SMLOUVA O KLINICKEM HODNOCENI

CLINICAL TRIAL AGREEMENT

TUTO SMLOUVU O KLINICKEM HODNOCENI (dile
jen ,,smlouva”) uzaviraji sucinnosti k datu uvetejnéni
smlouvy v registru smluv (déle jen ,,datum G¢innosti”)

THIS CLINICAL TRIAL AGREEMENT
(“Agreement”), is entered into as of the publication of the
contract in the register of contracts

(“Effective Date”)

smluvn{ strany:

by and between:

PPD Global Ltd., se sidlem Granta Park, Great
Abington,Cambridge CB21 6GQ, Spojené kralovstvi
(déle jen ,,PPD”)

V zastoupeni PPD Czech Republic, s.r.0., se sidlem Antala
Staska 2027/79 | 140 00 Prague 4 | Ceska republika, Megr,
Judita Hilova, Manager Clinical Operations, na zakladé
plné moci

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

On behalf of PPD Czech republic, Antala Staska 2027/79
| 140 00 Prague 4 | Czech Republic, Mgr, Judita Hilova,
Manager Clinical Operations based on Power of Attorney

a

and

Fakultni nemocnice Hradec Krilové s hlavnim mistem
podnikani Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Ceskd republika, zastoupend MUDr.
AleSem Hermanem, Ph.D., {4dné¢ oprdvnénym
zastupcem, ktery miZe jménem poskytovatele uzavirat
smluvni zadvazky

(déle jen ,,poskytovatel)

University Hospital Hradec Krdlové with its principal
place of business at Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Kralové, Ceska republika , represented by
MUDr. Ales Herman, Ph.D., aduly authorized
representative with authority to contract on behalf of the
Institution;

(“Institution”)

a

and

XXX
(dale jen ,,hlavni zkouSejici”)

XXX
(‘“Principal Investigator”)

PPD, poskytovatel ahlavni zkouSejici jsou v této
smlouvé jednotlivé oznaCovéani 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 pusobnosti, kterd v soucasnosti that is currently assisting GlaxoSmithKline
pomdhd GlaxoSmithKline Research & Research & Development Limited, with its

Development Limited, se sidlem GSK HQ, 79
New Oxford Street London, WCIA 1DG,
Spojené kréalovstvi, (“GSK” nebo
»Zadavatel”) nebo jedné z jejich dcefinych
spolecnosti pii provadéni klinického hodnocen{
dle protokolu nazvaného, “Otevrené,
randomizované  klinické hodnoceni faze 3
hodnotict perioperacni monoterapii
dostarlimabem oproti  standardni lécbe u
ticasmikii s nelécenym resekovatelnym malignim
nddorovym onemocnénim tlustého streva typu
dMMR/MSI-H stddia T4NO nebo stddia III” (dile
jen ,klinické hodnoceni’) na ziklad¢ plné
moci, ¢islo protokolu: 219606, EU CT number:
2023-503265-27-00 a jeho piipadnych zmén
a dodatkli (didle jen ,protokol”). GSK je

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 Il dMMR/MSI-H Resectable Colon
Cancer* (“Clinical Trial”) with Protocol
Number: 219606, EU CT number: 2023-
503265-27-00 and any amendments thereto
(“Protocol”). GSK is the sponsor of the Clinical
Trial; The GSK/PPD agrees to inform the
Institution in writing of any changes to the
protocol.
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zadavatelem klinického hodnoceni; GSK/PPD
je povinen pisemné informovat poskytovatele o
piipadnych zméndach protokolu.

IL

Poskytovatel ahlavni zkouSejici maji zdjem
podilet se na provddéni klinického hodnoceni
v souladu s protokolem, ktery je nedilnou soucasti
této smlouvy a byl poskytovateli ptedan zvIast’

IL

The Institution and Principal Investigator desire to
participate in the conduct of the Clinical Trial, in
accordance with the Protocol, incorporated by
reference herein and provided separately to the
Institution;

IIL

Smluvni strany se zavazuji provadét klinické
hodnoceni v souladu sniZze stanovenymi
podminkami.

IIL

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

NA ZAKLADE TOHO SE SMLUVNI STRANY

THEREFORE, IT IS AGREED AS FOLLOWS:

DOHODLY TAKTO:

1. Provadéni klinického hodnoceni 1. Clinical Trial Performance

1.1 Poskytovatel a hlavni zkousejici poskytnou urcité | 1.1 Institution and Principal Investigator shall provide
sluzby (déle jen ,,sluZby”) spojené s provadénim certain services (“Services”) related to the
klinického hodnoceni v souladu s protokolem (a conduct of the Clinical Trial, in accordance with
jeho piipadnymi zménami a doplnky the Protocol, and any subsequent amendments
provedenymi v souladu s touto smlouvou), a ddle made thereto in accordance with this Agreement,
s veskerymi platnymi zdkony, pravidly a piedpisy and with all applicable laws, rules and regulations
vztahujicimi se na klinické hodnoceni (,, platné relating to the Clinical Trial (“Applicable Laws”).
zdkony*). Protokol musi byt nejprve schvilen The Protocol is subject to approval by the
pfislusnym regula¢nim orgdnem a etickou komisi appropriate  Regulatory = Authority, Ethics
(souhmné oznacovény jako ,,RA/EC”). RA/EC Committee, (collectively “RA/EC”). The
musi schvdlit také informovany souhlas (déle jen informed consent (“Informed Consent”) is
informovany souhlas”). V piipadé subject to approval by the RA/EC. If there is any
nesrovnalosti nebo rozporu mezi podminkami discrepancy or conflict between the terms
uvedenymi v protokolu a v této smlouveé maji contained in the Protocol and this Agreement,
ustanoveni protokolu pfednost v zélezitostech the terms of the Protocol shall govern and
klinickych, a ustanoveni smlouvy maji pfednost control with respect to clinical matters and the
ve vSech ostatnich zaleZitostech. terms of the Agreement shall govern and control

with respect to all other matters.
12 Pred zahdjenim poskytovdni sluzeb jsou | 1.2 Prior to the commencement of the Services,

poskytovatel a hlavni zkousejici povinni protokol

zkontrolovat ainformovat PPD v pfipade¢,
Zen€kterou zpodminek tam  obsaZenych
nemohou dodrZet. Pokud bude béhem
poskytovani  sluZzeb, vsouladu s obecné
pfijimanymi standardy klinického vyzkumu
a lékaiské praxe ve véci piinosu pro subjekty
(ddle jen ,subjekt(y)’), jejich blaha
a bezpecnosti, nutné se od protokolu odchylit,
budou dodrZoviany uvedené  standardy.

V takovém piipadé musi smluvni strana, kterd
nutnost odchylky zjist, neprodlené informovat
PPD aGSK o skute¢nostech, znichZ nutnost
odchylky vyplyv4, a to ihned, jakmile se o téchto
skutecnostech sama dozvi. Ozndmeni musi byt

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)”) adeviation 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 original notification being
made to PPD and GSK.
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potvrzeno pisemné do tif (3) pracovnich dnti od

pavodniho oznameni spole¢nostem 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 all  specifications and timelines

i vSemi specifikacemi a terminy established in this Agreement;
stanovenymi v této smlouve;

ii. the Protocol and any amendments to the

ii. protokolem a veSkerymi jeho dodatky; Protocol;

il ethical principles of the Declaration of

11 etickymi zdsadami Helsinské deklarace; Helsinki;

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

v. vSemi platnymi zdkony a ptredpisy v. all Applicable Laws and regulations in
platnymi v Ceské republice, zejména se Czech Republic, including, but not
zakonem ¢. 378/2007 Sb., o 1éCivech, limited to in particular Act no.
ve znéni pozdéjSich predpist, zdkonem 378/2007 Coll. on Pharmaceuticals, as
¢.  372/2011 Sb., o zdravotnich amended, Act no. 372/2011 Coll. on
sluzbach, ve znéni pozdéjsich predpisd, Medical Services, as amended, Decree
vyhlaskou ¢. 463/2021 Sb., o blizsich no. 463/2021 Coll. on the Good
podminkdch provadéni klinického Clinical Practice and Detailed
hodnoceni = humdnnich  lé¢ivych Conditions for Clinical Studies of
pfipravkii, nafizenim  Evropského Pharmaceuticals; Regulation (EU) No.
parlamentu a Rady (EU) €. 536/2014 ze 536/2014 of the European Parliament
dne 16. dubna 2014 o klinickych and of the Council of 16 April 2014 on
hodnocenich  humaéannich  1é¢ivych clinical trials on medicinal products for
piipravkid, jakoZ i veSkerou ndrodni human use, as well as all national
legislativou, evropskymi nafizenimi a legislation, European regulations and
predpisy ohledné¢ ochrany osobnich regulations regarding the protection of
udaji, jak byly implementovdny na personal data as implemented at
ndrodni urovni zdkonem ¢. 110/2019 national level by Act No. 110/2019
Sb., o zpracovani osobnich udaj, Coll., on the processing of personal
zejména  Nafizenim  Evropského data, in particular Regulation (EU)
parlamentu a Rady (EU) 2016/679 ze 2016/679 of the European Parliament
dne 27. dubna 2016 o ochrané and of the Council of 27 April 2016 on
fyzickych osob v souvislosti se the protection of natural persons with
zpracovanim osobnich ddaji a o regard to the processing of personal
volném pohybu té&chto ddaji (GDPR); data and on the free movement of such

data (GDPR);

14 Klinické hodnoceni bude provadéno vyhradné | 1.4 The Clinical Trial shall be conducted only at the
vtomto mist¢, Klinika onkologie a following location: Department of Oncology
radioterapie, Fakultni nemocnice Hradec and Radiotherapy, University Hospital
Kralové, Sokolska 581, 500 05 Hradec Kralové Hradec Kralové, Sokolska 581, 500 05
— Novy Hradec Krilové, Cesk4 republika Hradec Kralové - Novy Hradec Kralové,

Czech Republic.
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1.5

Poskytovatel se zavazuje, Ze klinické hodnoceni
bude providéno pod vedenim hlavniho
zkousSejictho v souladu s protokolem a s touto
smlouvou.

1.5

The Institution agrees that the Clinical Trial will
be conducted under the direction of the Principal
Investigator in accordance with the Protocol and
this Agreement.

PPD zarucuje, Zeani PPD, ani GSK
v souvislosti s provadénim tohoto klinického
hodnoceni neuzavie s hlavnim zkouSejicim ani
se Zadnym jinym zaméstnancem poskytovatele
Z4dnou vedlejsi smlouvu.

PPD warrants that neither PPD, nor GSK will
enter into any ancillary agreement with the
Principal Investigator or any employee of the
Institution in connection with the conduct of this
Clinical Trial.

1.6

Hlavni zkouSejici bude provadét sluzby tak,
jak byly odsouhlaseny podle této smlouvy osobné
nebo s pomoci povéfenych ¢lent feSitelského
tymu, ktefi jsou zaméstnanci poskytovatele.
V ptipadg, Ze hlavni zkousSejici nebude moci déle
pasobit vtéto funkci, spoleCnost PPD
a poskytovatel se pokusi shodnout na nédhradé.

Spolecnost PPD bude mit pravo schvdlit
jakéhokoli nového hlavnitho zkousSejictho
vybraného  poskytovatelem. Novy  hlavni

zkousejici bude muset souhlasit s podminkami
této smlouvy. Pokud nebude moci byt
odsouhlasena vzdjemné pfijatelnd ndhrada,
spoleCnost PPD miiZze ukonCit tuto smlouvu
v souladu s ¢lankem 16.

1.6

The Principal Investigator will perform Services
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 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 subdodédvka znamen4 predani
jakékoliv funkce (jakychkoliv funkci) ze strany
poskytovatele, predstavujici(ch) soucast
klinického  hodnoceni,  pficemz  pojem
subdodavatel(é) znamena kteroukoliv tfeti stranu
(vCetné zastupclr), na kterou poskytovatel preved]
jakoukoliv funkci (funkce) predstavujici soucast
klinického hodnoceni, véetn¢ tfeti strany, na
kterou subdodavatel ddle ptevede jakoukoliv Cast
klinického hodnoceni. Poskytovatel mtize zadat
vykon nékterych svych Ccinnosti podle této
smlouvy subdodavateli (subdodavateltim)
pisemné¢ schvidlenym PPD nebo GSK; za
predpokladu, Ze (a) tito schvéleni subdodavatelé
provadeji takové Cinnosti zplsobem, ktery je
vsouladu s podminkami této smlouvy;
(b) Poskytovatel zajisti, aby tito schvéleni
subdodavatelé byli vdzani a dodrZovali podminky
této smlouvy, pokud je to relevantni; a(c)
poskytovatel zustivd odpovédny za vykon
takového schvaleného subdodavatele
(subdodavatelt).

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 amanner 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

Bez ohledu na pifipadnd opacnd ustanoveni této
smlouvy, pokud v dob¢ platnosti této smlouvy
ziskd PPD nebo GSK informace ovlivilujici
bezpecnost nebo ucinnost hodnoceného 1éciva
(jak je tento pojem definovan v ustanoveni 3.1
této smlouvy), nebo bude-li hodnocené 1éCivo
registrovdno jakymkoli regulanim orgdnem,

1.8

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,
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1.9

smluvni strany v dobré vife sjednaji zménu této
smlouvy tak, Ze bud’ (i) sniZ{ pocet zkoumanych
subjektil; a/mebo (ii) klinické hodnoceni ukon¢i,
a/nebo (iii) zméni kterékoli jiné relevantni
ustanoventi této smlouvy.

,Lidské biologické vzorky*“ nebo ,HBS*
znamend jakykoliv biologicky materidl lidského
plivodu, véetné veskerych derivati, plodu, nebo
subceluldrnich struktur ziskanych od subjekti
klinického hodnoceni tak, jak to mulZe byt
stanoveno Vv protokolu, nebo které mohou byt
identifikovdny jako pochdzejici od pacienta
léc¢eného hodnocenym piipravkem
poskytovanym dle této smlouvy, a konkrétni
materidly piimo nebo nepifimo odvozené od
téchto vzorkd.

1.9.1 Poskytovatel mize shromazdovat,
uchovavat a/nebo pouZzivat HBS vyhradné tak, jak
je to uvedeno v protokolu, nebo jak to vyZaduje
standardni péce. Poskytovatel zajisti, aby veskeré
takovéto shromazd’ovani, pouzivani, uchovavani
azasilini bylo v souladu s podminkami této
smlouvy, s protokolem, a s pfislusSnymi zakony
a kodexy praktického provadéni a pokyny, které
se vztahuji ke shromaZd’ovani, uchovavani,
pouZivani, zasilani a likvidaci lidskych
biologickych materidld pii provadéni klinického
hodnoceni. Poskytovatel a spole¢nost GSK se
vzdjemné dohodnou na vhodném informovaném
souhlasu  (v€etné¢  souhlasu s pfipadnymi
genetickymi analyzami) pro klinické hodnoceni
apro pouziti veSkerych lidskych biologickych
materidll, se schvdlenim ze strany etické komise.
Poskytovatel poskytne spole¢nosti GSK mnoZstvi
HBS dle poZadavkli protokolu. GSK muze
pouzivat tyto HBS tak, jak je uvedeno v protokolu
a jak to povoluje informovany souhlas podepsany
subjektem klinického hodnoceni (nebo jeho
zdkonnym zédstupcem) adle platného zdkona.
Informovany souhlas dovoli spole¢nosti GSK,
jejim pridruzenym spoleCnostem aji uréenym
subjektiim (véetné schvalenych laboratofi) piistup
k HBS vcetné pro ucely vyzkuu a vyvoje I€ku.

1.9.2  Béhem doby platnosti této smlouvy a po
ni poskytovatel nebude uchovévat ani pouzivat
HBS pro jakykoliv vyzkumny tcel kromé toho,
ktery je popsan v protokolu, s piedchozim
pisemnym souhlasem spolecnosti GSK. Po
dokonceni, predcasném ukonceni nebo vyprSeni
klinického hodnoceni nebo této smlouvy ozndmi
poskytovatel spolecnosti GSK veskeré zbyvajici
HBS a poskytovatel dle pokynt GSK, bud’ (i) vrati
veskeré tyto zbytkové vzorky HBS spoleCnosti
GSK, nebo (ii) je zniéf s certifikaci s pisemnym

1.9

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, orthat 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.

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, use, 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.

19.2  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
orexpiration 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
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potvrzenim  spoleCnosti GSK. Poskytovatel
souhlasi s tim, ze veskeré HBS ziskané v ramci
klinického hodnoceni, které jsou predany
spoleCnosti GSK nebo subjektu uréenému
spolecnosti GSK, nebo drZeny poskytovatelem
pro GSK, budou v opatrovnictvi a pod kontrolou
spole¢nosti GSK.

