zavérecna ustanoveni 19. Miscellaneous

19.1 Vztah nezavislého dodavatele 19.1 Independent Contractor
Poskytovatel véetng svych zastupcl The Institution, including its agents and
a zaméstnancl je vzdy nezavislym dodavatelem employees, shall be an independent contractor
anikoli zastupcem PPD nebo GSK, anema at all times, and shall not be an agent of PPD
skutecné, zdanlivé ani mlcky piedpokladané or GSK and shall have no actual, apparent
opravnéni zavazovat PPD nebo GSK jakymkoli or implied authority to bind PPD or GSK in
zpisobem ak jakékoli povinnosti. Hlavni any manner or to any obligation whatsoever.
zkousSejici neni a nepovazuje se za zaméstnance The Principal Investigator shall not be or be
PPD ani GSK, anemd narok na Zzadné deemed to be an employee of PPD or GSK and
zaméstnanecké vyhody poskytované shall not be entitled to any benefits available to
zaméstnancum PPD nebo GSK. employees of PPD or GSK.

19.2  Prevod smlouvy 19.2  Assignment
Tato smlouva nesmi byt poskytovatelem This Agreement may not be assigned

postoupena nebo pievedena bez piedchoziho

or transferred by Institution without the prior
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pisemného  souhlasu  spole¢nosti ~ PPD
a spolecnosti GSK. Spolecnost PPD mutze pti
pisemném  oznameni poskytovateli  tuto

smlouvu pfevést spolecnosti GSK nebo ji
uréenému  subjektu, pricemz poskytovatel
v takovém piipad¢ zprosti anatrvalo zbavi
spole¢nost PPD jakychkoli narok
a odpovédnosti vzniklych na zakladé této
smlouvy po datu u¢innosti takového prevodu.

written consent of PPD and GSK. PPD may
assign this Agreement to GSK or its designee
upon written notice to Institution, in which case
Institution shall release and forever discharge
PPD from any and all claims and liability
arising out of this Agreement after the effective
date of such assignment.

19.3  PouZzivani ndzvu 19.3  Use of Name
Z4dna smluvni strana nevyd4 (ani neda vydat No Party shall make (or have made on its behalf)
svym jménem) zadné uUstni 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, v 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 ptedchoziho without the other Parties prior written approval.
pisemného souhlasu ostatnich smluvnich stran.
19.4  Oznamovani 19.4  Notices
(a) Veskera oznameni dle této smlouvy se (a) All notices under this Agreement shall
zasilaji  vyplacené doporucenou ¢i be sent by registered or certified mail,
obdobnou posStou, anebo kuryrni postage prepaid, or by overnight courier

sluzbou. Oznameni mohou byt zaslana
i faxem nebo e-mailem, s tim, Ze budou
nasledné potvrzena zasilkou, jak je
uvedeno vyse.

service. Notices may be sent by
facsimile or e-mail, if confirmed by also
sending as described above.

(b) Oznameni vztahujici se k této smlouveé
se zasilaji na adresy:

(b) Notices pertaining to this Agreement
shall be sent to:

Pokud spoleénosti PPD/ If to PPD:

PPD Czech Republic, s.r.o.,
Budg¢jovicka alej

Antala Staska 2027/79

140 00 Prague 4

Czech Republic

Pokud poskytovateli / If to Institution:

Adresa /Address FAKULTNI NEMOCNICE V MOTOLE, Praha 4, Motol, V Uvalu 84,

PSC 150 06

XXX

Pokud hlavnimu zkousejicimu /If to Principal Investigator:

Adresa /Address: FAKULTNI{ NEMOCNICE V MOTOLE, Praha 4, Motol, V Uvalu 84,

PSC 150 06
XXX

(c) Kromé ptipadii popsanych v oddile 10.5 této smlouvy
pro piipad poruseni zabezpeCeni nebude e-mail platnou
metodou pienosu 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.

19.5

Délitelnost smlouvy

19.5

Severability
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Bude-li nékteré wustanoveni této smlouvy
v jakémkoli ohledu nezakonné nebo
nevymahatelné, nemd to vliv na zdkonnost
a vymahatelnost  ostatnich  ustanoveni  této
smlouvy.

If any provision(s) of this Agreement should be
illegal or unenforceable in any respect, the
legality and enforceability of the remaining
provisions of this Agreement shall not in any
way be affected.

19.6

Vzdani se ustanoveni; zména smlouvy

19.6

Waiver; Modification of Agreement

Jakékoli vzdani se nékterého ustanoveni, dodatek
¢i zmeéna kterékoli podminky této smlouvy jsou
platné pouze tehdy, jsou-li vyhotoveny pisemné
apodepsany opravnénymi zastupci  vSech
smluvnich stran. Skutecnost, ze se néktera
smluvni strana nedoméha 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 oras a waiver in other
instances.
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19.7 Vys§i moc

19.7 Force Majeure

Pokud nastane situace vyvolana vyssi moci ve vztahu ke
zadavateli, spolecnosti PPD nebo poskytovateli, ktera
ovlivilue nebo by mohla ovliviiovat plnéni nékterych z
jejich povinnosti dle této smlouvy, musi o tom ihned
informovat ostatni strany a uvést podrobnosti o udalosti a
jakakoliv opatfeni, ktera podnika nebo navrhuje pfijmout
ke zmirnéni jejtho dopadu. Zidnd smluvni strana
neporuSuje tuto smlouvu, ani nenese odpovédnost vici
druhé stran€, pokud je jakékoliv zpozdéni plnéni nebo
neplnéni zplsobeno udalosti vyvolanou vys$S§i moci.
Zadavatel nebo spolecnost PPD vSak nemohou vyuzit
situaci vyvolanou vy$§i moci k nesplnéni jakékoli
platebni povinnosti dle této smlouvy. Pokud situace
vyvoland vyssi moci trva déle nez pét (5) po sobé
jdoucich pracovnich dnti, zadavatel, spolecnost PPD a
poskytovatel budou jednat o tom, jaka alternativni
opatfeni lze rozumné uplatnit. Pokud vSak situace
vyvolana vys$§i moci brani zadavatel, spolecnosti PPD
nebo poskytovateli v pInéni jejich povinnosti po dobu
delsi nez jeden (1) mésic, mohou ostatni strany tuto
dohodu ukon¢it pisemnym ozndmenim. V této podcasti
() se terminem ,vy$§i moc*“ rozumi ve vztahu k
zadavateli, spolecnost PPD nebo poskytovateli
(,,postizena strana“), jakékoli okolnosti mimo rozumnou
kontrolu postizené strany nebo jejiho pfidruzeného
subjektu, které pfimo brani nebo maji zavazny nepiiznivy
vliv na plnéni povinnosti postizené strany podle této
smlouvy a zahrnuje nasledujici:

