SMLOUVA O KLINICKEM HODNOCENI

CLINICAL TRIAL AGREEMENT

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

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

smluvni strany:

by and between:

PPD Investigator Services LLC.,
se sidlegn 929 North Front St, Wilmington, NC 28401,
USA, 1CO: 46-2919241 (dale jen ,,PPD”)

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

a

and

Vieobecna fakultni nemocnice v Praze , IC:
00064165, s hlavnim mistem podnikani U Nemocnice
499/2, 128 08, Ceska republika,zastoupena XXXXXXX
fadné¢ opravnénym zastupcem, ktery muize jménem
poskytovatele uzavirat smluvni zdvazky

(dale jen ,,poskytovatel”)

Vseobecna fakultni nemocnice v Praze with its
principal place of business at U Nemocnice 499/2, 128
08, Czech Republic represented by
XXXXXXXXXXXXXXXXXX:a duly authorized representative
with authority to contract on behalf of the Institution
(“Institution”)

a

and

XXX
(déle jen ,,hlavni zkouSejici™)

XXX
(“Principal Investigator”)

PPD, poskytovatel ahlavni zkouSejici jsou v této
smlouvé jednotlivé oznacCovani 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
s celosvétovou plsobnosti, ktera v soucasnosti
pomaha GlaxoSmithKline Research &
Development Limited, se sidlem 980 Great
West Road, Brentford, Middlesex, TW8 9GS,
UK, (“GSK” nebo ,,Zadavatel“) nebo jedné z
jejich dcefinych spole¢nosti pii provadéni
klinického hodnoceni dle protokolu nazvaného,
,Randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni
faze 2b, s paralelnimi skupinami, zjiSt'ujici
rozpéti davky za ucelem posouzeni ucinnosti,

bezpecnosti, farmakokinetiky
a farmakodynamiky subkutinni injekce
pripravku  GSK1070806 wu  dospélych

ucastniki se stiedné zavaznou az zavaZnou
atopickou dermatitidou.* (dale jen ,klinické
hodnoceni’) na ziklad¢ plné moci, Ccislo
protokolu: 219538 ajeho ptipadnych zmén
a dodatktt (dale jen ,protokol”). GSK je
zadavatelem klinického hodnocenti;

I PPD is aglobal contract research organization
that is currently assisting GlaxoSmithKline
Research & Development Limited , with its
registered address at 980 Great West Road,
Brentford, Middlesex, TW8 9GS, UK
(“GSK” or “Sponsor”) or one of its affiliates
in the conduct of the clinical trial in accordance
with the protocol entitltd “A Phase 2b,
Randomized, = Double-Blind, Parallel
Group, Placebo Controlled, Dose Finding
study to evaluate the Efficacy, Safety,
Pharmacokinetics, and
Pharmacodynamics of GSK1070806 SC
injection in Adult Participants with
Moderate to Severe Atopic Dermatitis”
(“Clinical Trial”) with Protocol Number:

219538 and any amendments thereto
(“Protocol”). GSK is the sponsor of the Clinical
Trial;

1. Poskytovatel ahlavni zkouSejici maji zajem
podilet se na provadéni klinického hodnoceni

. The Institution and Principal Investigator desire to
participate in the conduct of the Clinical Trial, in
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v souladu s protokolem, ktery je nedilnou soucasti
této smlouvy a byl poskytovateli piedan zv1ast’;

accordance with the Protocol, incorporated by
reference herein and provided separately to the
Institution;

I1. Smluvni strany se zavazuji provadét klinické
hodnoceni v souladu snize stanovenymi
podminkami.

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

NA ZAKLADE TOHO SE SMLUVNI STRANY
DOHODLY TAKTO:

THEREFORE, IT IS AGREED AS FOLLOWS:

1. Provadéni klinického hodnoceni

1. Clinical Trial Performance

1.1 Poskytovatel a hlavni zkousejici poskytnou ur¢ité
sluzby (dale jen ,,sluzby”) spojené s provadénim
klinického hodnoceni v souladu s protokolem (a
jeho piipadnymi zménami a doplnky
provedenymi v souladu s touto smlouvou), a dale
s veSkerymi platnymi zakony, pravidly a predpisy
vztahujicimi se na klinické hodnoceni (,, platné
zakony*). Protokol musi byt nejprve schvalen
prislusnym regula¢nim organem, multicentrickou
etickou komisi a/nebo mistni etickou komisi
(souhrnné oznacovany jako ,,RA/EC”). RA/EC
musi schvalit také informovany souhlas (dale jen
,informovany souhlas”). V piipadé
nesrovnalosti nebo rozporlu mezi podminkami
uvedenymi v protokolu av této smlouvé maji
ustanoveni protokolu piednost v zalezZitostech
klinickych, a ustanoveni smlouvy maji prednost
ve vSech ostatnich zélezitostech.

PPD prohlasuje, Zze v souvislosti s klinickym
hodnocenim je GSK odpovédny za plnéni veSkerych
zakonnych povinnosti, véetné povinnosti informacnich,
ve vztahu k RA/EC, a také za jednani vici RA/EC v
souvislosti s timto klinickym hodnocenim.