1.9.3 V pripadé, Ze poskytovatel pouzije HBS
v rozporu se svymi povinnostmi dle této smlouvy
(,,nepovolené pouZiti), poskytovatel souhlasi
stim, Ze GSK bude jedinym aexkluzivnim
vlastnikem veSkerych vyndlezii vynalezenych
nebo uvedenych do praxe ve spojeni
snepovolenym pouZitim. Poskytovatel bude
podepisovat adoddvat veskeré dokumenty
k ptidéleni a ptendseni s cilem provést vlastnictvi
spoleCnosti GSK u vyndlezu a veskerd prava
dusevniho vlastnictvi s nim spojend.

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 orreduced to practice in
connection with the Unauthorized Use. Institution
shall execute and deliver any 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
zpracovani osobnich udaji feSitelského tymu
musi byt vZdy v souladu s platnymi zdkony
a smluvni strany budou vzdjemné spolupracovat
na prijeti nezbytnych opatfeni k zajisténi jejich
dodrZovani. Poskytovatel nese odpovédnost za to,
Ze poskytne feSitelskému tymu dostate¢né
informace tykajici se shromazd’ovani, zpracovani
apouzivani jejich osobnich udaji spole¢nosti
GSK. Vyraz ,fesitelsky tym®, jak je pouZivian
v této smlouve, oznacuje osoby, které poskytuji
sluzby jménem poskytovatele v souvislosti
s klinickym hodnocenim u poskytovatele, mimo
jiné  vcetné¢  subdodavatell, koordinatori
klinického hodnoceni a dal§ich zaméstnancu,
zastupci nebo subdodavateli poskytovatele.
Vyraz ,,osobni informace, jak je pouZivan v této
smlouveé, oznacuje jakékoli informace nebo
soubor informaci vztahujici se k osobé, které tuto
osobu identifikuji nebo které by mohly byt
primétené pouzity k identifikaci této osoby. Vyraz
osobni informace feSitelského tymu, jak je pouZit
v tomto oddilu, oznaCuje jméno, pracovni
kontaktn{ informace a profesni
zkuSenosti/vzdélani  a kvalifikace  persondlu
vyzkumného pracovisté klinického hodnocent,
které jsou bezn¢ poskytovany a uchovdviny
spoleCnosti GSK v souvislosti s klinickym
hodnocenim. Vyraz ,,zpracovani* a jeho piislusné
tvary, mimo jiné véetné vyrazu ,,zpracovat®, jak
je pouzivan v této smlouvé, oznacuje jakoukoli
operaci nebo soubor operaci, které jsou
provadény s osobnimi tdaji, mimo jiné vcetné
shromaZzd’'ovani, zaznamendvani, uchovavani,
zmény, pouZiti, zpfistupnéni, pfistupu, pfedani,
uloZeni nebo zniceni.

1.10

Clinical Trial Staff Personal Information:
All Processing of the Clinical Trial Staff Personal
Information shall at all times comply with, and the
parties will cooperate with each other to take the
necessary measures to ensure adherence to,
Applicable Laws. Institution is responsible for
supplying the Clinical Trial Staff with sufficient
information regarding the collection of, handling,
and use of their Personal Information by GSK.
“Clinical Trial Staff” as used in this Agreement
means the individuals providing services on
behalf of Institution with respect to the Clinical
Trial at Institution, including without limitation
sub investigators, Clinical Trial coordinators, and
other Institution employees, agents,
or subcontractors. “Personal Information” as used
in this Agreement means any information or set of
information relating to a person that identifies
such person orcould reasonably be used to
identify such person. Clinical Trial Staff Personal
Information as used in this section means the
name, work contact information, and professional
experience/educational background and
qualifications of clinical research site personnel
that is routinely provided to and held by the GSK
in relation to a clinical study. “Processing” and its
conjugates, including  without limitation
“Process” as used in this Agreement means any
operation or set of operations that is performed
upon Personal Information, including without
limitation  collection, recording, retention,
alteration, use, disclosure, access, transfer, storage
or destruction.
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Doba trvani klinického hodnoceni

Term of Clinical Trial

2.1

Tato smlouva nabyvé t¢innosti k datu dcinnosti
azlstane u¢innd do dokonceni vSech ukold
a povinnosti smluvnich stran, tj. cca do Cervence
2030 (dale jen ,,doba platnosti”’), nebude-li diive
vypovézena dle ¢l. 16. Zadavatel nebo PPD
pisemné informuje poskytovatele o dosazZeni
celkového poc¢tu nabranych subjekti do
klinického hodnoceni a poskytovatel by mél
nabor ukoncit.

2.1

This Agreement shall take effect on the Effective
Date and shall continue until the conclusion of all
responsibilities and obligations of the Parties,
approximately until July 2030 (“Expiration
Period”), unless terminated in accordance with
Clause 16. The Sponsor or PPD will inform the
Institution in writing if overall enrollment for the
clinical trail has been reached and the Insititution
should stop enrollment on the clinical trial.

22

V ptipadé¢, Zebude klinické hodnoceni
prodlouzeno i po dob€ platnosti, smluvni strany
sjedndvaji, Ze tato smlouva se vztahuje i na
takové prodlouZeni, a Zddny dodatek k této
smlouvé€ neni nutny.

22

In the event that the Clinical Trial is extended
beyond the Expiration Period, the Parties agree
that such an extension will be covered by this
Agreement and shall not necessitate any
amendment to this Agreement.

23

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

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 ndbor pacientl u poskytovatele
bude zahdjen v xxx. Poskytovatel udéld vse
proto, aby zaradil alesponi jeden (1) subjekt
(subjekty) studie pted xxx, coZ je cilové datum
ukonceni, ke kterému musi poskytovatel zatadit
subjekty studie (,cilové datum ukonceni
naboru®). Zadavatel mize kdykoliv dle svého
uvdzeni  ukonCit  zafazovani  ucastniki
poskytovatelem, vcéetné¢ situace, kdy bylo
dosaZzeno celkového cile zafazenych tucastnikt
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 zatazen nad
ramec poctu subjektli 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.

25

Vsechny ndavstévy subjektd studie budou
ukonceny nejpozdéji xxx, coz je cilové datum
ukonceni posledni navstévy subjektu studie u
poskytovatele (,,cilové datum ukonceni navstev*).
Jak je uvedeno v oddile 2.4 vySe a v tomto oddile
2.5, ,cillovymi nav§tévami“ se rozumi
predpoklddané milniky Studie, které mohou byt
zadavatelem zménény. Jakdkoli aktualizace
téchto cilovych dat bude sd€lena poskytovateli a
Hlavnimu zkousejicimu, aniZ by bylo nutné ménit
tuto Smlouvu.

25

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™). Asused 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.
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poskytovateli zadné vybaveni pro tcely provadéni
klinického hodnoceni bez samostatné smlouvy o

3. Dodéavka vybaveni 3. Supply of the Equipment

3.1 V prubéhu klinického hodnoceni PPD zajisti, | 3.1 During the course of the Clinical Trial, PPD
aby GSK predala poskytovateli zdravotnické shall procure that GSK will provide the
prostiedky nebo jiny materidl, ktery GSK urci Institution with related devices, or other
jako potiebny k provadéni klinického hodnoceni materials as GSK determines necessary for the
(souhrnné¢ oznaovdno jako ,,material”). conduct of the Clinical Trial (collectively,
,Hodnoceny piipravek znamend vyzkumny the “Materials”). “Study Product” means the
piipravek, ktery bude vramci klinického investigational product to be used in the Study,
hodnoceni pouzit, a dalsi ptipravky, které maji and other products which are required by the
byt podle protokolu pouzity v klinickém Protocol to be used in the Study as a comparator
hodnoceni jako kompardtor nebo v kombinaci orin combination with the investigational
se zkouSenym piipravkem. product.

Hodnoceny 1é¢ivy pifipravek bude doddvin do The investigational medicinal product will be
nemocnini lékarny, vzdy v fadné zabalenych delivered to the hospital pharmacy, always in
obalech ur¢enych pro hodnoceny 1€Civy properly wrapped packaging intended for the
ptipravek a oznaeny v souladu s ¢l. 66 nafizen{ . oational medicinal product and labelled
Evropského parlamentu a Rady ¢. 536/2014, o %nvestlgatlona i : P :
Klinickych hodnocenich humannich 1&&ivych in accordance with Article 66 of Regulation No
pifpravki. 536/2014 of the European Parliament and of the
Dodévky hodnoceného 1é¢ivého piipravku by se Council on clinical trials on medicinal products
mély uskutecnit v Po-P4 od 7.00 h do 14.00 h do for human use.
budovy nemocnicni Iékarny ¢. 20. Deliveries of the IMP should take place on Mon-
Fri from 7.00 a.m. to 2.00 p.m. to the hospital
pharmacy building No 20.

3.2 Hlavni zkousSejici a poskytovatel: (i) budou | 3.2 The Principal Investigator and the Institution: (i)
materidl pouzivat vyhradné¢ k provadéni shall use the Materials only to conduct the
klinického hodnoceni v souladu s protokolem; Clinical Trial in accordance with the Protocol;
(i1) nebudou materidl ménit chemicky, fyzikalné (i) shall not chemically, physically,
ani jinak, s vyjimkou pfipadt, kdy to protokol or otherwise modify the Materials, except if
vyslovné vyZaduje; a (iii) budou s materidlem specifically required by the Protocol; and (iii)
nakladat, skladovat jej, pfepravovat a likvidovat shall handle, store, and ship or dispose of the
s odpovidajici péci, vsouladu se vSemi Materials with appropriate care in compliance
platnymi zdkony, pravidly a pfedpisy, zejména with all Applicable Laws, rules, and regulations
predpisy upravujicimi nebezpecné latky. including, but not limited to, those governing

hazardous substances.

33 Po ukonceni klinického hodnoceni nebo zaniku
této smlouvy bude veskery nepouzity materidl | 3.3 Upon termination of the Clinical Trial or this
pfedany ze strany GSK neprodlené vricen na Agreement, all unused Materials provided by
ndklady GSK, na adresu, kterou GSK uvede GSK shall be promptly returned at GSK’s
anebo, pokud tak GSK rozhodne ana jeji expense, to an address provided by GSK or, at
ndklady, zlikvidovdn ajeho likvidace bude GSK’s option and expense, destroyed with the
pisemné osvédcena. destruction certified in writing.

34 Veskery materidl poskytnuty spole¢nosti GSK | 3.4 Any Materials provided by GSK or by PPD in the
nebo PPD v prubéhu klinického hodnoceni nesmi course of the Clinical Trial may not be transferred
byt pfemistétn do zddného jiného zafizeni to any other location or to any third party without
poskytovatele ani ke tfeti osobé bez predchoziho the prior written consent of PPD.
pisemného souhlasu PPD.

35 Vybaveni 35 Equipment

PPD a zadavatel se =zavazuji, Ze nedodaji | (a) PPD and Sponsor will not supply any equipment to

the Institution for the purpose of conducting the clinical
trial without a separate loan agreement that includes
GSKs and PPDs required loan equipment terms.
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vypljcce, kterd obsahuje poZadované podminky
vypujcky vybaveni spole¢nosti GSK a PPD.

4.

Povinnosti smluvnich stran

4.

Obligations of the Parties

4.1

Povinnosti poskytovatele

4.1

Institution obligations

Poskytovatel je povinen:

Institution shall:

(@)

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

(a)

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

(b)

zajistit, aby hlavni zkouSejici dodrZoval platné
predpisy, presné¢ dodrzoval tuto smlouvu,
protokol, etické predpisy vztahujici se na klinicka
hodnoceni 1é¢iv, a spolupracoval pfi provadéni
kontrolnich navstév PPD, audit provadénych
auditory jmenovanymi PPD/GSK nebo jejimi
spole¢nostmi ve skuping, a kontrol provddénych
piislusnymi zdravotnickymi orgény;

(b)

ensure that the Principal Investigator observes
current legislation, strictly complies with this
Agreement, the Protocol, ethical regulations on
clinical trials with medicines and collaborates in
the performance of monitoring visits by PPD,
audits by auditors appointed by PPD/ GSK or its
Affiliates and inspections by competent health
authorities;

©

neprodlen¢ informovat PPD, pokud poskytovatel
zjisti nebo se dozvi o: (1) podstatném nedodrZen{
protokolu, pokyntt ICH pro spravnou klinickou
praxi ¢i jakychkoli platnych zdkond, pravidel
apredpisi, (2) nedplném nebo nespraivném
zaznamenani dat nebo jakémkoli vyznamném
poruSeni povinnosti, (3) persondlnich zménéch,
zméndch v zatizeni nebo v metodach klinického
vyzkumu u poskytovatele, které mohou klinické
hodnocen{ ovlivnit, nebo (4) jinych zéleZitostech,
uddlostech, podminkach ¢i problémech, které
mohou ohrozit fddné provadéni klinického
hodnocent;

©

promptly advise PPD as soon as possible if
Institution observes or becomes aware of:
(1) material non-compliance with the Protocol,
ICH Good Clinical Practice guidelines, or any
Applicable = Laws, rules  orregulations,
(2) incomplete or inaccurate recording of data
or any significant misconduct (3), any changes of
personnel, facilities or clinical research methods
at the Institution that may affect the Clinical Trial,
or (4) any other matters, events, conditions
or difficulties that may jeopardize the proper
conduct of the Clinical Trial;

(d)

pisemné informovat PPD a RA/EC o veskerych
neotekdvanych nebo zdvaznych neZddoucich
reakcich na hodnocené 1é¢ivo, v souladu
sClankem 11 této smlouvy as postupy
stanovenymi v protokolu;

(d)

notify PPD and the RA/EC, in writing, of any
unanticipated or serious adverse reactions to the
Clinical Trial Product, in accordance with Clause
11 below and the procedures set forth in the
Protocol;

(e)

vést dostateCné zaznamy o totoZnosti subjektll
klinického hodnoceni, klinickych zjiSténich,
laboratornich  testech, a opfijmu avydeji
hodnoceného léCiva;

(e)

maintain adequate records with respect to Clinical
Trial Subject identification, clinical observations,
laboratory tests, and Clinical Trial Product receipt
and disposition;

()

spolupracovat s PPD aGSK nebo jejimi
spolecnostmi ve skupiné pifi jejich aktivitich
zaméfenych na kontrolu klinického hodnoceni
v prostorach poskytovatele;

®

cooperate with PPD and GSK or its Affiliates in
their efforts to monitor the Clinical Trial at the
Institution premises;

€3]

pouZzivat udaje ziskané od subjektd klinického
hodnoceni pouze pro tcely klinického

(o)

use the data obtained from the Clinical Trial
Subjects only for the purposes and in connection
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hodnoceni a v souvislosti s nim, tak, jak je
uvedeno v protokolu; a

with the Clinical Trial and as outlined in the
Protocol; and

()

ziskat pisemny souhlas ode vSech fyzickych
osob, které jménem poskytovatele provadéji
sluzby souvisejici s klinickym hodnocenim,
zejména Clenl FeSitelského tymu, na jejichz
zdkladé bude moci GSK, jeji spolecnosti ve
skupiné a externi dodavatelé pracujici pro GSK
nebo jeji spolecnosti ve skupiné kdekoli na svété
uchovdvat a zpracovdvat poskytnuté osobni
ddaje fteSitelského tymu, ato jak rucné, tak
elektronicky, pro veSkeré tucely vztahujici se
k plnéni této smlouvy, pro Gcely spravy a fizeni
podnikatelské cinnosti kterékoli spole€nosti
v ramci skupiny GSK, a pro dodrZeni platnych
postupti, zdkontl a piedpisti.

(h)

obtain written consent from all individuals
providing services on behalf of Institution with
respect to the Clinical Trial, including Clinical
Trial Staff that allows GSK, GSK’s Affiliates,
and third party suppliers working for GSK or its
Affiliates to hold and process personal data
provided with respect to Clinical Trial Staff
anywhere in the world, both manually and
electronically, for all purposes relating to the
performance of this Agreement, for the purposes
of administering and managing the business
activities of any company in the GSK’s group,
and for compliance with applicable procedures,
laws, and regulations.

@

Vv

Poskytovatel povéti zaméstnance s piislusnou
kvalifikaci, aby ptsobil jako povéteny lékarnik
k zajisténi fddného zachdzeni s hodnocenym
1écivem a ptipadnymi dalSimi 1éCivy
pouZivanymi v ramci klinického hodnoceni
(v€etné placeba), vsouladu s protokolem,
sprdvnou  lékdrenskou praxi a vyhlaskou
¢.226/2008 Sb. Postupy pro zachdzeni
s hodnocenym 1é¢ivem predd poveéfenému
Iékarnikovi pracovnik PPD uréeny pro kontrolu
klinického hodnoceni u poskytovatele.

@

The Institution will authorize an employee
appropriately qualified to act as the Delegated
Pharmacist to secure proper handling of the
Clinical Trial Product and any related
medication used in the Clinical Trial (including
placebo), in accordance with Protocol, Good
Pharmaceutical Practice and Decree no.
226/2008 Coll. Procedures for handling the
Clinical Trial Product will be communicated by
a PPD monitor to the Delegated Pharmacist.