(1) piirodni katastrofy jako jsou zivelni pohromy,
povoder, sucho, zemétfeseni nebo jiné ptirodni udalosti,
valka, hrozba valky nebo pfiprava na valku, ozbrojeny
konflikt; (ii) teroristicky utok, ob¢anska valka, obc¢anské
nepokoje nebo bouie: (iii) epidemie nebo pandemie; (iv)
jakykoliv zakon nebo natizeni vlady, pravidlo, nafizeni
nebo nafizeni vladniho organu, véetné mimo jiné uvaleni
embarga, omezeni dovozu nebo vyvozu, kvoty nebo jina
omezeni nebo zakazy, nebo neuvedeni dilezité licence
nebo souhlasu; a (v) pokud je to nad ramec kontroly
postiZzené strany, jakykoliv pracovni spor véetné generalni
stavky, pramyslové akce nebo uzavery, kromé piipadd,
kdy se takovy pracovni spor tykd pouze zaméstnancl
postizené strany, jejich pfidruzenych spole¢nosti nebo
jejich ¢ jejich subdodavateld, ale pro vylouceni
pochybnosti nezahrnuje jakékoliv udalosti nebo véci,
které se tykaji smluvni strany: (1) jsou pfifaditelné
umyslnému jednani, zanedbani nebo opomenuti piijmout
rozumna opatfeni proti takové udalosti timto subjektem;
nebo (2) pouze zvysuji naklady na plnéni povinnosti
tohoto subjektu; nebo (3) jsou vysledkem selhani nebo
zpozdéni ze strany tfeti strany pfi pInéni jejich povinnosti
dle smlouvy s touto stranou (pokud této treti strané samé
neni z divodu vyssi moci zabranéno nebo pokud u ni z
tohoto divodu nedoslo k prodleni v plnéni jejich
povinnosti).

If any Force Majeure occurs in relation to Sponsor, PPD
or Institution which affects or may affect the performance
of any of its obligations under this Agreement, it shall
notify the other parties immediately giving details of the
event and any action it is taking or proposes to take to
mitigate its effect. No party shall be in breach of this
Agreement nor shall be liable to the another party if, any
delay in performing or non-performance of, any of its
obligations is due to Force Majeure. Force Majeure
however cannot be used by Sponsor or PPD to fail to
meet any payment obligation hereunder. If the event of
Force Majeure continues for more than five (5)
consecutive business days, Sponsor, PPD and Institution
shall enter into discussions to agree upon what alternative
arrangements may reasonably be put in place. However, if
any Force Majeure prevents Sponsor, PPD or Institution
from carrying out its obligations for more than one (1)
month, then the other parties may terminate this
Agreement by notice in writing. As used in this
subsection (j), “Force Majeure” means, in relation to
Sponsor, PPD or Institution (the “Affected Party”), any
circumstances beyond the reasonable control of the
Affected Party or its Affiliate which directly prevent or
have a material adverse effect on the Affected Party's
performance of its obligations under this Agreement and
includes any of the following: (i) acts of God, flood,
drought, earthquake or other natural disaster, war, threat
of or preparation for war, armed conflict; (ii) terrorist
attack, civil war, civil commotion or riots; (iii) epidemic
or pandemic; (iv) any law or government order, rule,
regulation or direction, or any action taken by a
governmental entity, including but not limited to
imposing an embargo, export or import restriction, quota
or other restriction or prohibition, or failing to grant a
necessary license or consent; and (v) to the extent beyond
the control of the Affected Party, any labor dispute,
including general strikes, industrial action or lockouts,
other than, in each case, any such labor dispute, including
strikes, industrial action or lockouts which only affects
involving employees of the Affected Party, its Affiliates
or its or their subcontractors, but, for the avoidance of
doubt, does not include any event or thing that, in relation
to a party: (1) is attributable to the willful act, neglect or
failure to take reasonable precautions against such event
by that Party; or (2) merely increases the cost of that
Party’s performance of its obligations; or (3) results from
a failure or delay by any third party in the performance of
its obligations under a contract with that party (unless that
third party is itself prevented from or delayed in
complying with its obligations as a result of Force
Majeure).

19.8 Neexistence jinych ustanoveni

19.8 Entire Agreement
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Tato smlouva vcetné svych piiloh piedstavuje
celou smlouvu aujednani mezi smluvnimi
stranami ve véci svého predmétu, a rusi
anahrazuje veSkeré piedchozi smlouvy,
dohody ¢i ujednani mezi smluvnimi stranami,
at uz ustni nebo pisemné. Z pisemnych
austnich ukond ucinénych v jednani mezi
smluvnimi stranami pied uzavienim této
smlouvy nevyplyva ani implicitné Zadné
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 orin  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.

19.9  Zévérecna ustanoveni 19.9  Miscellaneous

(a) Pro ucely této smlouvy se ,spolenosti ve | (a) For the purposes of this Agreement,
skupin€* rozumi pravnicka osoba, ktera ovlada “Affiliate” means any entity that controls,
stranu této smlouvy, je ji ovladana, nebo je is controlled by, or is under common control
spolu s ni ovladana stejnou ovladajici osobou. with, aparty to this Agreement. In this
V tomto kontextu se ,,ovladanim* rozumi: context, “control” shall mean (1) ownership by
(1) skute¢nost, ze dana osoba vlastni, ptimo ¢i one entity, directly or indirectly, of at least
nepiimo, alesponi Ctyficet procent (40%) forty percent (40%) of the voting stock of
hlasovacich prav v jiné pravnické osobé¢; another entity; (2) power of one entity to direct
(2) moznost jedné osoby usmérnovat fizeni the management or policies of another entity,
nebo strategii druhé osoby, na zéklad¢ smlouvy by contract or otherwise; or (3) any other
¢i jinak; (3) jiné vztahy mez GSK nebo relationship between GSK or Institution and
poskytovatelem a danou pravnickou osobou, an entity which GSK and Institution have
onichz se GSK aposkytovatel pisemné agreed in writing may be considered an
dohodli, zelze dany subjekt povazovat za “Affiliate” of GSK or Institution (as the case
,»spoleCnost  ve  skupiné® GSK, resp. may be)
poskytovatele.