PPD prohlasuje, ze veskeré informace predané pro ucely
provadéni klinického hodnoceni (véetné Protokolu) jsou
uplné a spravné pro ucely provadéni hodnoceni a déle, ze
systém pro zadavani zpracovani dajui ze studie (CRF)
spliluje pozadavky na uplnost, pfesnost, spolehlivost,
bezpec¢né zalohovani vlozenych dat, je vhodny pro dany
ucel, jejim bezplatnym zpfistupnénim poskytovateli a
naslednym pouzivanim nebude poruseno jakékoliv pravo
téeti strany a poskytovatel nebude odpovédny za ztratu,
poskozeni, zni¢eni nebo zneuziti vlozenych (pfedanych)
dat.

PPD timto prohlasuje a ujistuje, ze GSK uzaviel
pojisténi odpovédnosti za $kodu zpisobenou klinickym
hodnocenim a GSK bude udrZovat platnou a u¢innou
smlouvu o pojisténi po celou dobu provadéni klinického
hodnoceni.

11 Institution and Principal Investigator shall provide
certain services (“Services”) related to the
conduct of the Clinical Trial, in accordance with
the Protocol, (and any subsequent amendments
made thereto in accordance with this Agreement,
and with all applicable laws, rules and regulations
relating to the Clinical Trial (“Applicable Laws”).
The Protocol is subject to approval by the
appropriate Regulatory Authority, Multi-center
Ethics Committee, and/or Local Ethics
Committee (collectively “RA/EC”) The informed
consent (“Informed Consent”) is subject to
approval by the RAJEC. Ifthere is any
discrepancy or conflict between the terms
contained in the Protocol and this Agreement,
the terms of the Protocol shall govern and
control with respect to clinical matters and the
terms of the Agreement shall govern and control
with respect to all other matters.

PPD declares that in connection with the Clinical
Trial, GSK is responsible for fulfilling all legal
obligations, including information obligations,
in relation to the RA/EC, as well as for its
actions towards the RA/EC in connection with
the Clinical Trial.

The PPD declares that all information submitted
for the purposes of conducting the Clinical Trial
(including the Protocol) is complete and correct
for the purposes of conducting the trial and
further that the data entry system (CRF) used in
the Clinical Trial meets the requirements for
completeness, accuracy, reliability, secure
backup of the data entered, is fit for purpose, its
free access to the Provider and subsequent use
will not infringe any third party right and the
Provider will not be liable for loss, damage,
destruction or misuse of the data entered
(submitted).
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PPD hereby declares and assures that GSK has taken out

clinical trial liability insurance and GSK will
maintain a valid and effective insurance contract
throughout the conduct of the clinical trial.

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

1.3 Poskytovatel ahlavni zkouSejici se zavazuji | 1.3 The Institution and Principal Investigator agree
poskytovat sluzby Vv pfesném souladu se: to carry out the Services in strict compliance with:

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,

iii ethical principles of the Declaration of

iii etickymi zasadami Helsinské deklarace; Helsinki;

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

V. vSemi platnymi zdkony a piedpisy V. all Applicable Laws and regulations in
platnymi v Ceské republice, zejména se Czech Republic, including, but not
zdkonem ¢. 378/2007 Sb., 0 1é¢ivech, limited to in particular Act no.
ve znéni pozdgjsich piedpisi, zdkonem 378/2007 Coll. on Pharmaceuticals, as
¢.  372/2011  Sb., o0 zdravotnich amended, Act no. 372/2011 Coll. on
sluzbach, ve znéni pozdéjsich predpisu, Medical Services, as amended, Decree
vyhlaskou ¢&. 226/2008 Sb., o spravné no. 226/2008 Coll. on the Good
klinické praxi abliz§ich podminkach Clinical ~ Practice and Detailed
klinického hodnoceni 1é¢ivych Conditions for Clinical Studies of
ptipravku; Pharmaceuticals;

14 Klinické hodnoceni bude provadéno vyhradné | 1.4 The Clinical Trial shall be conducted only at the

v tomto misté, Dermatovenerologicka klinika,
Vseobecna fakultni nemocnice v Praze, Ceska

republika

following location: Dermatovenerology Clinic,
Vseobecna fakultni nemocnice in Prague, Czech
Republic
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15 Poskytovatel se zavazuje, ze klinické hodnoceni | 1.5 The Institution agrees that the Clinical Trial will

bude provadéno pod vedenim hlavniho be conducted under the direction of the Principal
zkousejictho v souladu s protokolem as touto Investigator in accordance with the Protocol and
smlouvou. this Agreement.
PPD zaruCuje, zZeani PPD, ani GSK PPD warrants that neither PPD, nor GSK will
v souvislosti s provadénim tohoto klinického enter into any ancillary agreement with the any
hodnoceni neuzavie se Zadnym jinym employee of the Institution apart from Principal
zaméstnancem poskytovatele zadnou vedlejsi Investigator (as a separate agreement will be
smlouvu kromé hlavniho zkousejiciho (protoze executed, on the basis of which the Principal
bude uzaviena samostatna smlouva, na zakladé Investigator will be rewarded) in connection
které bude odménén hlavni zkousejici). with the conduct of this Clinical Trial.