42

Povinnosti hlavniho zkousejiciho

4.2

Principal Investigator Obligations

Hlavni zkouSejici je povinen:

Principal Investigator shall:

(@)

zajistit dohled nad vSemi lékarskymi aspekty
klinického hodnocent;

(a)

be responsible for overseeing all medical aspects
of the Clinical Trial;

(b)

zajistit, aby c¢innosti klinického hodnoceni byly
provadény v souladu s protokolem, pokyny
piislusné RA/EC, podminkami této smlouvy,
a s veSkerymi mistnimi piedpisy vztahujicimi se
na provadéni klinickych hodnoceni na lidskych
subjektech;

(b)

ensure that the Clinical Trial activities are
performed in accordance with the Protocol, the
guidelines provided by the correspondent RA/EC,
the terms of this Agreement and any other local
applicable legislation to the performance of
clinical trials in humans’ subjects;

(©

dohliZet na predloZeni podkladi RA/EC ana
zajisténi etického schvélent;

(c)

oversee the submission of RA/EC and Ethical
Approval;

(d)

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

(d)

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

©)]

poucit vSechny osoby, které maji byt do
klinického hodnoceni zatazeny, diive, nez daji se
svou ucasti v klinickém hodnoceni souhlas,
oucelu nebo ucelech, metodidch a podminkach

(e

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
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provddéni  klinického  hodnoceni,  jeho
ofekdvaném lécebném piinosu a oriziku
spojeném s klinickym hodnocenim;

expected therapeutic benefit and Clinical Trial-
related risk;

()

dohliZet na vyhotoveni vSech zdznami subjektl
hodnoceni (dile jen ,,CRF”) a kontrolovat jejich
spravnost a tGplnost, a tyto formuldre i dalsi ddaje
klinického hodnoceni nebo vzorky pfeddvat
PPD v souladu s ¢lankem 2.6, a to ve formatu
azpusobem, na kterych se smluvni strany
dohodly, a v anonymizované forme;

®

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 kaZzdého subjektu ziskaného pro klinické
hodnoceni (nebo jeho zakonného zastupce, je-li to
dovoleno) ziskat podepsany informovany souhlas
v souladu s touto smlouvou, platnymi mistnimi
zdkony a predpisy. Informovany souhlas musi byt
poskytnut na aktudlnim formuléfi schvileném
RA/EC, GSK aPPD, amusi obsahovat
ustanoveni nezbytnd ktomu, aby mohly mit
regula¢ni organy, RA/EC, GSK a jeji spolecnosti
ve skupiné aPPD plny pfistup kddajim
umoziujicim urceni totoZnosti subjektu a tyto
udaje pouZzivat, véetn¢ informaci o zdravotnim
stavu pacienta, jak jsou tyto udaje definovany
v platnych zdkonech, pravidlech a ptepisech
o ochrané osobnich udaj, a v souladu
s mezindrodné uzndvanymi principy a zésadami
ochrany osobnich tdaju;

(@

obtain asigned 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 zdrovenl do tohoto klinického hodnoceni
a jiného klinického hodnoceni bez pfedchoziho
pisemného schvaleni PPD a GSK;

()

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

(i)

zajistit, aby byly veSkeré tdaje klinického
hodnoceni, zdznamy klinického hodnoceni
a CRF, véetné veskerych dokumentl urcujicich
totoznost  subjektd  klinického hodnoceni
a spojujicich ji s piislusnymi CRF, bezpetné
uloZzeny tak, aby byly pfistupné 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 zdvazné nebo neocekdavané nezadouci
piihody neprodlené (pisemn¢) nahldsit GSK, PPD
a RA/EC, v souladu s ¢lankem 11 této smlouvy
a dle postupti stanovenych v protokolu;

V)

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, aRA/EC

o jakychkoli odchylkach od protokolu;

k)

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

D

spolupracovat s GSK pfi zpracovani zavérecné
zpravy o klinickém hodnoceni, a odsouhlasit ji
svym podpisem;

M

engage with GSK in the collaboration of the final
report of the Clinical Trial, granting approval
thereto upon signing it;
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(m) o postupu klinického hodnoceni poddvat hldseni | (m) report on the progress of the Clinical Trial to the
RA/EC (je-li tfeba); RA/EC (as appropriate);

(n) provadét sluzby v souladu s nejvysSimi standardy | (n) perform the Services in accordance with the
odbornosti, peclivosti a dikladnosti, a v souladu highest professional standards of skill, care and
se v§emi platnymi zdkony a predpisy; diligence and in compliance with all Applicable

Laws and regulations;

(0) vyrozumét PPD o veSkerych ustanovenich | (o) notify PPD of any provisions in its local law, or of
mistnich pfedpisl, nebo ozménich téchto any changes in that law, which do or could affect
predpist, které ovliviiuji nebo by mohly ovlivnit the Principal Investigator’s ability to conduct the
schopnost  hlavntho  zkouSejictho  provadct Clinical Trial orto perform his/her duties as
klinické hodnoceni nebo plnit své tkoly, jak jsou defined in this Agreement;
definovény v této smlouve;

(p) predat PPD tplné vysledky testl a veskeré tdaje | (p) provide PPD with the complete results of the tests
ziskané pfi klinickém hodnocent; and all of the data obtained during the Clinical

Trial;

() veskeré udaje adalSi informace tykajici se | (q) submit all data and other information related to
klinického hodnoceni pieddvat vcas; the Clinical Trial in a timely manner;

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

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

®) if he/she is not able to continue as Principal

() nemiZe-li pokraCovat v ¢innosti jako hlavni Investigator by reason of retirement, transfer
zkouSejici z divodu odchodu do dachodu, or similar reasons, he/she shall provide written
pteloZeni na jiné pracovi§t€¢ nebo z obdobnych notice to PPD as soon as possible and at least
divodl, oznami to PPD pisemné co nejdfive, within three (3) weeks of such departure; and
nejpozdéji vsak tfi (3) tydny pied odchodem; a

(u) poucit pacienty zatazené do klinického hodnoceni | (u) inform the patients involved in the Clinical Trial
otom, Zejejich osobni ddaje  ziskané that all their personal data collected through the
prostiednictvim  informovaného souhlasu Informed Consent form and other means will be
a dalSimi zpusoby  budou  uchovavany kept in a file whose ownership correspond solely
v dokumentaci, jejimz vyhradnim vlastnikem je to GSK. Principal Investigator shall collect and
GSK. Hlavni zkousSejici bude osobni udaje process all personal data in accordance with
shromaZd’ovat a zpracovavat pro GSK v souladu applicable local regulation on personal data on
s platnymi mistnimi pfedpisy o osobnich tdajich, behalf of GSK and only throughout the duration
a to pouze po dobu platnosti smlouvy podepsané of the agreement signed with GSK and only for
s GSK, apouze pro ucely stanovené v uvedené the purposes established in the said agreement.
smlouvé.

4.3 Povinnosti PPD 4.3 PPD Obligations
PPD je povinna: PPD shall:
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(a) zajistit predlozeni podkladi RA/EC a ziskéni | (a) be responsible for the submission to the RA/EC
potiebnych souhlasti pro klinické hodnoceni. and for obtaining relevant approvals for the
Clinical Trial.
(b) zajistit pribéZznou kontrolu klinického hodnocent; | (b) be responsible for the monitoring of the Clinical
Trial;
(©) ptedat  poskytovateli  protokol, formuldie | (c) provide to the Institution the Protocol, Informed
informovaného souhlasu a potfebny pocet CRF; a Consent forms and required number of CRFs; and
(d) informovat poskytovatele a hlavniho zkousejictho | (d) inform the Institution and the Principal
o chemickych/ farmaceutickych, Investigator of chemical / pharmaceutical,
toxikologickych, farmakologickych a klinickych toxicological, pharmacological and clinical data
udajich a vysledcich, z nichz vychdzi usporadani and results to justify the design and duration of the
a délka klinického hodnoceni. Clinical Trial.
5. Financovani 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, PPD will
poskytovateli odménu dle Prilohy 1 pay the Institution in accordance with Schedule 1
(s, rozpocet‘). Poskytovateli nebude vyplacena (the “Budget”). Institution will not be
odména za subjekty zafazené bez tadné compensated for any Subjects who were enrolled
podepsaného informovaného souhlasu nebo without a properly executed informed consent
takové, které nesplhiuji kritéria pro zarazeni do form or who do not meet the inclusion/exclusion
klinického hodnoceni. Poskytovatel sdm odmén{ criteria for the Clinical Trial. The Institution shall
veskeré dalsi pravnické a fyzické osoby, které se be responsible for compensating all other entities
budou na provadén{ klinického hodnoceni podilet, and individuals who were involved in the conduct
zejména hlavniho zkouSejiciho a feSitelsky tym, a of the Clinical Trial, including (without
to vsouladu se svymiinternimi piedpisy. limitation) the Principal Investigator and the
Odhadované hodnota splatnd této smlouvy je 4 Clinical Trial Staff in accordance with its internal
351 104 K¢. policies. Approximate amount payable under this
Agreement is CZK 4 351 104.
5.2 Platby dle této smlouvy jsou ptevadény od GSK. | 5.2 Payments under this Agreement are pass-through
PPD provede platbu poskytovateli dle rozpo¢tu. payments from GSK. PPD shall make payment to
the Institution, in accordance with_the Budget.
5.3 Platby jsou podminény v€asnym a uspokojivym | 5.3 Payments are dependent upon the reports and
pfedanim zprav a dalSich informaci dle ¢lankd other information pursuant to Clauses 4.1 and
4.1 a4.2. Platby za sluzby poskytnuté pouze 4.2 being submitted in a timely and satisfactory
¢asteCne, napft. v piipad¢ predasného ukonceni manner. Payment for partially completed
ucasti subjektu, budou provedeny pomérné za Services, e.g, early withdrawal of Subject, shall
poskytnuté sluzby dle rozpoétu. Nebudou be made on apro-rata basis for Services
hrazeny Zddné platby za poskytnuté sluzby, performed according to the Budget.
které budou povazovany za poruseni protokolu No payment will be due or paid for Services
¢i této smlouvy nebo odchyleni od nich. performed that are deemed violations of
or deviations from the Protocol or this
Agreement.
54 Faktury jsou splatné do ctyficeti (40) dnt po | 5.4 Invoices are payable within fourty (40) days

obdrZeni platné faktury, jak je popsdno v ¢lanku
2 Ptilohy 2, poskytovatel vSak timto bere na
védomi a souhlasi s tim, Ze PPD provede platby
dle této smlouvy teprve poté, co sama piislusné
platby obdrzi od GSK. PPD vynaloZi takové

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
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usili, jaké od nf lze spravedlivé poZadovat, aby
zajistila véasné obdrZen{ pribéznych plateb od
GSK.

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 zdklad€ této
smlouvy budou provedeny v pIné vysi v souladu
s touto smlouvou, bez sraZek na jakékoli dan€ ¢i
poplatky. Jakékoli dan€, knimZ vznikne
povinnost v disledku plateb provedenych
spole¢nosti PPD poskytovateli, jsou vyhradni
odpovédnosti poskytovatele, a poskytovatel
uhradi vzniklé dafiové povinnosti v¢as. Platby
uvedené vrozpoCtu jsou bez DPH, bude
uplatiiovan princip Reverse charge.

55

Payments for Services rendered under this
Agreement shall be made in full in accordance
with the Agreement, without deductions for
taxes of any kind. Any taxes due and payable as
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 a timely manner.
The payments specified in the budget are
exclusive of VAT; the reverse charge principle
will be applied.

5.6

Poskytovatel bere na védomi a souhlasi s tim,
7e je jako jediny odpovédny za platbu vSech
federdlnich i mistnich dani v pfislusné vysi,
véetné DPH, zveSkerych odmén a ndhrad
vyplacenych dle této smlouvy.

5.6

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

5.7

Poskytovatel a hlavni zkouSejici souhlasi s tim,
7e GSK nebo jeho spoleCnosti ve skupiné
mohou zvefejnit vysi financ¢nich prostfedkt
vyplacenych poskytovateli ze strany GSK za
provadéni klinického hodnoceni, a v rdmci
tohoto zvefejnéni mohou wuvést 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

Formulaf pro oznameni finanénich z&jmu
hlavniho zkousSejiciho. Hlavni zkousejici timto
bere na védomi poZadavky FDA o pravidlech
finan¢niho zvetejnéni a souhlasi, Ze na zaklad¢
Zadosti  spolecnosti PPD nebo zdstupce
spolec¢nosti PPD pied zahdjenim klinického
hodnoceni vyplni a vrati spolecnosti PPD
formulaf pro ozndmeni finanénich z4jmu
hlavniho zkousSejictho. Hlavni zkouSejici také
souhlasi s poskytnutim takto vyplnéného
formulare iradu 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.

59

Poskytovatel ahlavni zkouSejici nebudou
uctovat zidnému subjektu klinického hodnoceni
ani zadné tfeti stran€ Zadné postupy klinického
hodnoceni pozadované protokolem, které jsou
hrazeny spole¢nostmi PPD nebo GSK na
zdklad¢ této smlouvy, ani za Zaddné hodnocené
piipravky, které jsou poskytovany nebo hrazeny
spole¢nostmi PPD nebo GSK na zdkladé této
smlouvy.

59

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

5.10

Veskeré platebni zdvazky spolecnosti GSK jsou
podminény tim, Ze poskytovatel nahldsi
spolecnosti PPD a/nebo GSK vSechna data
poZadovand protokolem a dal§imi dokumenty,
jimiZ se ¥idi klinické hodnoceni, v€etné vSech

5.10

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
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nezadoucich piihod, a tim, Ze poskytovatel bude
dodrzovat standardy uvedené v této smlouve.

Institution's  compliance  with  standards

identified in this Agreement.

5.11  Ciastky vyplacené na zdkladé této smlouvy
odpovidaji trZznim platbdim poskytovanym za | 5.11 = The amounts paid under this Agreement are
praci vykonanou na zdkladé této smlouvy. bona fide fair market value compensation for the
Strany souhlasi s tim, Ze Zaddné platby work conducted under this agreement.
spolec¢nosti GSK v souladu s touto smlouvou The Parties agree that no payments by GSK
nebudou zcela ani z¢4sti, pfimo ani nepiimo, pursuant to this Agreement shall be passed in
pfeddny Z4dné treti strané jako srdzka nebo whole or in part, directly or indirectly, to any
sleva na nakup produkti GSK. Bez ohledu na third party as arebate ordiscount for the
vySe uvedené se komercné pfijatelné platby purchase of GSK products. Notwithstanding the
subdodavateli, ktery poskytuje sluzby podle foregoing, commercially reasonable payments
podminek této smlouvy, a které spliuji kritéria to a subcontractor who is performing services
pro sluzby v dobré vife, nepovazuji za slevy under the terms of this Agreement that meet the
nebo diskontni platby (i kdyZ je subdodavatel criteria for bona fide services are not considered
zdkaznikem spolecnosti GSK). to be apass-through rebate or discount

payments (even if the subcontractor is a GSK
customer).

6. Subjekt klinického hodnoceni 6. Clinical Trial Subject

6.1. Informovany souhlas kazdého subjektu, ktery | 6.1 Informed Consent of each of the Subjects
se dcastni klinického hodnoceni, bude ziskidn participating in the Clinical Trial shall be
vsouladu s mistnimi zdkony a predpisy obtained in accordance with applicable local
platnymi v Ceské republice, véetn vyplnéni laws and regulations in Czech Republic,
schvéleného formulare informovaného including completion of the approved Informed
souhlasu, ktery byl schvdlen RA/EC. Consent form, which has been approved by the
Poskytovatel/hlavni zkousejici budou RA/EC. The Institution/Principal Investigator
hodnocené 1é¢ivo podavat pouze subjektiim, od shall administer the Clinical Trial Product only
nichZz hlavni zkouSejici fddné¢ ziskal to Subjects from whom Informed Consent has
informovany souhlas dle ¢lanku 4.1, pism. g), been properly obtained by the Principal
atohoto Clanku 6. Poskytovatel/hlavni Investigator under Clause 4.1(g) and this Clause
zkousejici povedou dostate¢nou dokumentaci 6. The Institution/Principal Investigator shall
o ziskani informovaného souhlasu od kazdého maintain adequate documentation of its
subjektu. obtainment of the Informed Consent of each

Predpoklddany  pocet  zafazenych  subjektl Subject. Estimated number of subjects included
hodnoceni - 3. in the evaluation -3.

6.2. PPD, poskytovatel a hlavni zkouSejici budou | 6.2 PPD, the Institution and the Principal
uchovdvat totoZnost subjektd v tajnosti a dodrzi Investigator shall hold in confidence the identity
veskeré platné predpisy tykajici se utajeni jejich of the Subjects and shall comply with all
totoZnosti a jejich zdravotnich zdznamd. Applicable Laws regarding the confidentiality

of their identities and their individual medical
records.