(b) PPD or GSK may provide the following

(b) Spole¢nosti PPD nebo GSK mohou poskytnout supportive measures to strengthen the
nasledujici podplirnd opatieni pro posileni Institution’s research capacity for the benefit of
kapacity poskytovatele v oblasti vyzkumu pro the community. PPD, GSK and the Institution
prospéch lidského spolecenstvi. Spole¢nost agree that any of these measures that may be
PPD, GSK a poskytovatel souhlasi, ze jakékoli provided by PPD or GSK are not intended to
z téchto opatieni, které mtze spolecnost PPD be for the exclusive benefit of the Clinical Trial
nebo GSK poskytovat, neni zamysleno pouze or of GSK studies generally, or to induce the
pro vyluény prospéch klinického hodnoceni Institution to participate in the Clinical Trial
nebo Kklinickych hodnoceni spolecnosti GSK orto induce orreward any use, purchase,
vSeobecn€, nebo aby primélo poskytovatele recommendation, or prescription of GSK
k ucasti v klinickém hodnoceni nebo aby products. GSK and the Institution also agree
navodilo nebo odménilo jakékoli pouzivéni, that any of these measures that may be
nakup, doporuceni nebo predepisovani provided by PPD or GSK are intended to be
ptipravki spolecnosti GSK. Spole¢nost GSK sustainable by the Institution and the local
a poskytovatel také souhlasi, Ze jakakoli community following the Clinical Trial.
z téchto opatieni, ktera mohou byt poskytnuta
spolecnosti  PPD  nebo  GSK, jsou
poskytovatelem a mistni komunitou zamyslena
jako dlouhodobé fungujici po skonceni
klinického hodnoceni.

(c) Spolecnost GSK aposkytovatel usilovaly | (c) GSK and the Institution have sought agreement
o dohodu s klicovymi zainteresovanymi with key interested external parties, including

externimi stranami vcetné etickych komisi,
vyzkumnych zkousSejicich, narodni vlady,

ethics committees, research investigators,
national government, health ministry, local
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ministerstva zdravotnictvi, mistnich
zdravotnich fadd, etickych skupin, nevladnich
organizaci nebo zastupcti komunit, které se
mohou Uucastnit klinického hodnoceni, Ze je
vhodné provadét klinické hodnoceni v zatizeni
poskytovatele vcetné rozhovorti o lécebnych

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

standardech, které budou poskytovany be provided during the Clinical Trial, the
v pribéhu klinického hodnoceni, védeckého scientific rationale for interventions (including
zdivodnéni  zdkrokli  (véetné  placeba), placebo), the provision of healthcare for
poskytovani zdravotni péce subjektim po subjects after the Clinical Trial, and the fate of
skonceni  klinického hodnoceni, a osudu any capacity built for the conduct of the
jakéhokoliv ~ zafizeni  vytvofeného  pro Clinical Trial.

provadéni klinického hodnoceni.

(d) Poskytovatel  souhlasi, zese ocekava, | (d) The Institution agrees that any nationally-
ze viechny  nédrodné¢  schvédlené  lécivé licensed medicinal products that are not the
pripravky, které nejsou predmétem klinického subject of the Clinical Trial but are required
hodnoceni, ale jsou nutné pro béZznou péci for the routine care of a Clinical Trial subject
o subjekty klinického hodnoceni v pribéhu during and after the Clinical Trial for the
apo skonéeni klinického hodnoceni pii disease or condition to which the Clinical Trial
onemocnéni nebo stavu, snimz klinické relates are expected to be available to the
hodnoceni souvisi, budou dostupné subjektim Clinical Trial subject and funded through the
klinického  hodnoceni abudou hrazeny usual operations of the local healthcare system
prosttednictvim obvyklych postupti mistniho independently from the Clinical Trial and
zdravotnického  systému  nezavisle na without expectation of GSK support.
klinickém hodnoceni a bez o¢ekavani podpory
spole¢nosti GSK.

(e) Poskytovatel se zavazuje, Ze zvefejni smlouvu | (e) The Institution agrees to post the Agreement in
vregistru smluv vsouladu se zakonem Contract registry in accordance with Act
340/2015 Sb. oregistru smluv v rozsahu 340/2015 Coll. On Contract registry in the
stanoveném  timto zdkonem (tedy se extend according to this law (i.e. with blinded
zaslepenymi tdaji fyzickych osob, které nejsou data of natural persons which are not publicly
vefejné dostupné a dale zaslepenymi: platebni available and further blinded: payment
ptilohou, celkovym  poctem  subjektil) attachment, total number of subjects) and
a odsouhlaseném (poskytnutou) spolecnosti approved and provided by PPD/GSK within
PPD/GSK do péti (5) pracovnich dni ode dne five (5) business days from the date of the last
posledniho  podpisu  ainformuje o jejim signature and will inform PPD about this
Zvefejnéni spoleénost PPD emailem na adresu release via email to

R e F eV pfipade, f'{.'_trug:_:’:i;'“‘f PRI N case PPD
e spole¢nost  PPD  neobdrzi  potvrzeni will not receive confirmation about release of
o zvefejnéni smlouvy do péti (5) pracovnich the Agreement within five (5) business days
dni ode dne posledniho podpisu, je opravnéna from the date of the last signature, PPD is
podniknout  prislusné  kroky  kjejimu entitled to make necessary steps to post the
zvetejnéni. Agreement.

€3] Spory tykajici se této smlouvy, které se | (f) Disputes regarding this Agreement which the
smluvnim strandm nepodafi vyfeSit smirné, Parties fail to settle amicably will be settled in
budou feseny dle prava Ceské republiky pied accordance with Czech Republic legislation in
soudy Ceské republiky. a Czech Republic court of law.

(2) Tato smlouva je vyhotovena v Ceském | (g) This Agreement is drawn up in the Czech and
a anglickém jazyce. V ptipadné rozporu mezi English languages. Inthe event of a conflict
témito verzemi ma prednost verze ceska. between these versions, the Czech version

shall prevail.
(h) Institution agrees that GSK is a third party
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(h)

Poskytovatel souhlasi s tim, ze spole¢nost GSK
je opravnénou tieti stranou této smlouvy
amuze podle ni uplatiiovat svd prava.
V piipadg, ze tak spole¢nost GSK z jakéhokoli
divodu nebude moci ucinit, poskytovatel
souhlasi stim, muze mit prospéch z prav
spole¢nosti GSK podle této smlouvy (mimo
jiné vcetné prav tykajicich se zvefejnéni,
davérnosti a dusevniho vlastnictvi) a mize tato
prava a vyhody prevést na spole¢nost GSK.

beneficiary to this Agreement and may enforce
its rights hereunder as a third party beneficiary.
In the event GSK is not able to do so for any
reason, Institution agrees that PPD may have
the benefit of GSK's rights hereunder
(including without limitation those rights
concerning Publication, Confidentiality and
Intellectual Property) and may transfer such
rights and benefits to GSK.