6.3 Zpusob pouceni pacienta a ziskani jeho souhlasu | 6.3 The method of explanation to the patient and the

musi byt provedeny v souladu s pokyny RA/EC,
a zajisti je hlavni zkouSejici. Kazdému subjektu
bude preddno jedno vyhotoveni informace pro
pacienta, které si subjekty mohou ponechat pro
vlastni potebu.

obtaining of consent should be conducted in
accordance with the directions of the RA/EC and
is aPrincipal Investigator responsibility. Each
Subject shall be provided with their own copy of
the patient information sheet which they can retain
for their own records.
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7. Visledky Kklinického hodnoceni a duSevni | 7. Clinical Trial Results and Intellectual
vlastnictvi Property

7.1.  Smluvni strany sjedndvaji, Ze veSkery materidl | 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¢ a v pisemné formé | 7.2 Institution will notify GSK, promptly and in
ozndmi spoleCnosti GSK kazdy objev, vyvoj, writing, of any discovery, development,
vyndlez (at’ uZ 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, method
podani, specifikaci, pocitacovy program nebo of use ordelivery, specification, computer
model a souvisejici dokumentaci, know-how program or model and related documentation,
(v€etné vSech technickych informaci, jak know-how (including all technical information,
utajovanych, tak i neutajovanych), obchodni both secret and non-secret), trade secret, or work
tajemstvi nebo autorské dilo spolecné se vSemi of authorship together with all translations,
preklady, adaptacemi, derivacemi adaptations, derivations, and combinations
a kombinacemi  téhoz, jakoz 1 veSkerou thereof, and all documentation, specifications,
dokumentaci, specifikace, vykresy, grafiku, drawings, graphics, databases, recordings, and
databize, nahravky ajind dila, u nichz lze other copyrightable works made by Institution,
uplatnit autorskd prava, vytvofend Principal Investigator, or Clinical Trial Staff: (1)
poskytovatelem, hlavnim zkouSejicim, nebo in connection with the Clinical Trial; or (2)
persondlem klinického hodnoceni: (1) ve which  incorporates = GSK  Confidential
spojenim s klinickym hodnocenim; nebo (2) Information (“New Intellectual Property”
zahrnujici divérné informace spole¢nosti GSK or “New IP”).

(,,Nové dusevni vlastnictvi® nebo ,,Nové DV*)

7.3.  Poskytovatel timto ptid€luje 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 spolecnosti GSK a/nebo pfidruzenym Trial Staff, to GSK and/or to GSK’s Affiliates
spolecnostem GSK vesSkerd prdva, néroky any and all rights, title, and interest in any New
a zdjmy na kazdém Novém DV, vcéetné¢ mimo IP, including, without limitation, all copyright

jiné veSkerych zajmu tykajicich se autorskych interests in any GSK Publication each without
prav ke kterékoliv publikaci GSK, ato bez additional consideration from Sponsor.
ndroku na dals$i odménu ze strany zadavatele.

74 Na 7Zddost spolecnosti GSK poskytovatel | 7.4 If GSK requests, Institution will execute and will
vyhotovi azajisti, aby hlavni zkouSejici cause Principal Investigator and Clinical Trial
apersondl klinického hodnoceni vyhotovili Staff to execute any instruments or testify as GSK
jakékoli néstroje nebo poskytli svédectvi, které deems necessary for GSK and GSK’s Affiliates to
spolecnost GSK povazuje za nezbytné k draft, file, and prosecute patent applications,
vypracovani, podini avyfizeni patentovych defend patents, orto otherwise protect GSK 's
pfihlasek, k obhajobé patentd nebo k jiné ochrané interest in New IP. GSK will reimburse Institution
zajmi spolecnosti GSK v oblasti nového for reasonable and necessary expenses incurred.
dusevniho vlastnictvi ze strany spolecnosti GSK
nebo jejich pridruzenych subjekti. Spole¢nost
GSK uhradi poskytovateli ptimefené a nezbytné
ndklady.

7.5 PPD ani GSK nepievedou na zdklad¢ této | 7.5 Neither PPD nor GSK shall transfer to Institution

smlouvy na poskytovatele nebo hlavniho
zkousejictho Zadné patentové pravo, autorské
pravo nebo jiné vlastnické pravo zadavatele.

or Principal Investigator by operation of this
Agreement any patent right, copyright or other
proprietary right of Sponsor.
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7.6 Povinnosti stanovené timto c¢lankem
v platnosti i po zdniku této smlouvy.

zUstavaji

7.6 The obligations of this Clause shall survive

after the term or termination of this Agreement.

8. Duvérné informace 8. Confidential Information

8.1 Poskytovatel/hlavn{ zkousejict, jejich | 8.1 Institution/Principal  Investigator and their

zameéstnanci, zastupci a tfeti osoby zapojené do employees and agents and third parties involved
klinického hodnoceni hlavnim zkousejicim in the Clinical Trial by the Principal Investigator
a/nebo poskytovatelem nevyzradi Zadné tudaje, and/or Institution shall not disclose to any third
zdznamy ani jiné informace (ddle souhrnné party or use for any purposes other than for the
oznacované jako ,.divérné informace GSK*) performance of the Clinical Trial any data, records
pfedané poskytovateli /hlavnimu zkouSejicimu or other information (hereinafter, collectively
spoleCnosti GSK nebo PPD ¢&i  vytvorené “GSK Confidential Information”) disclosed to
v disledku provadéni klinického hodnocent, Institution/Principal Investigator by GSK or PPD
74dné treti osob¢, ani je nepouZiji k Zddnému or generated as aresult of this Clinical Trial
jinému uUcelu nez je provadéni klinického without the prior written consent of GSK and shall
hodnocent, bez pfedchoziho pisemného souhlasu sign a written non-disclosure agreement. Such
GSK, apodepisi pisemnou smlouvu o utajeni. GSK Confidential Information shall remain the
Tyto divérné informace GSK zlistanou diivérnym confidential and proprietary property of GSK and
vlastnictvim GSK abudou vyzrazeny pouze shall be disclosed only to Institution/Principal
poskytovateli /hlavnimu zkousSejicimu a jejich Investigator and their employees or agents who
zaméstnancim a zastupcim, ktefi je potiebuji have a‘“need to know”. The obligation of
zndt. Povinnost utajeni se nevztahuje na nondisclosure shall not apply to the following
nasledujici dvérné informace GSK: GSK Confidential Information:

i. které jsou vefejn¢ zndmy nebo se stanou 1. that is generally known to the public
vefejn¢ dostupnymi jinak neZ cCinem or that becomes publicly available
nebo  opomenutim  poskytovatele/ through no act or omission on the part of
hlavniho zkousejictho; Institution/Principal Investigator;

ii které poskytovateli/hlavnimu ii that is disclosed to Institution/Principal
zkouSejicimu predala tfeti osoba, kterd Investigator by athird party legally
méla zdkonné pravo tyto informace entitled to disclose such information;
predat;

iii o nichZ miZe poskytovatel, resp. hlavni il which the Institution/Principal
zkousejici prokazat, Ze je mél v drzeni Investigator, as  applicable, can
pred jejich predanim nebo vytvofenim na demonstrate that it possessed prior to,
zdkladé¢ této smlouvy, ¢i je vyvinul ordeveloped independently  from,
nezavisle na klinickém hodnocentf; disclosure ordevelopment of this

Agreement;

iv u nichz stanovi povinnost ptredani iv that is required by law to a government
statnimu organu zdkon nebo rozhodnuti authority or by order of acourt of
piislusného soudu, za podminky, Ze (a) competent jurisdiction, provided that
takové pfedani podléha veskeré platné (a) such disclosure is subject to all
statni nebo soudni ochran¢ pro material applicable governmental or judicial
tohoto druhu; (b) GSK otom bude protection available for like material;
vyrozuména pfiméfenou dobu predem; (b) reasonable advance notice is given
a (c) budou podniknuty veskeré kroky, to GSK; and (c) all reasonable steps to
které lze spravedlivé poZadovat, limit the scope of such disclosure have
k omezeni rozsahu predavanych tdaju. been taken.

8.2 Povinnosti stanovené timto ¢lankem zistavaji | 8.2 The obligations of this Clause shall survive after

v platnosti i po zdniku této smlouvy. the term or termination of this Agreement.

9. Publikace 9. Publications
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9.1

Pied zarazovanim subjektti klinického hodnoceni
spolecnost GSK zvefejni souhrn protokolu
klinického hodnoceni ve vefejné piistupném
registru protokoltL.

9.1

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

9.2

Spole¢nost GSK zvefejni souhrn vysledki
klinického hodnoceni ve vefejné piistupném
registru vysledkil nejpozdéji dvanact (12) mésict
po dokonceni klinického hodnoceni ve vSech
fesitelskych centrech jak je definovdno
protokolem klinického hodnoceni. Zvefejnéni
vysledk klinického hodnoceni miZe nastat pred
publikovanim vysledkd klinického hodnoceni v
recenzované literatufe. Zarovenl se zvefejnénim
souhrnu vysledkit GSK také zvefejni protokol
klinického hodnocent a plan statistickych analyz.
Po publikaci klinického hodnoceni ve védeckém
Casopisu muze spolecnost GSK uvadét klinické
hodnoceni na externi webové strdnce pro sdilen{
udajii na drovni pacientli pro dal$i vyzkum a miize
také zpiistupnit celou zpravu z klinického
hodnoceni na svych strankach pro vetejnost.

92

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 nésledujici publikace
vysledkt klinického hodnoceni ze vsech center
klinického hodnoceni (,,Publikace GSK*) nebo
zptistupnéni vysledkd klinického hodnoceni
bude ¢i budou koordinovédny spolecnosti GSK.
Jakékoli zapojeni hlavntho zkousSejictho nebo
jinych zastupct poskytovatele jako
jmenovaného autora publikace GSK bude
uréeno v souladu s jednotnymi pozadavky na
rukopisy Mezindrodniho vyboru redaktorti pro
1ékatské casopisy (,,JICMJIE®) (nebo pokud jsou
piisnéjsi, kritéria autorstvi daného casopisu).
Poskytovatel a hlavni zkouSejici berou na
védomi, Ze pouhd ucast subjektii klinického
hodnoceni neni dostatecnym diivodem pro
uzndni autorstvi. Pokud je hlavni zkousSejici
nebo jiny zastupce poskytovatele jmenovanym
autorem publikace GSK, uzavie coby autor
pisemnou dohodu o autorstvi pfed zahdjenim
prace na publikaci GSK.

9.3

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 (“ICMIJE”) 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. If the 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 Publication.

94

Spole¢nost GSK miZe zvefejnit jméno hlavniho
zkousejiciho a ndzev poskytovatele jako soucdst
seznamu  zkouSejicich a  poskytovatell
provadéjicich klinické hodnoceni pti zvetfejiiovani
zdznamli o protokolu nebo shrnuti vysledku.

Poskytovatel a hlavni zkouSejici souhlasi s tim, Ze

spole¢nost GSK miZe zvefejnit Castku
financovani poskytnutou poskytovateli
spolecnosti GSK za provedeni klinického

hodnoceni, pficemz mize v rdmci tohoto
zvefejnéni identifikovat poskytovatele a hlavniho
zkousejictho. Hlavni zkouSejici souhlasi s tim, Ze
pfi vefejném vystoupeni nebo publikaci ¢ldnku ¢i

94

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
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komunikace ohledn¢ klinického hodnoceni nebo
hodnoceného piipravku nebo jinak souvisejicich
se spolecnosti GSK uvede, Ze byl zkouSejicim
klinického hodnoceni.

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 muze v souladu s védeckymi | 9.5 Institution, consistent with scientific standards
standardy a na védeckém féru, publikovat nebo and in a scientific forum, may publish or present
predstavit vysledky klinického hodnoceni na the Study results from Institution Study data (an
zdklad€ dat klinického hodnoceni poskytovatele “Institution Publication”), provided that the
(,,publikace poskytovatele*) za pfedpokladu, ze Institution Publication does not also disclose any
publikace poskytovatele nezvefejni Zadné GSK Confidential Information other than the
davérné informace spolecnosti GSK kromé Study results from Institution’s Study data.
vysledkl klinického hodnoceni z dat klinického Institution shall submit to GSK for review and
hodnoceni poskytovatele. Poskytovatel musi comment any proposed Institution Publication at
predlozit spolecnosti GSK ke kontrole a least thirty (30) days prior to submitting the
komentafi jakoukoli navrhovanou publikaci Institution Publication to any third party. If GSK
poskytovatele nejméné tticet (30) dni predtim, requests a delay in order to file patent applications
neZ ji poda treti strané. Pokud spole¢nost GSK relating to New IP, Institution agrees to delay
pozdda o odklad kvili poddni patentovych submitting the Institution Publication to any third
prihlasek tykajicich se nového duSevniho party for up to one hundred twenty (120) days
vlastnictvi (Nové DV), poskytovatel souhlasi s after GSK’s request. Institution also agrees that
odkladem podéni publikace poskytovatele tieti any Institution Publication shall only be made
stran€ aZ na sto dvacet (120) dni od poZadavku after the GSK Publication(s), and consistent with
spolec¢nosti GSK. Poskytovatel rovnéZ souhlasi any limitations and restrictions that may apply,
s tim, Ze jakdkoli publikace poskytovatele bude provided that the GSK Publication is submitted
zvetejnéna az po publikaci GSK, a to v souladu within eighteen (18) months after last Study
s pripadnymi omezenimi a restrikcemi, za Subject last visit at all sites as defined in the Study
predpokladu Ze publikace GSK bude podana do Protocol. The Institution Publication will
osmndcit (18) mésici od posledni navstévy reference the GSK Publication(s). Institution
posledniho subjektu klinického hodnoceni ve agrees that GSK’s financial support of the Clinical
vSech centrech klinického hodnoceni, jak je Trial will be disclosed in any Institution
definovdno v protokolu klinického hodoceni. Publication. Institution shall ensure that Principal
Publikace poskytovatele bude odkazovat na Investigator complies with the obligations
publikaci GSK. Poskytovatel souhlasi s tim, Ze identified in this subclause.
finanéni podpora spolecnosti GSK pro klinické
hodnoceni bude uvedena v jakékoli publikaci
poskytovatele. Poskytovatel zajisti, aby hlavni
zkousejici splitoval povinnosti stanovené v této
casti.

9.6 Osobni udaje subjektii klinického hodnoceni, | 9.6 Clinical Trial subjects’ Personal Information,
jako jsou jméno nebo inicidly, nejsou nikdy such as name or initials, shall not be publicly
zvefejiiovany. disclosed at any time.

9.7 Povinnosti v tomto ¢lanku budou pfetrvavat po | 9.7 The obligations of this Section shall survive
ukonceni 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
poskytujicich sluzby jejich jménem budou
vyzadovat dodrZovani vSech platnych zakont,
pravidel, predpisi apokyni upravujicich
ochranu udaji umoziujicich urcit totoZnost
osob atdaji o zdravotnim stavu pacientd
v Ceské republice.

comply and shall require any of the persons
or entities performing the Services on their
behalf to comply, with all Applicable Laws,
rules, regulations, and guidelines governing the
privacy of personally identifiable information
and patient health information in Czech
Republic.
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10.2  PPD zarucuje, Ze protokol stanovi mechanismy | 10.2 ~ PPD guarantees that the Protocol establishes the
umoziujici oddéleni tdaji osobni povahy u mechanisms that allow the disassociation of data
subjekti, které se klinického hodnoceni tcastni. with apersonal nature of the Subjects

participating in the Clinical Trial.

10.3  Poskytovatel ujisStuje PPD aGSK, Zehlavni | 10.3  Institution assures PPD and GSK that the
zkousejici pouci subjekty ziicastnéné v klinickém Principal Investigator shall inform the Subjects
hodnoceni o tom, Ze jejich osobni ddaje ziskané involved in the Clinical Trial that all their personal
prostiednictvim informovaného souhlasu data collected through the Informed Consent form
a dalSimi zpusoby  budou uchovavany and other means will be kept in a file which is
v dokumentaci, jejimZz vyhradnim vlastnikem je owned by GSK. All personal data collected shall
GSK. S veSkerymi shromdzdénymi osobnimi be treated with the privacy, confidentiality and
ddaji bude nakldddno pii dodrZeni opatfeni na safety measures established by the relevant
ochranu dat, pro utajeni a bezpecnost stanovenych applicable regulation.
piislusnymi platnymi ptedpisy.

10.4  Prava tykajici se adaju subjektd 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
subjekti klinického hodnoceni ohledné pfistupu, Clinical Trial subjects for access, amendment,
zmény, pieddni, blokovdni nebo vymazu transfer, blocking, ordeletion of Personal
osobnich udaji. V piipadé, Ze spolecnost GSK Information. Inthe event GSK receives
obdrZi Zadost subjektu ohledné takového pfistupu, a request from a Clinical Trial subject for such
zmény, predédni, blokovani nebo vymazu, preda access, amendment, transfer, blocking,
Zadost poskytovateli. or deletion, GSK shall forward the request to

Institution.

2) Poskytovatel bude reagovat na Zadosti subjektl | 2) Institution shall respond to Clinical Trial
klinického hodnoceni o pfistup, doplnéni, prevod, subjects’ requests for access, amendment,
blokovani nebo vymaz osobnich tdajii v souladu transfer, blocking, or deletion of Personal
s piisluSnymi pradvnimi pfedpisy a smlouvou. Information in accordance with Applicable
Poskytovatel bere na védomi, Zeza ucCelem Laws and the Agreement. Institution
zachovani  integrity  vysledkd  klinického acknowledges that in order to maintain the
hodnoceni mulZze byt moZnost osobni udaje integrity of Clinical Trial results, the ability to
upravit, zablokovat nebo vymazat podle amend, block, or delete Personal Information
prislusnych pravnich predpisii omezena. may be limited, under Applicable Laws.

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

klinického hodnoceni mohou sviij informovany
souhlas s tcasti v klinickém hodnoceni a souhlas
se zpracovanim osobnich udajii kdykoli odvolat,
jak je popsdno ve formuldfi informovaného
souhlasu podepsaném subjektem. Poskytovatel
bude neprodlen¢ informovat spolecnost GSK
o jakémkoli takovém odvoldni, které miZe
ovlivnit pouZivani osobnich tdaji podle této
smlouvy. Poskytovatel vynaloZzi maximalni usili,
aby objasnil, jakd jsou ocekavani subjektu, pokud
subjekt ukonci ucast v klinickém hodnocent,
véetné toho, jaké formy komunikace miZe
poskytovatel pouZit k nasledné kontrole subjektu,
je-li to relevantni, ohledné¢ stavu subjektu
klinického hodnoceni po ukonceni klinického
hodnoceni.

may withdraw their informed consent to Clinical
Trial participation and consent to Processing of
Personal Information at any time as described in
the Informed Consent Form signed by the
Clinical Trial subject. Institution shall promptly
notify GSK of any such withdrawal that may
affect the use of the Personal Information under
the Agreement. Institution will use its best
efforts to clarify what the Clinical Trial subject’s
expectations are if the Clinical Trial subject
withdraws from the Clinical Trial, including
what forms of communication the Institution
may use to follow-up with the Clinical Trial
subject, if any, about their Clinical Trial
subject’s status after withdrawing from the
Clinical Trial.
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4) Povinnosti obsazené v tomto ¢lanku 10.4 budou
pretrvavat po ukonceni této smlouvy.

4) The obligations of this Section #10.4 shall
survive termination of this Agreement.

10.5  Ochrana ddaji a zabezpeceni
»Osobnimi udaji“ se v tomto oddile rozumi:
jakdkoli informace nebo soubor informaci
tykajicich se osoby, které tuto osobu identifikuji
nebo by mohly byt divodné pouzity k jeji
identifikaci. »Zpracovani®“ a jeho souslovi,
véetng, ale nikoliv vylucné, ,,Zpracovani®, jak je
pouZzito v tomto oddile, znamena: jakoukoliv
operaci nebo soubor operaci, které jsou
provadény s osobnimi ddaji, v€etné, ale nikoliv
vyluéngé, shromazd’ovdni, zaznamendvani,
uchovavéni, pozménovani, pouzivani,
zvetejilovani, pfistupu, prenosu, uchovivani
nebo niceni.

1. VSechny smluvni strany budou dodrZovat veskeré
piislusné pravni predpisy, mimo jiné véetn€ viech
ptislusnych pravnich pfedpisti vztahujicich se k
soukromi a bezpe¢nosti osobnich udaji, a to
véetné Provadéci rozhodnuti Komise ze dne 28.
Cervna 2021 podle naifzeni Evropského
parlamentu a Rady (EU) 2016/679 o odpovidajici
ochrang osobnich tdajii ve Spojeném kralovstvi,
Provéddéci rozhodnuti Komise ze dne 28. ¢ervna
2021 podle smérnice Evropského parlamentu a
Rady (EU) 2016/680 o odpovidajici ochrané
osobnich ddaji ve Spojeném kralovstvi. a musi
zavést vhodnd technickd a organizacni opatieni
tak, aby zpracovdni spliiovalo pozadavky
obecného natizeni o ochran¢ tdajii (General Data
Protection Regulation, ,,GDPR*) a pfislusnych
pravnich pfedpist, a zajistit ochranu prav
subjektu udaja.

2. Vzhledem k tomu, Ze GSK jako Zadavatel a pro
ucely této smlouvy i spravce osobnich tudaji sidli
ve Spojeném kralovstvi (Velkd Britdnie), mimo
EU a EHP.

3. Ve vztahu k Zadavateli (GSK) a ke k6dovanym
udajim klinického hodnoceni poskytnutym
spoleCnosti  GSK  je poskytovatel v roli
zpracovatele dle ¢l. 28 GDPR.

4. Poskytovatel (zpracovatel) dodrZuje opatieni dle
¢l. 28 GDPR a déile spolecné¢ se sprivcem
§ 16 zdkona ¢. 110/2019 Sb., o zpracovani
osobnich ddaji. Jednd se o opatfeni k ochrané
osobnich tidajt, zejména:

a) zpracovavat osobni udaje za sprdvce pouze na
zdkladé doloZenych pokynt,

b) zavdzat mlcenlivosti veSkeré osoby podilejici se
na zpracovani osobnich tdajti, pokud povinnost
takovéto mlcenlivosti nevyplyva pifmo z jejich
pracovniho zatazen,

¢) zajistit vhodnd technickd a organizacni opatfeni
k ochrané¢ osobnich tdaji, zejména prijmout
takovd opatfeni, aby nemohlo dojit k

10.5 Data Protection and Security

“Personal Information™ as used in this section

means: any information or set of information

relating to a person that identifies such person or
could reasonably be used to identify such
person. “Processing” and its conjugates,
including without limitation “Process” as used
in this section means: any operation or set of
operations that is performed upon Personal

Information, including without limitation

collection, recording, retention, alteration, use,

disclosure, access, transfer, storage or
destruction.

1. All Parties shall comply with all Applicable Laws,
including without limitation all Applicable
Laws relating to the privacy and security of
Personal Information, including the
Commission Implementing Decision of 28 June
2021 pursuant to Regulation (EU) 2016/679 of
the European Parliament and of the Council on
the adequate protection of personal data in the
United Kingdom, and the Commission
Implementing Decision of 28 June 2021
pursuant to Directive (EU) 2016/680 of the
European Parliament and of the Council on the
adequate protection of personal data in the
United Kingdom; and shall implement
appropriate  technical and organizational
measures in such a manner that Processing will
meet the requirements of the General Data
Protection Regulation (“GDPR”) and ensure the
protection of the rights of the data subject.

2. GSK as the Sponsor and for the purposes of this
Agreement ais the Data Controller and is based
in the United Kingdom (UK), outside the EU
and EEA.

3.  With respect to the Sponsor (GSK) and coded
Clinical Trial data provided to GSK, the
Institution is as a processor pursuant to Article 28
GDPR .

4. The Sponsor (processor) complies with the
measures pursuant to Article 28 of the GDPR
and, together with the administrator , Section 16
of Act No. 110/2019 Coll., on the processing of
personal data. These are measures to protect
personal data, in particular:

a) to process personal data on behalf of the controller
only on the basis of documented instructions,

(b) to observe the confidentiality of all persons involved
in the processing of personal data, unless the
obligation of such confidentiality arises directly
from their job description,

(c) to ensure appropriate technical and organisational
measures to protect personal data, in particular
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d)

€)

g)

h)

i)

)

k)

)

neopravnénému piistupu k témto udajim, k jejich
zméné, znieni ¢ ztrdté, neoprdvnénym
prenostim, neopravnénému zpracovani, jakoZ i k
jinému jejich zneuZiti,

nesvetit zpracovani osobnich tidajti v rdmci plnéni
pfedmétu této smlouvy jiné osobé bez
pfedchoziho pisemného povoleni sprivce, a
zajistit v takovém piipad€¢ ochranu osobnich
udaji ve stejném rozsahu, v jakém je spravce
povinen podle této smlouvy,

poskytovat soucinnost nezbytnou pro splnéni
povinnosti  sprdvce osobnich udaji  vaci
pacientim Poskytovatele pii vykonu jejich prav
podle GDPR a pro zabezpeceni ochrany osobnich
udaju podle ¢l. 32 GDPR,

bez zbyte¢ného odkladu (nejpozdé€ji 24 h od
zjisténi) hldsit kazdé poruSeni zabezpeceni
osobnich ddajii spravci na kontakt povéfence pro
ochranu osobnich tdajti: gdpr@fnhk.cz,
poskytnout na vyzidani veskeré informace
nezbytné k doloZen{ splnéni povinnosti podle této
smlouvy, zejména zodpoveédét s tim souvisejici
dotazy sprdvce a/mebo predloZit dokumentaci
prokazujici pfijei a dodrZovani alespoil
minimdlniho standardu  technickych a
organizacnich opatfeni k zajiSténi zabezpeceni
osobnich tdaji,

po ukonceni plnéni smlouvy podle pokyni
spravce (zadavatele) vSechny osobni udaje
vymazat vcetné¢ jejich kopii, pokud neni
legislativou poZadovano jejich uloZent,

umoznit provedeni auditi a Kkontrol plnéni
povinnosti  podle smlouvy povéfenci
pro ochranu osobnich ddaji spravce a poskytnout
k tomu nezbytnou soucinnost,

dodrzovat dalsi povinnosti a podminky stanovené
pro zpracovatele dle GDPR v souvislosti se
zpracovanim a ochranou osobnich tdaji,

pokud podle nazoru zpracovatele urcity pokyn
spravce porusuje GDPR nebo jiné predpisy
tykajici se ochrany osobnich udaji, je zpracovatel
povinen o této skutecnosti neprodlen¢ informovat
povéitence pro ochranu osobnich tdajl spravce,
poskytovatel ptedava spravci ddaje o pacientech
pouze v pseudonymizované podob¢, piipadné
nebrani-li to plnéni udcelu této smlouvy,
anonymizované tdaje,

v piipadé predavani osobnich udaji do tretich
zemi nebo mezindrodni organizaci
se postupuje za podminek uvedenych v ¢l. 44 az
46 GDPR; predani udajti subjektti tidajt musi byt
v souladu zejména dle Standardnich smluvnich
dolozek ¢. L 199/37
z Rozhodnuti komise (EU) 2021/914 ze dne
4.6.2021 (L 199/31) nebo v piipadé USA dle
Rozhodnuti o odpovidajici ochran¢ z 10.7.2023
(Seznam Ramce ochrany soukromi),

to take such measures to prevent unauthorised
access, alteration, destruction or loss,
unauthorised transmission, unauthorised
processing or other misuse of personal data,

d) not to entrust the processing of personal data in the

performance of the subject matter of this
Agreement to another person without the prior
written permission of the Controller, and to
ensure in such case the protection of personal
data to the same extent as the Controller is
obliged to do under this Agreement,

e) to provide the necessary cooperation to fulfil the

®

obligations of the Data Controller towards the
Institution's patients in exercising their rights
under the GDPR and to ensure the protection of
personal data pursuant to Article 32 of the
GDPR,

report any personal data breach to the Data

Controller without undue delay (no later than 24
hours after discovery) by contacting the data
protection officer at gdpr@fnhk.cz,

g) to provide, upon request, all information necessary to

demonstrate compliance with the obligations
under this Agreement, in particular to answer the
related questions of the Data Controller and/or
to provide documentation demonstrating the
adoption and compliance with at least a
minimum  standard of  technical and
organisational measures to ensure the security of
personal data,

h) to delete all personal data, including copies thereof,

upon termination of the contract, as instructed
by the controller (contracting authority), unless
required by law to store them,

1) to allow audits and inspections of the fulfilment of the

obligations under the contract to be carried out
by the Data Protection Officer of the controller
and provide the necessary cooperation,

k) if, in the opinion of the processor, a particular

(1 the

instruction of the controller violates the GDPR
or other regulations relating to the protection of
personal data, the processor shall immediately
inform the data protection officer of the
controller of this fact,

Institution shall transmit patient data to the
Controller only in pseudonymised form or, if
this does not prevent the fulfilment of the
purpose of this Agreement, anonymised data,

m) in the case of transfers of personal data to third

countries or international organizations the
conditions set out in Articles 44 to 46 of the
GDPR shall apply; the transfer of data subjects'
data must comply in particular with the Standard
Contractual Clauses No. L 199/37 of
Commission Decision (EU) 2021/914 of 4 June
2021 (L 199/31) or, in the case of the USA, with
the Adequate Protection Decision of 10 July
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dozorovym orgdnem v oblasti ochrany osobnich
Gdaji je Ufad pro ochranu osobnich tdaji
v Ceské republice.

5. Pied zpracovanim jakychkoliv osobnich udaji
kazda smluvni strana zajisti, Ze pfi vzet{ v dvahu
spravné praxe v ramci oboru, nakladi na realizaci
apovahu, rozsah, kontext aucel zpracovini,
jakoz i rizik riizné pravdépodobnosti a zavaznosti
ve vztahu k praviim a svobodam fyzickych osob,
zavede vhodn4 technickd a organizacni opatfent,
aby predesla neopravnénému nebo nezdkonnému
zpracovani jakychkoli osobnich tdaji, které
muzZe uchovavat, a k ochrané veskerych takovych
osobnich 1daji pfed ndhodnou ztratou,
poskozenim nebo zni¢enim.

6. Poruseni bezpecnosti
a) Oznameni o poruSeni bezpecnosti. Smluvni
strany souhlasi s tim, Ze se vzdjemné vyrozumi bez
zbytecného odkladu po zjisténi poruseni bezpecnosti,
véetné jakéhokoli poruseni ochrany osobnich tdaji
1. Oznameni o poruseni bezpecnosti bude

zasldno spole¢nosti GSK e-mailem na adresu
csir@gsk.com;
i. Oznameni o poruseni bezpecnosti bude

poskytovateli zasldno na adresu gdpr@fnhk.cz.

b) V pribéhu vzijemného vyrozumivani budou
smluvni strany poskytovat, jak to bude mozné,
dostate¢né informace ostatnim smluvnim
strandm tak, aby spole¢né mohly vyhodnotit
poruSeni  bezpecnosti  aucinit  veSkerd
poZzadovand oznameni jakémukoli stitnimu
organu ve lhité vyzadované pfisluSnymi
pravnimi pfedpisy o ochrané osobnich tdaju.
Tyto informace mohou zahrnovat mimo jiné:

i.  povahu poruseni bezpecnosti,
kategorie a pfiblizny pocet dotCenych
subjektd tdaji a zdznam;

ii.  pravdépodobné nésledky
poruSeni bezpec€nosti, je-li mozné je
urcit, a

iii.  veSkera opatfeni prijatd k feSeni
nebo zmirnéni incidentu.

(¢) Smluvni strany spole¢né¢ rozhodnou na
zdklade

a pfislusnych pravnich pfedpist, zda

vSech dostupnych informaci
poruseni bezpec¢nosti bude povazovino za
poruseni bezpec€nosti, které je tfeba hlésit,
a zajisti vyrozumeéni subjekti tdajti a/nebo
stitnich organt, vyZaduji-li to piislusné

a)

b)

c)

2023 (List of the Privacy Shield Framework),
the supervisory authority in the area of personal
data protection is the Office for Personal Data
Protection in the Czech Republic

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

Security Breaches

Notification of Security Breaches. The Parties
agree to notify each other without undue delay
after of discovery of a Security Breach,
including any personal data breach.

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

ii. Notice of a Security Breach to Institution
will be sent to gdpr@fnhk.cz.

In the course of notification to each other, the
Parties will provide, as feasible, sufficient
information for the Parties to jointly assess the
Security Breach and make any required
notification to any government authority within
the timeline required by Applicable Data
Protection Laws. Such information may
include, but is not necessarily limited 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.
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pravni ptedpisy. Pokud se smluvni strany Where the parties decide that notification is

rozhodnou, Ze ozndmeni je vyZadovano required by Applicable Data Protection Laws,
the party that incurred the Security Breach shall

piisluSnymi pravnimi pfedpisy o ochrané . - bl
be responsible for providing such notification.

osobnich udajii, smluvni strana, kterd
zpisobila poruseni bezpecnosti, nese
odpovédnost za poskytnuti takového

ozndmeni.
d) Assistance in Event of Security Breach. In the
event of a Security Breach relating to the
(d) Soucinnost v pfipad¢ poruseni bezpe¢nosti. Personal Information and/or GSK Confidential
V ptipad¢ poruseni bezpec€nosti tykajictho Information collected orreceived by a Party
se osobnich udaji a/nebo divérnych 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

informaci spolecnosti GSK shroméazdénych
nebo ziskanych smluvni stranou podle této
smlouvy, pfijimajici smluvni strana

souhlasi s tim, Ze poskytne soucinnost information, employees, interviews, materials,
abude pln¢ spolupracovat s odesilajici databases, or any and all other items required to
stranou v souvislosti s veSkerymi internimi fully investigate and resolve any such incidents
Setfenimi nebo  externimi Setfenimi and provide information necessary to provide

required notifications. The breached Party

provadénymi tfetimi stranami, jako jsou . )
agrees to take such remedial actions as the

organ ¢inné v trestnim fizeni . .