NA DUKAZ TOHO smluvni strany podepsaly tuto

smlouvu  prostiednictvim

svych  tadné opravnénych

zastupcl, s platnosti od data Gi¢innosti.

IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

PPD:

Podpis / Signature:

Jméno / Name: xxx
Funkce / Title: Manager Clinical Operations

Datum / Date:

Poskytovatel / Institution:

Podpis / Signature:

Jméno / Name:

Funkce / Title:

Datum / Date:

Hlavni zkousSejici / Principal Investigator:

Podpis / Signature:

Jméno / Name: xxx

Datum / Date:

Seznam priloh této smlouvy:

List of Schedules to this Agreement:

Ptiloha 1: Rozpocet klinického hodnoceni a platby
Ptiloha 2: Proti uplatkarské a protikorup¢ni podminky
GSK

Schedule 1: Budget/Funding of the Clinical Trial and
Payments
Schedule 2: GSK ABAC
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Priloha 1 — Rozpocet klinického hodnoceni a
platby

Exhibit 1 — Budget/Funding of the Clinical Trial
and Payments

GSK 219606

GSK 219606

Platba ze strany PPD se provadi na adresu
pfijemce uvedenou na tomto formulafi nebo na
jiném pfislusném formulafi poskytnutém PPD pred
uzavienim této dohody ("piijemce") takto:

Payment by PPD shall be made payable to the
payee and at the address indicated on this form or
other applicable form provided to PPD prior to the
execution of this Agreement (“Payee”) as follows:

Adresa pfijemce plateb

Payee Name / Fakultni nemocnice v Motole
Nézev uctu
Payee Address / Praha 5, Motol, V Uvalu 84/1

Bank Information /Bankovni informace

Ceska narodni banka

IBAN:

CZ42 0710 0000 0000 1793 7051

SWIFT:

Tax ID Number/ICO:

CZ00064203

Poskytovatel muze v prubéhu studie pozadat o
revizi udaji o pfijemci uvedenych v tomto
dokumentu. V takovém pfipad¢ se strany dohodly,
ze neni nutny zadny dodatek k této smlouvé za
predpokladu, Ze Poskytovatel piedlozi PPD
pisemné oznameni s upravenymi udaji o piijemci
platby a pfipadné upraveny formulat W-9. Strany
se dale dohodly, Ze PPD nenese zadnou
odpovédnost za nespravné udaje o piijemci
poskytnuté instituci.

Naklady na subjekt: Castka, ktera ma byt
vyplacena piijemci za dokonCeny subjekt je
uvedena v pfiloze A-1, sniZzena o desetiprocentni
(10 %) srazku. Platby budou provadény meésicné
v Ceskych korunach a budou vychazet z

Institution may request to revise the payee details
provided herein during the course of the Study. In
such cases, the parties agree that no amendment to
this Agreement shall be required provided that
Institution provides written notification to PPD
with the revised payee details and, if applicable, a
revised W-9. The parties further agree that PPD
assumes no liability for incorrect payee details
provided by Institution.

Cost per Subject: The amount to be paid to the
Payee per completed subject is outlined on the
Exhibit A-1, less ten percent (10%) withholding.
Payments will be made on a monthly basis in
Czech Koruna and will be based on completed
visits verified as applicable in the Study subject

protokolem a se souhlasem regulatornich organi
vynalozi Poskytovatel veskeré Tusili, aby pted
cilovym datem ukonceni zapisu zapsala alespon tii
(3) subjekty studie.

uskutecnénych navstév  subjektd  ovétenych | CRFs.
pfipadné v CRF.
Nabor: V souladu s oddilem 2.4 smlouvy, | Enrollment: In accordance with Section 2.4 of the

Agreement, the Protocol and with RA/EC
approval, Institution will use its best endeavors to
enroll at least three (3) Study subjects before the
Target Enrollment End Date.

Platby v klinickém hodnoceni budou probihat
takto:

The Study shall be payable as follows:

GSK _PPD CzRep 3Way CTAg_ (PPD party)
219606 PI xxx_ Approved for signature MJ/070ct2025

Page 38 of 51




Netuspéch ve screeningu: Pifjemci plateb budou
uhrazeny dva (2) netspéchy ve screeningu (jak je
definovano nize) bez piredchoziho schvéaleni
zadavatele a miiZze byt vyplacena maximalné za tfi
(3) neuspéchy ve screeningu s vyslovnym
predchozim schvalenim zadavatele. Na zakladé
oveéfeni v zaznamu subjektu hodnoceni (CRF)
bude pfijemci plateb provedena uhrada v souladu
se sazbami stanovenymi v tabulce plateb pro
screeningovou navstévu. Pro ucely této smlouvy se
»heuspéchem ve screeningu® rozumi jakykoli
subjekt hodnoceni, u které¢ho se zpocatku zda, ze
spliuje kritéria pro pfedbézny screening, podepise

formulat informovaného souhlasu, absolvuje
screeningovou navstévu, ale nedojde k jeho
randomizaci do klinického hodnoceni. Jakakoli

dal$i neuspéchy ve screeningu, ktera piekroci vyse
uvedené maximalni ¢astky, budou vyplacena na
zakladé¢ pisemného souhlasu Zadavatele bez
nutnosti dodatku k této smlouve.

Screen Failures: The Payee will be paid for two
(2) screen fails (as defined below) without pre-
approval from Sponsor and may be paid up to a
maximum of three (3) screen fails with express
pre-approval from Sponsor. Payee will be
reimbursed in accordance with the rates set forth
for the Screening visit in the Table of payments, as
verified in the CRF. For purposes of this
Agreement, a Screen Failure shall mean any
subject, who initially appears to meet the criteria
for screening, signs the informed consent form,
completes the screening visit but does not
randomize into the Study. Any additional Screen
Failures that exceed the aforementioned maximum
amounts, will be paid upon written approval from
Sponsor without requiring an amendment to this
Agreement.

Aktivaéni poplatek Kklinického hodnoceni:
Jednorazovy nevratny poplatek za zahajeni studie
ve vySi stanovené v tabulce plateb za cinnosti
spojené se zahijenim studie bude instituci
vyplacen na zaklad¢ uplného uzavieni smlouvy,
fadného vyplnéni a predloZeni vSech regulacnich
dokument definovanych studijnim tymem GSK
pro studii, véetné mimo jiné formulate FDA 1572
a dokumentd o finan¢nich informacich, jakoZz i
predlozeni IRB. Pred platbou musi byt obdrzena
spravna a podrobné rozepsana faktura.

Study Start-Up Fee: A one-time non-refundable
Start-Up Payment at the rate set forth in Table of
payments , for Study Start-Up Activities, will be
payable to Institution based on full execution of
this document, proper completion and submission
to GSK or GSK designated vendor of all
regulatory documents as defined by the GSK
Study team for the Study, including, but not
limited to FDA form 1572 and financial disclosure
documents as well as IRB submission. The receipt
of a correct and itemized invoice must be received
prior the payment.

Uchovavani a archivace zaznamu:
Zdravotnickému zafizeni bude pro ucely plnéni
této smlouvy zaplacen jednorazovy poplatek za
uchovavani a archivaci zdznamt v sazb¢é uvedené
v tabulce plateb. Zdravotnickému zafizeni bude
tento poplatek uhrazen po uzavieni této smlouvy,
potvrzeni o schizi institucionalni revizni komise
a po jejim schvaleni a po splnéni pozadavkt pred
zahdjenim klinického hodnoceni, jak stanovi
zadavatel nebo spolec¢nost PPD / jeji zastupce.

Record Storage and Archiving: A one-time
record storage and archiving fee at the rate set
forth in Table of payments will be paid to the
Institution for purposes of compliance with this
Agreement. Institution will be paid this fee upon
execution of this Agreement, confirmation of IRB
meeting and approval, and completion of pre-
Study requirements as specified by Sponsor or
PPD/its designee.

Aktivaéni poplatek lékarné: Prijemce plateb
obdrzi jednorazovy poplatek uvedeny v tabulce
nize, ktery pokryva vstupni naklady za lé¢karenské
sluzby vramci tohoto klinického hodnoceni.
Aktivacni poplatek Iékarné bude splatny, jakmile
spoleénost PPD obdrzi od piijemce plateb
spravnou a podrobnou fakturu s rozepsanymi
polozkami.

Pharmacy Start-Up Fees: Payee will receive a
one-time fee at the rate set forth in Exhibit A to
cover set-up of the pharmacy services on this
Study. The pharmacy start-up fees will be payable
upon PPD’s receipt of a correct and itemized
invoice from payee.
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Neplanované navstévy: , Neplanovana navstéva“
je definovana jako navstéva subjektu hodnoceni,
ktera neni vyslovné stanovena v protokolu, ale je
jinak nezbytna vramci klinického hodnoceni.
Neplanované navstévy budou uhrazeny v sazbé
uvedené v tabulce plateb poté, co spoleénost PPD
obdrzi spravné a podrobné faktury s rozepsanymi
polozkami.

Unscheduled visits: An “Unscheduled Visit” shall
be 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
paid at the rate set forth in the Table of payments
upon PPD's receipt of correct and itemized
invoices.

Cestovni ndhrady pro pacienty:

Zadvatel uhradi subjektiim studie naklady schvalené
zadavatelem, které jim nutné vzniknou v pfimém
dusledku ucasti ve studii (napf. cestovné, stravovani
atd.) stejn€ jako Cas straveny na centru a nepohodli
spojené  se  studijnimi  postupy. Zadavatel
prostiednictvim PPD uhradi poskytovateli a
Poskytovatel uhradi subjektim studie ptes financni
uctarnu vydaje schvalené zadavatelem, jak jsou
definovany v ICF. V pfipadé rozporu mezi ¢astkou
uvedenou v priloze A a ICF ma prednost ¢astka ICF.
Pro usnadnéni téchto uhrad bude instituce pozadovat
finan¢ni rezervu ve vysi xxx CZK, kterou poskytne
zadavatel prostiednictvim PPD. Platba bude
provedena po obdrzeni nesporné podrobné faktury
spolecnosti PPD. Pokud bude rezerva vycerpana,
miiZe instituce vystavit dalsi fakturu v uvedené vysi
na podporu pokracujicich uhrad subjektim studie.
Jakakoli dalsi platba bude provedena po obdrzeni
nesporné podrobné faktury a podpiirné dokumentace
k thradam ucastnikiim spole¢nosti PPD. Pokud po
uhrazeni vSech nahrad subjektim studie zistane
preplatek, bude s instituci projednano, zda by
preplatek mél byt pouzit na budouci platby splatné
instituci, nebo zda bude vyZzadovano vraceni
preplatku. V pripad€, Ze bude vyzadovano vraceni
preplatku, bude mit instituce 30 dni od pisemné
zadosti spolecnosti PPD na vraceni zbyvajiciho
zlstatku.

Subject Reimbursement:

Sponsor will reimburse Study subjects for Sponsor-
approved expenses necessarily incurred as a direct
result of participation in the Study (e.g. travel,
meals), as well as time spent at the site and
discomfort related to study procedures. Sponsor,
through PPD, will reimburse Institution, and
Institution will reimburse the Study subjects through
the financial accounting office for such Sponsor-
approved expenses as defined in the ICF. In the case
where there is a discrepancy between the amount
stated in Exhibit A and the ICF, the ICF amount
will prevail. To facilitate these reimbursements,
Institution will require a financial reserve of xxx
CZK provided by Sponsor through PPD. Payment
will be made upon PPD's receipt of an undisputed
itemized invoice. If the deposit reserve is exhausted,
the Institution can issue an additional invoice in the
above amount to support ongoing subject
reimbursements. Any additional payment will be
made upon PPD's receipt of an undisputed itemized
invoice and supporting documentation of the
reimbursements to participants. If there is a balance
remaining after all reimbursements have been paid
to the Study subjects, there will be a discussion with
the Institution to determine if overpayment should
be applied to future payments due to the Institution
or if a refund from the Institution will be required. In
the case where a refund is required, Institution will
have 30 days from PPD’s written request to refund
the remaining balance.

Zapujcené vybaveni: Vypijcené vybaveni a jeho
hodnota jsou popséany takto:
Tablet Samsung X205 (Galaxy Tab A8 10,5, SM-

Loaned Equipment: Loaned Equipment and its
value are described as follows:
Samsung X205 Tablet (Galaxy Tab A8 10.5, SM-

srozepsanymi polozkami tykajici se tohoto

X205) X205)
iPhone 8 iPhone 8
Faktury: VsSechny spravné a podrobné faktury | Invoices:  All correct and itemized invoices

pertaining to this Study should be addressed to
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klinického  hodnoceni je tfeba adresovat
spole¢nosti PPD a ctvrtletné predkladat k thradé
nize uvedenym:

PPD and submitted quarterly for reimbursement to
the following:

PPD Global Limited
Granta Park, Great Abington,
Cambridge, CB21 6GQ, United Kingdom

Na fakturach by mélo byt uvedeno DIC
spole¢nosti PPD Global Ltd: GB 443 0878 47.
Faktury by m¢ly byt zasilany e-mailem ke
zpracovani na adresu:

B e R .-..-".h;l-.-..'_-,'l:_:-.%_l--"--.
g%&iﬁ-ﬁbﬁf}-&rtfw‘ﬂﬂ“..%b«'u:: A

"-u' W

A% kopu,m o *’F *H.t i '-'r%-c;k ';’- 5;':&

PPD Global Limited
Granta Park, Great Abington,
Cambridge, CB21 6GQ, United Kingdom

Invoices should quote PPD Global Ltd.'s VAT
number: GB 443 0878 47

Invoices should be sent by email for processing to:
CHESsE

'-';:'ﬁ:-"l.w."l:?"?'l?; .'E'L.;'wﬂ,{r
In copy: iz

.-\. .