& Vy o o X Parties mutually agree is warranted.
prostfednictvim  poskytovani informaci,
zaméstnancu, rozhovord, materiald,

databdzi nebo jinych polozZek potfebnych k
uplnému vysetfeni a vyfeSeni takovych
incidentd, a poskytne informace nezbytné
pro ucinéni pozadovanych ozndmeni.
Poskozena smluvni strana souhlasi s tim,

Ze piijme takovd ndpravnd opatfeni, na e) Neither Party shall disclose, without the other
kterych se smluvni strany vzdjemné party’s  prior  written approval, any
dohodnou. information related to the suspected Security

Breach to any third party other than a vendor
hired to investigate/mitigate such Security

(e) Zadnd ze smluvnich stran nezpiistupni bez Breach and bound by confidentiality
ptedchoziho pisemného souhlasu druhé obligations, except as required by Applicable
strany informace souvisejici s podezfenim Laws.
na poruSeni bezpeCnosti Zadné jiné treti
strané nez dodavateli najatému
k vySetfeni/zmirnéni takového poruSeni
bezpecnosti a vazanému povinnosti f) Institution agrees to indemnify GSK, for all
zachovdvat mlcenlivost, s vyjimkou losses resulting from any Security Breach due
piipadl, kdy to vyZaduji pifislusné pravni to negligence or willful misconduct by
predpisy. Institution, its agents, its Affiliates, or any

vendor retained by Institution, including but

(f) Poskytovatel souhlasi s tim, Ze spole¢nost not limited to legal damages, government
GSK odskodni v souvislosti s veskerymi penalties, and/or mitigation expenses.

ztratami  vyplyvajicimi z  jakéhokoli
poruseni bezpecnosti v disledku nedbalosti
nebo umyslného pochybeni ze strany
poskytovatele, jeho zastupct, pfidruZenych
subjekti nebo jakéhokoli jim najatého
dodavatele, mimo jiné véetné ndhrad $kod,
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vladnich sankci a/nebo vydaji na zmirnéni
nakladd.

11.

Hlaseni nezadoucich prihod

11.

Adverse Events Reporting

Pro tucely této smlouvy se nezddouci ptihodou
(dale jen ,,AE”) rozumi jakdkoli necekand
zmeéna zdravotni stavu, bez ohledu na to, zda se
ma za to, Ze ji zpisobil materidl nebo klinické
hodnoceni, azdvaznou neZidouci piihodou
(déle jen ,,SAE”) se rozumi nezadouci piihoda,
kterd m4 za ndsledek dmrti, je Zivot ohroZujici,
md za nésledek trvalou invaliditu nebo pracovni
neschopnost, vyZaduje hospitalizaci nebo
prodlouzi  stdvajici  hospitalizaci,  jde
o vrozenou anomdlii u potomka pacienta,
anebo miiZze vyzadovat zdsah k tomu, aby se
kterémukoli z vySe uvedenych nasledku
ptedeslo.

For the purposes of this Agreement an Adverse
Event (“AE”) shall mean any untoward medical
occurrence whether thought to have been
caused by the Materials or the Clinical Trial
ornot and Serious Adverse Event (“SAE”)
shall mean any adverse event which is fatal, life

threatening,  disabling  or incapacitating,
requires in-patient treatment or prolongs
existing hospitalization, is a congenital

anomaly in the off-spring of the patient
or which may require intervention to prevent
the previously stated outcomes.

112

Veskeré SAE musi byt hldseny, jak je stanoveno
v protokolu, do dvaceti Ctyt (24) hodin od prvniho
zjisténi piislusné SAE, s pouZitim elektronického
zaznamu subjektu hodnoceni (déle jen ,,eCRF”).
Plati to i pro jakoukoli udélost, kterd by mohla
ovlivnit  bezpecnost Ucastnikd  klinického
hodnoceni nebo provadéni klinického hodnoceni.

11.2

Any SAE must be reported as defined in the
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.

11.3

Poskytovatel musi zajistit, aby hlavni zkousejici
vyrozumél GSK, poskytovatele a ptisluSnou
etickou komisi o kazdé neZddouci pithodé¢
(v€etné¢ zdvaznych nezddoucich pithod), k niz
v prubéhu  klinického  hodnoceni  dojde,
v souladu s protokolem a ptislusnymi etickymi i
pfedpisy danymi  pokyny, av piipadé
poskytovatele a piislusné etické komise také
s jejich internimi pravidly a postupy.

11.3

The institution is responsible for ensuring that
the Principal Investigator notifies GSK, the
Institution and the Responsible Ethics
Committee of any Adverse Events (including
Serious Adverse Events) that occur during the
course of the Clinical Trial in accordance with
the Protocol, and relevant ethical and regulatory
guidelines, and in the case of the Institution and
the Responsible Ethics Committee with their
policies and procedures.

114

Nic v této smlouvé nezbavuje poskytovatele ani
hlavniho zkousSejictho povinnosti ani neomezuje
jejich povinnost hlasit klinické bezpecnostni
informace  vzniklé v pribéhu  klinického
hodnocent piislugnym organiim v Ceské republice
v souladu s mistnimi povinnostmi, ¢i dodrZovat
jiné  zdkonné nebo sprdvni  povinnosti
v souvislosti s klinickym hodnocenim.

114

Nothing in this agreement shall remove or restrict
any obligation on Institution and/or Principal
Investigator to report clinical safety information
arising during the Clinical Trial to the regulatory
authorities in Czech Republic, in accordance with
the local requirements or comply with any other
legal or administrative obligation in connection
with the Clinical Trial.

11.5

Poskytovatel bude subjekty sledovat v souladu s
protokolem. Poskytovatel bude vyZadovat, aby
hlavni zkousSejici neprodlené¢ (do dvaceti Ctyt
(24) hodin poté, co dojde k SAE) nahldsil
pomoci eCRF veskeré SAE, které mohou byt
spojeny s poddvanim hodnoceného 1éCiva,
a k nimz dojde v pribéhu klinického hodnoceni.
NedodrZeni tohoto ustanoveni je pro PPD

11.5

The Institution shall monitor the Subjects in
accordance with the Protocol. The Institution
shall require the Principal Investigator to
promptly (within twenty-four (24) hours of the
occurrence of any SAE) report via the electronic
eCRF all SAEs that may be associated with the
administration of the Clinical Trial Product that
occurs during the course of the Clinical Trial.
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dostatecnym divodem k odstoupeni od této
smlouvy dle ¢ldnku 16.

Failure to comply with this Clause shall
constitute reasonable grounds for PPD to
terminate this Agreement as provided in Clause
16.

11.6

11.7

V piipadég, Ze GSK pouzije pro hodnocené 1é¢ivo
zkoumané vramci klinického hodnoceni svij
vlastni soubor nebo soubory informaci pro
zkousejictho (dédle jen ,,IB”), bez ohledu na
zkoumanou indikaci, GSK poskytne v priitbéhu
klinického hodnoceni tento nebo tyto IB a veskeré
jejich aktualizace a dodatky k nim pro informaci
poskytovateli.

Vystupy znezdvislé komise pro kontrolu dat
klinického hodnoceni (dile jen ,JIDMC”)
(zejména zdpisy z jednani, pribézné analyzy
a veSkerd doporuceni nebo pozadavky smétujici
od IDMC k poskytovateli, které se tykaji
bezpecnosti subjektti klinického hodnoceni)
adalsi relevantni uddaje bude poskytovatel
prubézné piedavat PPD.

11.6

11.7

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

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

12.

Archivace a audity

12.

Recordkeeping and Audits

12.1

Poskytovatel a zkousSejici pofizuji a uchovavaji
zdznamy 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 (i) podle poZadavkli platnych
pravnich predpisi v zemi, ve které poskytovatel
provadi studii. V piipad€ rozporu mezi timto
oddilem 12.1 a Protokolem se pouZije Protokol
neni.li doba uchovani dokumentace dle platné
legislativy del§i.  Béhem doby uchovavani
zdznami poskytovatel a zkouSejici ozndmi
spole¢nosti GSK' jakoukoli zménu v uchovani
a/mebo umisténi zdznaml o studii ze strany
poskytovatele nebo zkousejictho. Poskytovatel a
zkousejici zajistl, aby zdznamy o Studii ziistaly
spolecnosti GSK k dispozici, jak je uvedeno v
oddile 12.2. Po uplynuti doby uchovavani
zdznamu (v piipad€, Ze spoleCnost GSK nebude
pozadovat delsi archivaci)poskytovatel vymaze
nebo zni¢i zdznamy o studii (s vyjimkou
zdravotnické dokumentace subjektll studie nebo
zdrojovych materialt, které vlastni nebo vyhradné
kontroluje poskytovatel) v souladu s postupy
poskytovatele pro vymazani nebo zniCeni
zaznamu.Poskytovatel a hlavni zkouSejici jsou
povinni ozndmit spolecnosti GSK jakoukoli
zménu v péCi o majetek ze strany poskytovatele
nebo hlavniho zkousejictho a/mebo v umisténi
zdznaml béhem doby uchovavéni zdznamt.

12.1

Institution and Investigator shall make and
maintain records regarding the Study as required
by the Protocol; specifically for the longer of:
(itwenty five (25) years from the issue date of the
clinical study report or equivalent summary or
(ii) 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 as specified
in Section 12.2 -. After the expiration of the
record retention period (unless GSK requests
longer archiving), 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. . 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 spolecnosti GSK maji po
poskytnuti predchoziho ozndmeni a v pracovni
dob€ prdvo  provést  kontrolu  zafizeni

12.2

Authorized representatives of GSK, upon

reasonable advance notice and during regular business
hours, shall have the right to inspect Institution’s facilities
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poskytovatele, kterd jsou vyuZivdna k provadéni
klinického hodnoceni (v€etn€ mimo jiné piistupu k
zdznamim nutnym pro monitoring klinického
hodnoceni nebo pro audit provadéni klinické studie
v souladu se standardy spole¢nost GSK).
Spolec¢nost GSK  zajisti zachovani duvérnosti
zaznami  tykajicich se identifikovatelnych
zdravotnich  zdznamd  subjektd  klinického
hodnoceni. Poskytovatel souhlasi s tim, Ze veSkeré
pozadavky poskytovatele na umoZnéni pfistupu
zastupcll  spole¢nosti GSK k zdznamim pro
monitoring klinického hodnoceni  byly
poskytovatelem sdéleny spolecnosti GSK pied
uzavieni této smlouvy.

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.

123V pfiipadé, Ze poskytovatel nebo hlavni zkousSejici | 12.3 In the event Institution or Principal Investigator
obdrzi oznameni o tom, Ze centrum klinického receives notice that the Clinical Trial site shall be
hodnoceni bude pfedmétem Setfeni nebo auditu the subject of an investigation or audit by any
jakéhokoliv stdtntho nebo regulacniho tfadu, governmental or regulatory authority, Institution
poskytovatel (nebo hlavni zkouSejici, podle (or Principal Investigator, as the case may be)
okolnostl) neprodlen¢ informuje zadavatele a shall notify Sponsor and PPD immediately. In the
spolec¢nost PPD. Pokud smluvni strana neobdrzi event the party does not receive prior notice of
predchozi ozndmeni o takovém Setfeni nebo auditu said investigation or audit, the party shall notify
informuje spolecnost PPD, a to ihned jakmile je to PPD as soon as practicable after receiving
prakticky moZné po ziskdni informaci o daném knowledge of said investigation or audit
Setfeni nebo auditu. Poskytovatel a hlavni Institution and Principal Investigator shall
zkousejici budou spolupracovat s tufadem a cooperate with the authority, and provide
poskytnou zadavateli kopie jakychkoli zprav Sponsor with copies of any reports issued by the
vydanych timto tfadem, pfiCemZz poskytnou authority, and allow GSK a reasonable amount of
spolecnosti GSK pted poddnim rozumnou dobu na time to review and comment on any Institution
prezkum a komentéte k jakékoli odezve ze strany response prior to submission.
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 nejlepStho veédomi and warrant to the best of their knowledge, that
a svédomi nejsou vdzani Zaddnou jinou smlouvou, the Institution and the Principal Investigator are
kterd by jim mohla brdnit v uzavieni a plnéni této not bound by any other agreement which could
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 aresult of, the execution
znich po dobu platnosti této smlouvy Zidnou and performance of this Agreement, and that each
takovou smlouvu, kterd by byla s touto smlouvou will not enter into any such conflicting
v konfliktu, neuzavfte. agreements during the term of this Agreement.

13.2  Poskytovatel prohlasuje a zaruCuje, | 13.2 Institution represents and warrants that Institution

Ze Poskytovatel neumozni Zadnému jednotlivci
nebo subjektu poskytovat sluzby jménem
poskytovatele v souvislosti s klinickym
hodnocenim, pokud byl néjakym regulacnim
ufadem zbaven nebo vyloucen z Gcasti na vyvoji
nebo schvileni Iéku nebo biologického produktu,
nebo byl takovym tufadem diskvalifikovan jako
zkouSejici klinického hodnoceni nebo jiny

persondl  centra  klinického  hodnocent,
a poskytovatel informuje spole¢nost PPD a/nebo
zadavatele o jakémkoli zbaveni nebo

diskvalifikaci nebo opatieni proti poskytovateli
nebo jakémukoliv jednotlivci nebo subjektu,

will not allow any individual or entity to provide
services on behalf of Institution in connection
with the Clinical Trial that has been debarred
or excluded by aregulatory authority from
participating in the development or approval of
adrug  orbiological  ordisqualified by
aregulatory authority as a clinical Investigator
or other site personnel, and will notify PPD
and/or Sponsor of  any debarment
or disqualification or action against Institution
or any individual or entity providing services on
behalf of Institution in connection with the
Clinical Trial.
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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
dostupnd zdravotni péce pro 1é€bu choroby nebo Trial relates is available to Subjects following the
onemocnéni, kterého se klinické hodnocenf tyka, Clinical Trial in accordance with local standard of
v souladu s mistnimi standardy péce a v rdmci care through the usual operations of the local
normdlniho fungovani systému zdravotnictvi, healthcare system, and that upon completion of
azepo dokonceni klinického  hodnoceni the Clinical Trial, Institution will appropriate
poskytovatel zajisti ptechod subjektd transition Clinical Trial subjects from the Clinical
z klinického hodnoceni do takové zdravotni péce, Trial to such medical care or refer Subjects to
nebo subjekty klinického hodnoceni odeSle za a health care provider for such medical care.
Ucelem poskytnuti takové péce k jinému
poskytovateli zdravotni péce.

13.4 Poskytovatel odskodni GSK a PPD za vSechny | 13.4 Institution shall indemnify GSK and PPD against
piimé ztraty, ndhrady Skody, zdvazky a vydaje all direct losses, damages, liabilities and expenses
(v€etné vydajti na pravni zastoupeni) vynaloZené (including legal expenses) incurred by PPD
PPD a/nebo GSK v disledku poruseni n¢které ze and/or GSK as aresult of any breach of the
zaruk obsaZenych v tomto ¢lanku. warranties contained in this Clause.

13.5 Hlavni zkousSejici timto zarucuje, Ze je opravnén | 13.5 Principal Investigator hereby warrants that he is
poskytovat sluzby v prostorach poskytovatele jako authorized to perform the Services at the Institution
zameéstnanec poskytovatele, a ze plnéni prislusné premises as an employee of the institution and that
smlouvy a pfijeti jakychkoli plateb neporusuje the performance of the correspondent agreement
obecn¢ platné predpisy ani vnitini predpisy and the acceptance of any payments is not in
poskytovatele nebo jiné pravnické osoby, s nizZ je violation of legal orinternal regulations of the
hlavni zkousSejici spojen, ani Zddnou smlouvu, jiZ je Institution or other entity to which Principal
hlavni zkousejici vazan. Obdobné hlavni zkousejici Investigator is associated or any agreement to
dale zarucuje, ze ziskal(a) vSechny potfebné which Principal Investigator is bound. Likewise,
souhlasy a/nebo ptedal(a) vSechna piisluSnd Principal Investigator further warrants that he/she
ohldSeni vedeni poskytovatele nebo jinému has obtained all required consents from and/
regulaénimu nebo samoregulatnimu organu, orfiled all required notifications to/from the
vyboru nebo komisi. Institution board orother regulatory or self-

regulatory authority, board or committee.
14. Omezeni odpovédnosti a nahrada Skody 14. Limitation of Liability and Indemnification
14.1  Poskytovatel ahlavni zkousSejici odskodni, | 14.1 Institution and Principal Investigator shall
budou hgjit aochrini PPD aGSK 1 jeji indemnify, defend and hold harmless PPD and
spole¢nosti ve skupiné pred veskerymi ztratami, GSK and its Affiliates from any and all losses,
Skodami na zdravi, jinymi Skodami, ndklady injuries, harm, costs or expenses, including
a vydaji, véetn¢ zejména priméfenych nakladi without limitation, reasonable attorney's fees,
na pravni zastoupeni, vynaloZzenymi PPD nebo incurred by PPD or GSK orits Affiliates as
GSK ¢ jejimi spoleCnostmi ve skupiné aresult of the negligence or willful misconduct
v disledku nedbalosti nebo timysIného poruseni of Institution and/or Principal Investigator.
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
o kazdé Zalobé podané proti ni tfeti osobou ¢i
hrozici nebo fizeni zahdjeném proti ni tfeti
osobou ¢i hrozicim, v souvislosti s nimiZ vznese
nebo mohla by vznést ndrok dle ¢lanku 14.1
vyse.