"-.'-'L-:"
“',‘_\- -::‘?'5".

u.-": fml e -ﬁ.

_.--‘.'-é o i {“% -.ﬁ-'l-'

Vsechny faktury musi obsahovat nasledujici udaje:

All invoices must include the following:

e Nazev a adresa zdravotnického zafizeni

e Institution Name and Address

e C(islo protokolu

e  Protocol Number

e Jméno zkousejiciho 1€katre

e Investigator Name

e Datum faktury

e Invoice Date

o Cislo faktury

e Invoice Number

e Jasny popis fakturovanych polozek, ¢isla
subjektt hodnoceni, datum sluzby a pfipadné
podpiirnou dokumentaci (mimo jiné véetné
uctenek, adresy piijemce a vydejce, faktur od
dodavateld atd.).

e Clear description of items being invoiced,
subject numbers, date of service, and if
applicable supporting documentation
(including but not limited to receipts, to and
from addresses, invoices from vendors, etc.)

o POZNAMKA! Na fakturu ani do
zaloznich informaci NEUVADEITE
zadné identifikacni udaje subjekti
hodnoceni kromé ¢isla subjektu
hodnoceni. Jména, inicidly, adresy,
telefonni Cisla, veék a data narozeni
subjektd hodnoceni v zaloznich
informacich, na u¢tenkach a formularich
dodavateld je tfeba pred odeslanim
spole¢nosti PPD redigovat, aby se zajistila
ochrana soukromi pacientt.

o NOTE! DO NOT include any subject
identifiers, other than subject numbers, in
the invoice or back-up details. Subject
names, initials, addresses, phone numbers,
ages, and birthdates will need to be
redacted on back-up details, receipts, and
vendor forms to ensure patient privacy
before sending to PPD

e  Spravna ¢astka uvedena pro kazdou
fakturovanou polozku

e  Correct amount listed for each invoiced item

e Celkova fakturovana ¢astka

e Total amount being invoiced

e Informace o piijemci plateb véetné jména
a adresy pro zaslani platby (toto by mélo
odpovidat platebnim idajim uvedenym v této
smlouve).

e Payee information including name and address
for sending payment (this should match the
payment information listed in this Agreement)
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Vsechny faktury za platby spojené s klinickym
hodnocenim, jak je uvedeno v této tabulce plateb
a rozpisu plateb, musi byt zaslany spole¢nosti PPD
do devadesati (90) dni po zavérecné navstéve
vramci klinického hodnoceni ve zdravotnickém
zatizeni.

All invoices for Study payments, as outlined in
this Table of payments and payment schedule,
must be submitted to PPD within ninety (90) days
of the Institution’s Study close-out visit

Zavérena platba: Zavérecna platba, kterd
odpovida zbyvajicim deseti procentim (10 %)
nakladii, bude provedena po ukonceni zavére¢né
navstévy a po obdrzeni (i) vSech vyplnénych a
opravenych formulafti zprav o ptipadu a dotazi,
(i1) veskeré dokumentace ke studii, (iii) vyactovani
vSech nepouzitych studijnich 1é¢iv a (iv) vraceni
veskerého studijniho vybaveni a materialu podle
pokyn PPD a zadavatele. Spolecnost PPD musi
byt informovéana o jakychkoli nesrovnalostech do
devadesati (90) dnt od obdrZeni konec¢né platby.

Pokud pfi ukoncéeni Studie PPD vyplatila zalohy
podle podminek této Smlouvy, které pievySuji
ziskanou castku za vSechny uskutecnéné navstévy
subjektd Studie, Piijemce uhradi PPD do Sedesati
(60) dnt jakoukoli castku, o kterou zalohy PPD
prevysuji ziskané poplatky.

Final Payment: The final payment, which
corresponds to the remaining ten percent (10%) of
costs, shall be made upon completion of the close-
out visit and upon receipt of (i) all completed and
corrected case report forms and queries, of (ii) all
Study documentation, of (iii) all unused Study
drug has been accounted for and (iv) all study
equipment and supplies returned as specified by
PPD and Sponsor. PPD must be notified of any
discrepancies within ninety (90) days from receipt
of final payment.

If at the completion of the Study, PPD has
advanced sums under the terms of this Agreement
that exceed the earned amount for all Study
subject visits completed, Payee shall reimburse
PPD within sixty (60) days any amount by which
amounts advanced by PPD exceed the fees earned.

Bez predchoziho pisemného souhlasu
zadavatele GSK nebudou zvaioviny
fddné dalsi Zadosti o financovani.

No other additional funding requests will
be considered without the prior written
consent of GSK.

Tabulka plateb/Table of payment

Experimental Arm

100% site PI

Study Total L.
Visit

Total Per Visit
(w/ OH)

Screening

Cycle 1 Day 1

Cycle 2 Day 1

Study Intervention Cycle 3 Day 1

Cycle 4 Day 1

Surgery Period

Cycle 1 Day 1
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Cycle 2 Day 1

Cycle 3 Day 1

Cycle 4 Day 1

Cycle 5 Day 1

Cycle 6 Day 1

EOT

Follow-up
In-Clinic

30-d Safety Follow-
Up

90-d Safety Follow-
Up

Survival Follow-Up
(M6)

Survival Follow-Up
YD)

Survival Follow-Up
(Y1M6)

Survival Follow-Up
(Y2)

Survival Follow-Up
(Y2M6)

Survival Follow-Up
(Y3)

Survival Follow-Up
(Y3M6)

Survival Follow-Up
(Y4)

Survival Follow-Up
(Y4M6)

Survival Follow-Up
(¥Y5)

End of Study

EOS

Total:

End of Therapy / Study

EOT/EOS Combined

Pre-Screening

Pre-Screening

Follow-up
REMOTE

Survival Follow-Up
(M6)

Survival Follow-Up
@4))

Survival Follow-Up
(Y1M6)

Survival Follow-Up
(Y2)

Survival Follow-Up
(Y2M6)

Survival Follow-Up
(Y3)

Survival Follow-Up
(Y3M6)

Survival Follow-Up
(Y4)
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Survival Follow-Up
(Y4M6)

Survival Follow-Up

¥5)

Folfox

Study Total

100%

Site

PI

Visit

Total Per Visit
(w/ OH)

Study Intervention

Screening

Surgery Period

Cycle 1 Day 1

Cycle 2 Day 1

Cycle 3 Day 1

Cycle 4 Day 1

Cycle 5 Day 1

Cycle 6 Day 1

Cycle 7 Day 1

Cycle 8 Day 1

Cycle 9 Day 1

Cycle 10 Day 1

Cycle 11 Day 1

Cycle 12 Day 1

EOT

Follow-up
In-Clinic

30-d Safety
Follow-Up

90-d Safety
Follow-Up

Survival Follow-
Up (M6)

Survival Follow-
Up (Y1)

Survival Follow-
Up (YIM6)

Survival Follow-
Up (Y2)

Survival Follow-
Up (Y2M6)

Survival Follow-
Up (Y3)

Survival Follow-
Up (Y3M6)

Survival Follow-
Up (Y4)

Survival Follow-
Up (Y4M6)

Survival Follow-
Up (Y5)

End of Study

EOS
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Total:

End of Therapy / Study

EOT/EOS
Combined

Pre-Screening

Pre-Screening

Follow-up
REMOTE

Survival Follow-
Up (M6)

Survival Follow-
Up (Y1)

Survival Follow-
Up (YIM6)

Survival Follow-
Up (Y2)

Survival Follow-
Up (Y2M6)

Survival Follow-
Up (Y3)

Survival Follow-
Up (Y3M6)

Survival Follow-
Up (Y4)

Survival Follow-
Up (Y4M6)

Survival Follow-
Up (Y5)

Capeox

Study Total

100%

Site

PI

Visit

Total
Per Visit
(w/ OH)

Study Intervention

Screening

Surgery Period

Cycle 1 Day 1

Cycle 2 Day 1

Cycle 3 Day 1

Cycle 4 Day 1

Cycle 5 Day 1

Cycle 6 Day 1

Cycle 7 Day 1

Cycle 8 Day 1

EOT

Follow-up
In-Clinic

30-d Safety Follow-Up

90-d Safety Follow-Up

Survival Follow-Up (M6)

Survival Follow-Up (Y1)

Survival Follow-Up (Y 1M6)
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Survival Follow-Up (Y2)

Survival Follow-Up (Y2M6)

Survival Follow-Up (Y3)

Survival Follow-Up (Y3MO6)

Survival Follow-Up (Y4)

Survival Follow-Up (Y4M6)

Survival Follow-Up (Y5)

End of Study

EOS

Total:

End of Therapy / Study

EOT/EOS Combined

Pre-Screening

Pre-Screening

Survival Follow-Up (M6)

Survival Follow-Up (Y1)

Survival Follow-Up (Y1M6)

Survival Follow-Up (Y2)

Follow-up Survival Follow-Up (Y2M6)
REMOTE Survival Follow-Up (Y3)
Survival Follow-Up (Y3M6)
Survival Follow-Up (Y4)
Survival Follow-Up (Y4M6)
Survival Follow-Up (Y5)
Watch and Wait
100% Site PI
Study Total Visit Total Per Visit
(w/ OH)
Surgery Period Surgery Period
30-d Safety Follow-Up
90-d Safety Follow-Up
Survival Follow-Up (M6)
Survival Follow-Up (Y1)
Survival Follow-Up (Y1M6)
Follow-up Survival Follow-Up (Y2)
In-Clinic Survival Follow-Up (Y2M6)
Survival Follow-Up (Y3)
Survival Follow-Up (Y3M6)
Survival Follow-Up (Y4)
Survival Follow-Up (Y4M6)
Survival Follow-Up (Y5)
End of Study EOS
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Total:

Survival Follow-Up (M6)

Survival Follow-Up (Y1)

Survival Follow-Up (Y1M6)

Survival Follow-Up (Y2)

Follow-up Survival Follow-Up (Y2M6)

REMOTE Survival Follow-Up (Y3)

Survival Follow-Up (Y3M6)

Survival Follow-Up (Y4)

Survival Follow-Up (Y4M6)

Survival Follow-Up (Y5)

Site
Conditional Procedures 100%

Study Procedure Cost (w/ OH)

Genetic ICF (optional)

dMMR/MSI-H status assessment (local lab)

12-lead ECG

Genetic sample (PGx - optional) (central lab)

CEA (local lab)

CBC with differential (local lab)

Biochemistry with LFTs (local lab)

Urinalysis (local lab)

Highly sensitive serum pregnancy test (local lab)

Highly sensitive urine pregnancy test (local lab)

HBsAg (local lab)

HBcAD (local lab)

HBYV DNA (local lab)

HCV antibody (local lab)

HCV RNA testing (local lab)

ECHO

Colonoscopy

FFPE Colon Biopsy

Biopsy Sample Handling for fresh or archived FFPE
samples or Surgical Resection Specimen

Central Lab Blood Draw including at least one of the
following: ctDNA (plasma), Biomarker testing for MSI
(whole blood), Circulating biomarkers
(cytokines/chemokines), PBMC (immunophenotyping),
DPD Deficiency Testing

Central Lab Blood Draw: Dostarlimab PK, Dostarlimab
immunogenicity
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Spec Handling

Review of PROs including: QLQ-C30, QLQ-CR29, EQ-
5D-3L,PRO-CTCAE, FACT GP5, PGIS, PGIC, PROMIS
PF

Colectomy Surgery

CT Scan - Chest (w/ contrast)

CT Scan - Abdomen/Pelvis (w/ contrast)

CT Scan - Neck (w/ contrast)

CT Scan - Brain (w/ contrast)

CT Scan - Chest (without contrast)

CT Scan - Abdomen/Pelvis (without contrast)

CT Scan - Neck (without contrast)

MRI Scan - Abdomen (w/ contrast)

MRI Scan - Pelvis (w/ contrast)

MRI Scan - Neck (w/ contrast)

MRI Scan - Brain (w/ contrast)

Radionuclide Bone Scan, Whole Body

X-Ray, Unlisted or Suspicious Areas

Whole Body PET & CT Scan

RECIST

Liver Ultrasound (in case of liver chemistry stopping
criteria)

Liver MRI (in case of liver chemistry stopping criteria)

Liver CT (in case of liver chemistry stopping criteria)

Liver Biopsy (in case of liver chemistry stopping criteria)

Cardiologist Consultation

Patient Reimbursement - Colonoscopy

Patient Reimbursement (meals, time spent at site, etc.) per
visit

Mileage Reimbursement (per kilometer)

Transportation Reimbursement paid based on receipt (taxi,
bus, train, etc.) per visit, up to