Parties as soon as is practicable of the details of
any claim or proceedings brought or threatened
against it by a third party in respect of which
a claim will or may be made under Clause 14.1
above.
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14.3 Povinnosti stanovené timto ¢ldnkem zlstavaji

v platnosti i po zdniku této smlouvy.

Spole¢nost GSK je povinna udrZovat odpovidajici
pojistné kryti v souladu s § 58 odst. 2 zdkona €.
378/2007 Sb., o 1éCivech, ve znéni pozdéjsich
predpist, které zahrnuje i vlastni pojisténi pro
pfipad mozné odpovédnosti souvisejici s
podavanim studijniho piipravku v souladu s
Protokolem nebo s ucasti ve Studii. Na
pisemnou Ziadost poskytne spolecnost GSK
poskytovateli pisemny doklad o svém
pojistném programu.

14.3 The obligations of this Clause shall survive

termination of this Agreement.

14.4 GSK shall maintain appropriate insurance
coverage in accordance with Section 58(2) of Act No.
378/2007 Coll., on Medicinal Products, as amended,
which shall include self-insurance in respect of its
potential liability attributable to the administration of
the Study Product in accordance with the Protocol, or
participation in the Study. Upon written request, GSK
shall provide Institution with written evidence of its
insurance program.

15. Vypovéd’ smlouvy

15.1 PPD muize tuto smlouvu kdykoli vypovédét bez
udani diivodu s vypovéedni lhiitou tficeti (30) dnil
zaslanim pisemné vypovédi poskytovateli
ahlavnimu zkouSejicimu. PPD muZze tuto
smlouvu okamZit¢ vypovédét po pisemném
oznameni poskytovateli, pokud dojde ke kterékoli
z nésledujicich situact:

15. Termination

15.1 PPD may terminate this Agreement at any time,
without cause, by giving thirty (30) days written
notice to the Institution and Principal Investigator.
PPD may terminate this Agreement immediately
upon written notice to Institution if any of the
following conditions occur:

i RA/EC nebo jiny piislusny orgdn ji
odejme povoleni a souhlas k provadéni
klinického hodnoceni v Ceské republice;

i the authorization and approval to
perform the Clinical Trial in Czech
Republic is withdrawn by the RA/EC
or any other competent authority;

ii. v pifpadé zdniku smlouvy mezi PPD ii. if PPD 's agreement with the GSK is
a GSK; terminated;

iii. pokud dostupné ddaje ukazuji, Ze neni iii. if available data indicate that it is not safe
bezpecné  pokraCovat v podavani to continue to administer the Clinical

hodnoceného piipravku subjektiim;

Trial Product to Subjects;

v nebude-li dosaZeno celkového cilového
poctu zafazenych subjektd, i kdyz
zafazovani u poskytovatele neni dosud

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

ukonceno;
v hlavni zkouSejici nemulZe v Cinnosti v the Principal Investigator is unable to
pokracovat asmluvni strany  se continue and an acceptable successor is

nedohodnou na vyhovujicim néstupci;

not agreed upon;

vi v ptipadé Spatného dodrzovani
protokolu, nebo soustavné neptesného ¢i
netiplného zaznamu tdajti klinického
hodnocent;

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

vii ukonceni klinického hodnocent;

vii the Clinical Trial is terminated;

viii podstatné poruseni této smlouvy; nebo

viii material breach of this Agreement; or

iX vzdjemnou dohodou smluvnich stran. iX by mutual agreement of the Parties.
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15.2

153

V piipad€, Ze bude tato smlouva z jakéhokoli
divodu vypovézena pred koncem klinického
hodnoceni, podnikne poskytovatel kroky, které po
ném bude PPD spravedlivé poZadovat, vcetné
komunikace se subjekty, aby napomohl
dokonceni klinického hodnoceni v ndhradnim
fesitelském centru uréeném PPD. V takovém
ptipadé (a kromé piipadl, kdy smlouva zanikla
v diisledku poruseni povinnosti poskytovatele dle
této smlouvy) PPD wuhradi poskytovateli
pfimétené piimé naklady vynaloZené
v souvislosti s pfesunem klinického hodnocent,
addle pfiméfené jinak neuhrazené ndklady
vynaloZené a nezruSitelné zdvazky uzaviené pred
obdrZenim informace o vypoveédi
poskytovatelem.

Vypovéd této smlouvy kteroukoli smluvni
stranou nemd vliv na prdva apovinnosti
smluvnich stran, které vznikly pred datem
ucinnosti vypovedi.

15.2

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 under this Agreement)
reimburse the Institution for its reasonable direct
costs incurred in connection with such transfer, as
well as for reasonable non-reimbursed costs
incurred and non-cancellable commitments made
prior to the receipt by the Institution that the
Agreement will be terminated.

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

16. Ucinek pred¢asného zaniku smlouvy

16. Effect of Termination

16.1  V pifpadé vypovédi smlouvy budou ¢4stky, na | 16.1  Inthe event of termination, the sum payable under
které na zdkladé¢ této smlouvy vznikd nérok, this Agreement shall be limited to prorated fees
omezeny na pomérn¢ kricenou odménu dle based on actual Services performed pursuant to
sluzeb skute¢né poskytnutych dle protokolu, the Protocol as determined in accordance with the
stanovenou dle Prilohy 1. Schedule 1.

16.2  Po dokonceni klinického hodnoceni nebo | 16.2  Upon completion of the Clinical Trial or earlier
predCasném zdniku této smlouvy poskytovatel termination thereof, Institution and/or Principal
a hlavni zkousSejici zajisti, aby veSkeré tudaje, Investigator shall ensure that all data,
informace, zprdvy a vysledky klinického information, reports and Clinical Trial results
hodnoceni byly fddné¢ 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 nebo | 16.3 ~ Upon completion of the Clinical Trial or early
predCasném zaniku této smlouvy bude veskeré termination thereof, all unused Clinical Trial
nepouzité hodnocené 1éCivo a/nebo materidl Product, and/or Materials furnished to
dodany poskytovateli a hlavnimu zkouSejicimu Institution and/or Principal Investigator by or on
spole¢nosti GSK ¢i PPD nebo jejich jménem behalf of GSK or PPD shall be returned to PPD,
vracen PPD, jak je popsano v ¢lanku 3. as described in Clause 3.

16.4  Thned po obdrZeni vypovédi poskytovatel a hlavni | 164  Immediately upon receipt of anotice of
zkouSejici ukonci zafazovdni subjekti do termination, Institution and Principal Investigator
klinického hodnoceni, na subjektech jiz shall cease entering Subjects into the Clinical
zatazenych do protokolu v mife, vjaké je to Trial, cease conducting procedures to the extent
z 1ékaiského hlediska mozné, zastavi provadéni medically permissible on Subjects already entered
ukont klinického hodnoceni, av maximalné into the Protocol, and refrain from incurring
mozné mife se zdrz{ vynakladani dalSich naklada additional costs and expenses to the extent
a vydaja. possible

16.5 VSechna ustanoveni této smlouvy, zjejichz | 16.5  All provisions of this Agreement that by their

povahy vyplyvd, Ze maji zistat v platnosti i po

nature would be expected to survive termination
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jejim zaniku, zistavaji po zaniku této smlouvy v
platnosti, zejména ¢lanky 1, 2,3,4, 5,7, 8,9, 10,
11,12, 14,15, 16, 17, 18, 19 a 20.

of this Agreement shall survive such
termination, including - but not limited to —
Clauses 1,2,3,4,5,7,8,9,10, 11, 12, 14, 15, 16,
17,18, 19 and 20.

17. Dodrzovani zakoni a lidskych prav 17. Compliance with Laws and Human
Rights

17.1 Kazda smluvni strana bude plnit své povinnosti | 17.1 Each Party shall perform its obligations under
z této smlouvy zpusobem, ktery je v souladu this Agreement in a manner that complies with
s 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 Agreement
jich jinak dotykaji, a bezodkladné vyrozumi and shall promptly notify the other Parties if it
ostatni smluvni strany, pokud obdrzi pisemné receives a written allegation of non-compliance
obvinéni z nedodrZovani jakéhokoli piedpisu with any such law by any person which relates
kteroukoli osobou, kterd ma vztah k jejimu to its performance of such obligations.
plnéni uvedenych povinnosti.

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

17.3  Kazdd smluvni strana vyslovné prohlasuje, | 17.3  Each Party expressly agrees that this Agreement
Ze tato smlouva byla uzaviena po ftddném is the result of arms-length negotiations, and that
obchodnim jedndni, a Ze Z4dnd smluvni strana neither Party has entered into this Agreement
tuto smlouvu neuzaviela z korup¢niho divodu, with acorrupt motive to obtain or retain
aby ziskala nebo si udrZela zakizky, nebo aby business orto secure an unfair business
ziskala neopravnénou obchodni vyhodu. advantage.

17.4  Kazdd 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 maintain
a aktudlni zdznamy k zajisténi, aby byly veskeré accurate and up to date accounting records to
transakce tykajici se této smlouvy dostatecné ensure that all transactions relating to this
zdokumentovany. Agreement are sufficiently documented.

17.5  Poskytovatel podle svého nejlepsiho védomi | 17.5  Institution represents, to the best of its knowledge,
prohlasuje, Zev souvislosti s touto smlouvou that in connection with this Agreement, it does not
nevyuzivd détskou praci, nucenou praci, employ child labor, forced labor, unsafe working
nebezpecné pracovni podminky, kruté nebo conditions,  discrimination  of  protected
zneuZivajici disciplinarni praktiky na pracovisti; a characteristic, cruel orabusive disciplinary
Zekazdému zaméstnanci vypldci alespon practices in the workplace; and that it pays each
minimaln{ mzdu, poskytuje kazdému employee at least the minimum wage, provides
zamestnanci vSechny zdkonem stanovené vyhody each employee with all legally mandated benefits,
a dodrZuje vSechny platné zdkony, v¢etné zakont and complies with the all Applicable Laws,
tykajicich se pracovni doby a zaméstnaneckych including laws related to working hours and
prav v zemi, ve které plisobi. employment rights in the country in which it

operates.

18. Rozhodné prévo a piislusnost soudu 18. Applicable law  and  competent

lurisdiction

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

republiky.

interpreted in accordance with the laws of Czech
Republic.
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18.2  Smluvni strany se vyslovné vzddvaji jakékoli | 18.2 ~ The Parties, expressly waiving any other
jiné jurisdikce, na kterou maji piipadné nérok, jurisdiction to which they might be entitled,
a sjedndvaji, Ze veskeré spory, které vzniknou agree to submit any disputes arising out or in
ztéto 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 mistneé piislusné appropriate Courts of Czech Republic.
soudy Ceské republiky.

19. Zavérecna ustanoveni 19. Miscellaneous

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

19.2  Pfevod smlouvy 19.2  Assignment
Tato smlouva nesmi byt poskytovatelem This Agreement may not be assigned
postoupena nebo pfevedena bez predchoziho or transferred by Institution without the prior
pisemného  souhlasu  spole¢nosti  PPD written consent of PPD and GSK. PPD may
a spolecnosti GSK. Spolecnost PPD muzZe pfi assign this Agreement to GSK or its designee
pisemném ozndmeni poskytovateli  tuto upon written notice to Institution, in which case
smlouvu pievést spole¢nosti GSK nebo ji Institution shall release and forever discharge
urCenému  subjektu, pficemZz poskytovatel PPD from any and all claims and liability arising
v takovém ptipadé zprosti anatrvalo zbavi out of this Agreement after the effective date of
spolecnost PPD jakychkoli ndrokil such assignment.
a odpoveédnosti vzniklych na zdkladé této
smlouvy po datu G¢innosti takového ptevodu.

19.3  PouZivédni ndzvu 19.3  Use of Name
Z4dna smluvni strana nevydd (ani nedd vydat No Party shall make (or have made on its behalf)
svym jménem) Zz4adné dustni ani pisemné any oral orwritten release of any statement,
prohlaseni, informaci, reklamni nebo propagacni information, advertisement or publicity in
sdéleni v souvislosti s touto smlouvou, v némz by connection with this Agreement which uses the
pouzila nazvy, symboly nebo ochranné znamky other Parties names, symbols, or trademarks
jinych smluvnich stran, bez pfedchoziho without the other Parties prior written approval.
pisemného souhlasu ostatnich smluvnich stran.

194  Oznamovani 19.4  Notices
(a) Veskerd ozndmeni dle této smlouvy se (a) All notices under this Agreement shall be

zasflaji vyplacené¢ doporucenou Ci sent by registered or certified mail,
obdobnou poStou, anebo kurymi postage prepaid, or by overnight courier

sluzbou. Ozndmeni mohou byt zasldna
1 e-mailem, stim, Ze budou nasledné
potvrzena zésilkou, jak je uvedeno vyse.

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

Ozndmeni vztahujici se k této smlouvé
se zasilaji na adresy:

(b)

Notices pertaining to this Agreement
shall be sent to:

Pokud spolecnosti PPD/ If to PPD:

PPD Czech Republic, s.r.o.,
Budg&jovick alej

Antala Staska 2027/79

140 00 Prague 4

Czech Republic

Pokud poskytovateli / If to Institution:

Fakultni nemocnice Hradec Kralové

Pravni odbor
Sokolska 581

500 05 Hradec Kréilové — Novy Hradec Krilové

Ceska republika

K rukdm / Attn: |

Tel.: I

Email. |

Pokud hlavnimu zkouSejicimu /If to Principal Investigator:

Fakultni nemocnice Hradec Kralové

Klinika onkologie a radioterapie

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové

.

Ceska republika

K rukam / Attn: xxx
Tel.: xxx
Email: xxx

(c) Kromé ptipadi popsanych v oddile 10.5 této smlouvy
pro pifpad poruSeni zabezpeceni nebude e-mail platnou
metodou pfenosu ozndmeni 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
Bude-li né€které ustanoveni této smlouvy If any provision(s) of this Agreement should be
v jakémkoli ohledu nezakonné nebo illegal or unenforceable in any respect, the legality
nevymahatelné, nemd to vliv na zdkonnost and enforceability of the remaining provisions of
a vymahatelnost ostatnich  ustanoveni této this Agreement shall not in any way be affected.
smlouvy.

19.6  Vzdani se ustanoveni; zména smlouvy 19.6  Waiver; Modification of Agreement

Jakékoli vzdani se nékterého ustanoveni, dodatek
¢i zména kterékoli podminky této smlouvy jsou
platné pouze tehdy, jsou-li vyhotoveny pisemné
apodepsidny oprdvnénymi zdstupci  vSech
smluvnich stran. Skute¢nost, Zese néktera
smluvni strana nedomahd urcitych svych prav
z této smlouvy, nesmi byt vykldddna jako vzdani
se téchto prdv, a vzdani se urcitych prav nékterou
smluvni stranou v jednom ¢i vice pifpadech nesmi

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 awaiver by any Party in one or more
instances be construed as  constituting
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byt vykldddno jako pokracujici vzdini se téchto
prdv nebo vzddni se téchto prdv v jinych
pripadech.

acontinuing waiver oras awaiver in other
instances.
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19.7 Vyss§i moc

19.7 Force Majeure

Pokud nastane situace vyvoland vys§i moci ve vztahu ke
zadavateli, spolecnosti PPD nebo poskytovateli, kterd
ovliviiuje nebo by mohla ovliviiovat plnéni nékterych z
jejich povinnosti dle této smlouvy, musi o tom ihned
informovat ostatni strany a uvést podrobnosti o udélosti a
jakakoliv opatieni, kterd podnikd nebo navrhuje ptijmout
ke zmiméni jejiho dopadu. Zadnd smluvni strana
neporuSuje tuto smlouvu, ani nenese odpovédnost vici
druhé strané, pokud je jakékoliv zpoZdéni plnéni nebo
neplnéni zpusobeno uddlosti vyvolanou vysS§i moci.
Zadavatel nebo spolecnost PPD vSak nemohou vyuZzit
situaci vyvolanou vyS$§i moci k nespInéni jakékoli platebni
povinnosti dle této smlouvy. Pokud situace vyvolana vySsi
moci trva déle neZ pét (5) po sob¢ jdoucich pracovnich dntl,
zadavatel, spolecnost PPD a poskytovatel budou jednat o
tom, jakd alternativni opatfeni 1ze rozumné uplatnit. Pokud
vSak situace vyvoland vysS$i moci brini zadavateli,
spolecnosti PPD nebo poskytovateli v plnéni jejich
povinnosti po dobu del$i nez jeden (1) mésic, mohou
ostatni strany tuto dohodu ukoncit pisemnym ozndmenim.
V této podcasti (j) se terminem ,,vy$$i moc* rozumi ve
vztahu k zadavateli, spole¢nost PPD nebo poskytovateli
(,,postizend strana“), jakékoli okolnosti mimo rozumnou
kontrolu postizené strany nebo jejtho pfidruZeného
subjektu, které piimo brani nebo maji zdvazny nepiiznivy
vliv na plnéni povinnosti postizené strany podle této
smlouvy a zahrnuje nasledujici:

(1) ptirodni katastrofy jako jsou Zivelni pohromy, povode,
sucho, zemétreseni nebo jiné pifrodni udalosti, vélka,
hrozba vilky nebo piiprava na vélku, ozbrojeny konflikt;
(ii) teroristicky utok, obCanskd vdlka, obCanské nepokoje
nebo boufe: (iii) epidemie nebo pandemie; (iv) jakykoliv
zékon nebo nafizeni vlady, pravidlo, nafizeni nebo natizeni
vlddniho orgdnu, véetné mimo jiné uvaleni embarga,
omezeni dovozu nebo vyvozu, kvéty nebo jind omezeni
nebo zdkazy, nebo neuvedeni duleZité licence nebo
souhlasu; a (v) pokud je to nad rdmec kontroly postizené
strany, jakykoliv pracovni spor vetné generdlni stavky,
prumyslové akce nebo uzavéry, kromé pifpadl, kdy se
takovy pracovni spor tykd pouze zaméstnancl postizené
strany, jejich pridruzenych spolecnosti nebo jejich ¢i jejich
subdodavateld, ale pro vylou¢eni pochybnosti nezahrnuje
jakékoliv udélosti nebo véci, které se tykaji smluvni strany:
(1) jsou pfifaditelné tmyslnému jednéni, zanedbéni nebo
opomenuti pfijmout rozumnd opatieni proti takové uddlosti
timto subjektem; nebo (2) pouze zvySuji ndklady na plnéni
povinnosti tohoto subjektu; nebo (3) jsou vysledkem
selhani nebo zpozdéni ze strany tieti strany pfi plnéni jejich
povinnosti dle smlouvy s touto stranou (pokud této tieti
strané samé neni z diivodu vys$i moci zabranéno nebo
pokud u ni z tohoto diivodu 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 pfedstavuje
celou smlouvu aujedndni mezi smluvnimi
stranami ve véci svého predmétu, a rusi
a nahrazuje veSkeré pfedchozi smlouvy, dohody
¢i ujedndni mezi smluvnimi stranami, at’ uz
dstni nebo pisemné. Z pisemnych a dstnich
ukontt uéinénych v jednani mezi smluvnimi
stranami pfed uzavienim této smlouvy
nevyplyvd ani implicitné Z4dné prohlaseni,
zévazek ani pfislib, ktery by nebyl vyslovné
uveden v této smlouve.