Screen Failure

Unscheduled Visits: PE, Adverse Events, Review
Concomitant Medications, PI Time, SC, & Data Entry
Time

Site Fees 100%
Name Frequency / Trigger Cost (w/ OH)
Site Start-up Costs Paid one time at activation
Pharmacy: Initiation fee (Setup) Paid one time at activation
Labf)r.a tory Set-Up Fee (for one Paid one time at activation
participating laboratory)
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Issuing a certificate for laboratory testing
(per certificate)

Paid one time at activation

Radiologist Set-Up Fee

Paid one time at activation

packaging, or other material

Amendment Fee (initiated by sponsor) each
Pharmacy: Monitoring visits, preparation
of requested documents Ot
Pharmacy: Not for Cause Audit,
. per hour
preparation of requested documents
Pharmacy: Close out, preparation of
per hour
requested documents
Pharmacy: Storage of Study medicines in
the hospital pharmacy el
Pharmacy: Storage of expired, unusable
Study medicines el
Pharmacy: Study Drug Receipt each
Pharmacy: Study Drug distribution to a cach
clinic, hospital ward Dispense
Pharmacy: Preparation of antineoplastic cach
agents: preparation of injections
Pharmacy: Preparation of infusions from cach
a fluid concentrate
Pharmacy: Preparation of infusions from cach
a dry substance
Pharmacy: Disposal of study medication one time
Pharmacy: Sending unusable medicines,
each

Study Close-out, including all activities
related to closing (in case of enrolling at
least one patient)

Paid one-time at Closeout

Document Storage, Archiving (25 years)

Paid one-time at Closeout

* 150% increase will be added to the abovementioned pharmacy fees in case the pharmacy is
used outside standard working hours e.g. Monday — Friday from 4:00pm to 7:30am, weekends,

bank holidays.
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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 zdkony, mimo jiné
vcetné protikorupcénich predpist, a Ze v souvislosti
s plnénim této smlouvy v minulosti neucinil nic
z nasledujiciho, a zavazuje se, Zev budoucnu
nebude, pifimo ani nepfimo, ¢init, slibovat,
autorizovat, ratifikovat ani nabizet, Ze provede
nebo ucini jakékoli kroky k provedeni jakékoli
platby nebo pievodu cehokoli hodnotného za
ucelem ovlivnéni, vyvoldni nebo odmény
jakéhokoli ¢inu, opomenuti nebo rozhodnuti k
zajisténi nepfiméfené vyhody, nebo nevhodné
pomahat sob&é nebo spolecnosti GSK pfi ziskani
nebo udrzeni obchodu nebo jakymkoli zpiisobem s
cilem nebo ufinkem vetejného nebo obchodniho
uplatku, a zarucuje, Ze pfijal pfiméfena opatfeni za
ucelem zabranéni subdodavatelim, zastupcim
nebo jinym tietim stranam, které podléhaji jeho
kontrole nebo vlivu pifi rozhodovéani, aby tak
ucinili. Za celem vyhnuti se jakymkoli
pochybnostem, toto zahrnuje odmény za urychlené
vyfizeni, coz jsou neoficialni, nevhodné, drobné
platby nebo dary nabizené nebo poskytnuté
vladnim ufednikim za ucelem zajisténi nebo
urychleni rutinniho nebo nezbytného tkonu, na
ktery méme zdkonny narok.

(2) Poskytovatel prohlasuje a zarucuje, Ze kromé
ptipadd, které byly spolecnosti GSK pisemné
sdéleny pied zahajenim této smlouvy (i) nema
zadny zajem, ktery by byl v rozporu s jejim
fadnym a etickym plnénim této smlouvy; a (ii)
bude udrzovat nezavislé vztahy se vSemi tfetimi
stranami, se kterymi jednd jménem GSK pii plnéni
této smlouvy. Poskytovatel bude GSK pfi nejblizsi
mozné prilezitosti pisemné informovat o jakémkoli
stietu zajmu, ke kterému dojde béhem plnéni této
smlouvy.

(3) Spolecnosti GSK a PPD jsou opravnény
okamzit¢ ukoncit smlouvu pisemnym ozndmenim
Poskytovateli, pokud Poskytovatel neplni své
povinnosti v souladu s souladu s touto piilohou 2.
Poskytovatel neméd vuci spolecnosti GSK nebo
PPD zadny narok na nahradu jakékoli ztraty
jakékoli povahy v disledku ukonceni této smlouvy
v souladu s touto ptilohou 2.

(4) Poskytovatel bude branit, odskodni a ochrani
PPD (a jeji predstavitele, feditele, zaméstnance,
zastupce a pridruzené spolecnosti) pred jakymikoli

(1) Institution agrees that it shall comply
fully at all times with all Applicable Laws,
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,
authorize, 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 orrewarding any act, omission
or decision to secure an improper advantage;
or improperly assisting it or GSK in obtaining
or retaining business, orin 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) Institution represents and warrants that except
as disclosed to GSK in writing prior to the
commencement of this Agreement (i) it does not
have any interest which conflicts with its proper
and ethical performance of this Agreement; and,
(i1 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 that arises during the performance of this
Agreement.

3) GSK and PPD 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
or PPD for compensation for any loss of whatever
nature by virtue of the termination of this
Agreement in accordance with this Schedule 2.

(4) Institution shall defend, indemnify and hold
PPD (and its officers, directors, employees, agents
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sankcemi, ztratami, zavazky a vydaji vzniklymi
spolecnosti PPD v disledku poruseni jakékoli ze
svych povinnosti vyplyvajicich z této smlouvy ze
strany Poskytovatele a hlavniho zkousejiciho dle
Pfilohy 2. Povinnost odskodnit PPD podle této
Ptilohy 2 za poruseni protikorupéniho zékona
nepodléhd omezeni odpovednosti, pokud existuje,
jak je stanoveno v ¢asti 14 smlouvy.

and Affiliates) harmless from any penalties,
losses, liabilities and expenses incurred by PPD as
aresult of Institution and Principal Investigator’s
breach of any of its obligations under this
Schedule 2. The obligation to indemnify PPD
under this Schedule 2 for violations of an Anti-
Corruption Law shall not be subject to the
limitation of liability, if any, set out in Section 14
of the Agreement.
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	17.2 Poskytovatel a hlavní zkoušející (dále jen „řešitelské centrum”) přistupují na protiúplatkářské a protikorupční podmínky GSK, které tvoří Přílohu 2 této smlouvy.
	17.2 Institution and the Principal Investigator (the “Site”) agrees to the terms of the GSK Anti-Bribery and Anti-Corruption Terms set forth in Schedule 2.
	
	