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

19.9  Zévérecnd ustanoveni 19.9  Miscellaneous
(a) Pro tcely této smlouvy se ,spolenosti ve | (a) For the purposes of this Agreement, “Affiliate”
skupiné* rozumi pravnickd osoba, kterd ovlada means any entity that controls, is controlled by,
stranu této smlouvy, je ji ovldddna, nebo je spolu or is under common control with, a party to this
sni ovldddna stejnou ovlddajici osobou. Agreement. In this context, ‘“control” shall
V tomto kontextu se ,,ovldddnim* rozumi: mean (1) ownership by one entity, directly
(1) skutecnost, Ze dand osoba vlastni, ptimo ¢i or indirectly, of at least forty percent (40%) of
nepfimo, alesponi Ctyficet procent (40%) the voting stock of another entity; (2) power of
hlasovacich prav vjiné pravnické osobg; one entity to direct the management or policies
(2) moZnost jedné osoby usmériiovat fizeni of another entity, by contract or otherwise;
nebo strategii druhé osoby, na zdklad¢ smlouvy or (3) any other relationship between GSK
¢i jinak; (3) jiné vztahy mez GSK nebo or Institution and an entity which GSK and
poskytovatelem a danou pravnickou osobou, Institution have agreed in writing may be
onichz se GSK aposkytovatel pisemné considered an “Affiliate” of GSK or Institution
dohodli, Zelze dany subjekt povazovat za (as the case may be)
»spoleCnost  ve  skupiné“ GSK, resp.
poskytovatele. (b) PPD or GSK may provide the following
supportive measures to strengthen the
(b) Spolecnosti PPD nebo GSK mohou poskytnout Institution’s research capacity for the benefit of
ndsledujici podplirnd opatfeni pro posileni the community. PPD, GSK and the Institution
kapacity poskytovatele v oblasti vyzkumu pro agree that any of these measures that may be
prospéch lidského spoleCenstvi. Spolecnost provided by PPD or GSK are not intended to be
PPD, GSK a poskytovatel souhlasi, Ze jakékoli for the exclusive benefit of the Clinical Trial
z téchto opatieni, které miZe spole¢nost PPD or of GSK studies generally, or to induce the
nebo GSK poskytovat, neni zamysleno pouze Institution to participate in the Clinical Trial
pro vyluény prospéch klinického hodnoceni orto induce orreward any use, purchase,
nebo klinickych hodnoceni spole¢nosti GSK recommendation, or prescription of GSK
vSeobecné, nebo aby piimélo poskytovatele products. GSK and the Institution also agree that
k ucasti v klinickém hodnoceni nebo aby any of these measures that may be provided by
navodilo nebo odménilo jakékoli pouZivani, PPD or GSK are intended to be sustainable by
ndkup, doporu¢eni nebo pfedepisovani the Institution and the local community
pripravkil spolecnosti GSK. Spole¢nost GSK following the Clinical Trial.
a poskytovatel také souhlasi, Ze jakdkoli
z téchto opatfeni, kterd mohou byt poskytnuta
spole¢nosti ~ PPD nebo  GSK, jsou
poskytovatelem a mistni komunitou zamyslena
jako dlouhodob& fungujici po skonceni
klinického hodnoceni.
(©) GSK and the Institution have sought agreement
(c) Spolecnost GSK a poskytovatel usilovaly with key interested external parties, including
0 dohodu s klicovymi zainteresovanymi ethics committees, research investigators,
externimi stranami vcetné etickych komisi, national government, health ministry, local
vyzkumnych zkousejicich, ndrodni vlady, health authorities, ethics groups, non-
ministerstva zdravotnictvi, mistnich governmental organisations, or representatives
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(d)

(e)

zdravotnich dfadi, etickych skupin, nevladnich
organizaci nebo zastupcti komunit, které se
mohou tucastnit klinického hodnoceni, Ze je
vhodné provadét klinické hodnoceni v zatizeni
poskytovatele véetné rozhovori o lé¢ebnych
standardech, které budou poskytovéiny
v pribéhu klinického hodnoceni, védeckého
zdivodnéni  zdkrokli  (vCetné  placeba),
poskytovani zdravotni péCe subjektim po
skonCeni  klinického hodnoceni, a osudu
jakéhokoliv zafizeni vytvofeného pro provadéni
klinického hodnoceni.

Poskytovatel ~ souhlasi, Zese  ocekdva,
Ze vSechny  ndrodné¢  schvdlené  1éCivé
pripravky, které nejsou predmétem klinického
hodnoceni, ale jsou nutné pro béZnou péci
o subjekty klinického hodnoceni v pribéhu
apo skonceni klinického hodnoceni pfi
onemocnéni nebo stavu, snimz klinické
hodnoceni souvisi, budou dostupné subjektiim
klinického  hodnoceni abudou hrazeny
prostiednictvim obvyklych postupti mistniho
zdravotnického  systému  nezdvisle na
klinickém hodnoceni a bez ocekdvani podpory
spolec¢nosti GSK.

Poskytovatel se zavazuje, Ze uvetrejni smlouvu
vregistru smluv vsouladu se zdkonem
340/2015 Sb., oregistru smluv v rozsahu
stanoveném timto zdkonem a odsouhlaseném
spolec¢nosti PPD/GSK do péti (5) pracovnich dni
ode dne posledniho podpisu a informuje o jejim
uvefejnéni  spolenost PPD  emailem.
Poskytovatel vyzaduje zaslat zadavatelem
revidovanou a pisemné odsouhlasenou finalni
verzi smlouvy ve strojové Citelném formdtu
s podbarvenym (redigovanym) textem, ktery
zadavatel povazuje za obchodni tajemstvi dle
ust. § 504 zakona ¢. 89/2012 Sb., obCanského
zakoniku. Zadavatel povaZuje za své obchodni
tajemstvi néasledujici informace: prehled plateb
a planovany pocet subjektti hodnoceni na daném
pracovisti, jména a funkce povéfenych osob
k podpisu smluv vyjma statutarnich zastupcu.
Tyto informace jsou bézn¢ nedostupné vetejné
¢i v pfislusnych obchodnich kruzich a pro
zadavatele konkuren¢né vyznamné. Uvetejnéni
takovych osobnich udaji a obchodnich
tajemstvi by tak mohlo poskodit zdjmy
zadavatele. Poskytovatel je povinen ziskat
souhlas ~ zadavatele  pfed  uvefejnénim
redigované smlouvy nad rdmec podbarveného

textu ze strany zadavatele V pripadg,
Ze spolecnost PPD  neobdrzi  potvrzeni

o uvefejnéni smlouvy do péti (5) pracovnich dni
ode dne posledniho podpisu, je oprdvnéna

(d)

(e)

of the communities who might participate in the
Clinical Trial, that it is appropriate to conduct
the Clinical Trial at the Institution, including
discussion of the standard of care to be provided
during the Clinical Trial, the scientific rationale
for interventions (including placebo), the
provision of healthcare for subjects after the
Clinical Trial, and the fate of any capacity built
for the conduct of the Clinical Trial.

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

The Institution agrees to post the Agreement in
Contract registry in accordance with Act
340/2015 Coll. On Contract registry in the
extend according to this law and approved by
PPD/GSK within five (5) business days from
the date of the last signature and will inform
PPD about this release via email. The Institution
is required to send a revised and agreed in
writing final version of the contract in a
machine-readable format with underlined
(redacted) text, which the Sponsor considers to
be a trade secret under Section 504 of Act No.
89/2012 Coll., the Civil Code. The Sponsor
considers the following information to be its
business secrets: a summary of payments and
the planned number of Study subjects at a given
site, the names and functions of the persons
authorised to sign the contracts, excluding the
statutory representatives. This information is
not normally available in the public domain or
in the relevant business circles and is of
competitive importance to the Sponsor. The
disclosure of such personal data and business
secrets could therefore harm the interests of the
Sponsor. The Institution shall obtain the consent
of the Sponsor before publishing the redacted
contract beyond the underlined text from the
contracting authority. In case PPD will not
receive confirmation about release of the
Agreement within five (5) business days from
the date of the last signature, PPD is entitled to
make necessary steps to post the Agreement.
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podniknout piislu§né kroky k jejimu uvefejnéni.
Smluvni strany berou na védomi, Ze nedojde
lécivého pifpravku do okamziku uvefejnéni
kone¢ného dokumentu v registru smluv.

) Spory tykajici se této smlouvy, které se
smluvnim strandm nepodaii vyfe§it smirng,
budou feseny dle priava Ceské republiky pied
soudy Ceské republiky.

(2) Tato smlouva je vyhotovena v Ceském
a anglickém jazyce. V ptipadné rozporu mezi
témito verzemi md pfednost verze Ceska.

(h) Poskytovatel souhlasi s tim, Ze spolecnost GSK
je opravnénou tieti stranou této smlouvy a mize
podle ni uplatiiovat svd prava. V piipade, Ze tak
spolecnost GSK z jakéhokoli divodu nebude
moci ucinit, poskytovatel souhlasi s tim, mtze
mit prospéch z prav spolecnosti GSK podle této
smlouvy (mimo jiné véetné prav tykajicich se
zveifejnéni, divérnosti a duSevniho vlastnictvi)
amuzZe tato prava avyhody prevést na
spole¢nost GSK.

®

(2)

()

The Parties acknowledge that there will be no
initiation  visit and delivery of the
investigational medicinal product until the final
document is published in the Register of
Contracts.

Disputes regarding this Agreement which the
Parties fail to settle amicably will be settled in
accordance with Czech Republic legislation in
a Czech Republic court of law.

This Agreement is drawn up in the Czech and
English languages. In the event of a conflict
between these versions, the Czech version shall
prevail.

Institution agrees that GSK is a third party
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 taddné¢ opravnénych zastupct,
s platnosti od data G¢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:

Funkce / Title:

10. 9. 2025
Datum / Date:

Poskytovatel / Institution:

Podpis / Signature:

Jméno / Name: MUDr. Ale§ Herman, Ph.D.

Funkce / Title: feditel / Director
16.9. 2025
Datum / Date:

Hlavni zkouSejici / Principal Investigator:
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Podpis / Signature:

Jméno / Name: xxx

15.9.2025
Datum / Date:
Seznam piiloh této smlouvy: List of Schedules to this Agreement:
Ptiloha 1: Rozpocet klinického hodnoceni a platby Schedule 1: Budget/Funding of the Clinical Trial and
Ptiloha 2: Proti dplatkéi'ské a protikorupéni podminky Payments
GSK Schedule 2: GSK ABAC
GSK_PPD_CzRep_3Way CTAg_(PPD party) Page 39 of 42

219606_PI xxx Approved for signature MJ/05Sep2025



Piiloha 1 Schedule 1

Rozpocet klinického hodnoceni a platby Budget/Funding of the Clinical Trial and
Payments

XXX
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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 plné
dodrZovat vSechny platné zdkony, mimo jiné vcetné
protikorupcnich pfedpisi, a Zev souvislosti
s plnénim této smlouvy v minulosti neucinil nic
z nésledujiciho, azavazuje se, Zev budoucnu
nebude, piimo ani nepiimo, ¢Cinit, slibovat,
autorizovat, ratifikovat ani nabizet, Ze provede nebo
ucini jakékoli kroky k provedeni jakékoli platby
nebo ptevodu cehokoli hodnotného za udcelem
ovlivnéni, vyvoldni nebo odmény jakéhokoli ¢inu,
opomenuti nebo rozhodnuti k zajiSténi nepfimétené
vyhody, nebo nevhodné¢ pomdhat sob& nebo
spolec¢nosti GSK pfi ziskani nebo udrZeni obchodu
nebo jakymkoli zplisobem s cilem nebo t¢inkem
vefejného nebo obchodniho uplatku, a zarucuje,
7Ze prijal pfiméfend opatieni za tcelem zabranéni
subdodavateliim, zdstupcim nebo jinym tfetim
strandm, které podléhaji jeho kontrole nebo vlivu
pii rozhodovani, aby tak ucinili. Za i¢elem vyhnuti
se jakymkoli pochybnostem, toto zahrnuje odmény
za urychlené vyfizeni, coZ jsou neoficidlni,
nevhodné, drobné platby nebo dary nabizené nebo
poskytnuté vladnim dfedniklim za ucelem zajisténi
nebo urychleni rutinntho nebo nezbytného tkonu,
na ktery mdme zdkonny narok.

(2) Poskytovatel prohlaSuje a zarucuje, ze kromé
piipadi, které byly spolecnosti GSK pisemné
sdéleny pred zahijenim této smlouvy (i) nemé
zadny z4jem, ktery by byl v rozporu s jejim fadnym
aetickym plnénim této smlouvy; a(ii) bude
udrZzovat nezdvislé vztahy se vSemi tfetimi
stranami, se kterymi jednd jménem GSK pfi plnéni
této smlouvy. Poskytovatel bude GSK pfi nejblizsi
mozné prileZitosti pisemné informovat o jakémkoli
stietu zajmu, ke kterému dojde béhem plnéni této
smlouvy.

(3) Spole¢nosti GSK aPPD jsou opravnény
okamzit¢ ukoncit smlouvu pisemnym ozndmenim
Poskytovateli, pokud Poskytovatel neplni své
povinnosti v souladu s souladu s touto piilohou 2.
Poskytovatel nema vici spolecnosti GSK nebo PPD
Zadny ndrok na ndhradu jakékoli ztraty jakékoli
povahy v duasledku ukonceni této smlouvy
v souladu s touto piilohou 2.

(4) Poskytovatel bude branit, odSkodni a ochrdni
PPD (a jeji pfedstavitele, feditele, zaméstnance,
zastupce a pfidruZzené spolecnosti) pred jakymikoli
sankcemi, ztratami, zdvazky a vydaji vzniklymi

(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 or rewarding any
act, omission or decision to secure an improper
advantage; or improperly assisting it or GSK in
obtaining or retaining business, or in any way with
the purpose or effect of public or commercial
bribery, and warrants that it has taken reasonable
measures to prevent Subcontractors, agents or any
other third parties, subject to its control
or determining influence, from doing so. For the
avoidance of doubt this includes facilitating
payments, which are unofficial, improper, small
payments or gifts offered or made to government
officials to secure orexpedite aroutine
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, (ii
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
and Affiliates) harmless from any penalties, losses,
liabilities and expenses incurred by PPD as a result
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spolecnosti PPD v dtsledku poruseni jakékoli ze
svych povinnosti vyplyvajicich z této smlouvy ze
strany Poskytovatele a hlavniho zkousSejiciho dle
Ptilohy 2. Povinnost odskodnit PPD podle této
Pfilohy 2 za poruSeni protikorupéniho zidkona
nepodléhd omezeni odpovédnosti, pokud existuje,
jak je stanoveno v ¢asti 14 smlouvy.

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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