1.6 Hlavni zkousejici bude provadét sluzby tak, | 1.6 The Principal Investigator will perform Services
jak byly odsouhlaseny podle této smlouvy osobné as agreed under this Agreement personally,
nebo spomoci povétenych Elend feSitelského or with the assistance of delegated members of the
tymu, ktefi jsou zaméstnanci poskytovatele. Trial Team, who are employees of the Institution.
V piipadg, Ze hlavni zkousejici nebude moci déle Inthe event the Principal Investigator can no
pusobit vtéto funkci, spoleénost PPD longer function in such capacity, then PPD and the
a poskytovatel se pokusi shodnout na nahradg. Institution  shall attempt to agree on
Spoleénost PPD bude mit pravo schvalit areplacement. PPD shall have the right to
jakéhokoli nového hlavniho zkousejiciho approve any new principal investigator
vybraného  poskytovatelem. Novy  hlavni designated by the Institution. The new principal
zkousejici bude muset souhlasit s podminkami investigator shall be required to agree to the terms
této smlouvy. Pokud nebude moci byt and conditions of this Agreement. If a mutually
odsouhlasena vzajemné piijatelna nahrada, acceptable replacement cannot be agreed upon,
spole¢nost PPD miiZze ukonéit tuto smlouvu PPD may terminate this Agreement in accordance
v souladu s élankem 15. with Clause 16.

1.7 Dil¢i smlouva nebo subdodavka znamena predani | 1.7 Subcontract  or Subcontracting means  the
jakékoliv funkce (jakychkoliv funkei) ze strany delegation by Institution of any function(s)
poskytovatele, predstavujici(ch) soucast constituting apart of the Clinical Trial,
klinického  hodnoceni,  pfiCemz  pojem and Subcontractor(s) means any third party
subdodavatel(¢) znamena kteroukoliv tfeti stranu (including agents) to whom Institution has
(vCetné zastupcl), na kterou poskytovatel pievedl delegated any function(s) constituting a part of the
jakoukoliv funkci (funkce) piedstavujici soucast Clinical Trial, including a third party to whom
klinického hodnoceni, véetné tfeti strany, na a Subcontractor further delegates any part of the
kterou subdodavatel dale prevede jakoukoliv ¢ast Clinical Trial. Institution may subcontract the
klinického hodnoceni. Poskytovatel mize zadat performance of certain of its activities under this
vykon nékterych svych ¢innosti podle této Agreement to asubcontractor(s) approved by
smlouvy  subdodavateli ~ (subdodavateltim) PPD or GSK in writing; provided, that (a) such
pisemn¢ schvalenym PPD nebo GSK; za approved subcontractor(s) perform such activities
piedpokladu, ze (a) tito schvaleni subdodavatelé in amanner consistent with the terms and
provadéji takové Cinnosti zpusobem, ktery je conditions in this Agreement; (b) Institution
vsouladu s podminkami této smlouvy; causes such approved subcontractors to be bound
(b) Instituce  zajisti, aby tito  schvaleni by and comply with the terms of this Agreement,
subdodavatelé byli vazani a dodrzovali podminky as applicable; and, (c) Institution remains liable
této smlouvy, pokud je to relevantni; a(c) for such approved subcontractor(s)’s
poskytovatel zistava odpovédny za vykon performance.
takového schvaleného subdodavatele
(subdodavateli).

1.8 Bez ohledu na ptipadna opa¢na ustanoveni této | 1.8 Notwithstanding anything herein to the contrary,

smlouvy, pokud v dobé platnosti této smlouvy
ziskda PPD nebo GSK informace ovliviyjici

if during the term of this Agreement, information
that becomes available to PPD or GSK which
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1.9

bezpe¢nost nebo ucinnost hodnoceného 1é¢iva
(jak je tento pojem definovan v ustanoveni 3.1
této smlouvy), nebo bude-li hodnocené 1é¢ivo
registrovano jakymkoli regulaénim orgénem,
smluvni strany v dobré vife sjednaji zménu této
smlouvy tak, ze bud’ (i) snizi poéet zkoumanych
subjekti; a/mebo (ii) klinické hodnoceni ukon¢i,
a/nebo (i) zmeni kterékoli jiné relevantni
ustanoveni této smlouvy.

»Lidské biologické vzorky“ nebo ,HBS*
znamena jakykoliv biologicky material lidského
pavodu, véetné veskerych derivati, plodu, nebo
subcelularnich struktur ziskanych od subjektl
klinického hodnoceni tak, jak to mulze byt
stanoveno V protokolu, nebo které mohou byt
identifikovany jako pochazejici od pacienta
l1é¢eného hodnocenym ptipravkem
poskytovanym dle této smlouvy, akonkrétni
materialy pfimo nebo nepiimo odvozené od
téchto vzorkd.

1.9.1 Poskytovatel milze shromazdovat,
uchovavat a/nebo pouzivat HBS vyhradné tak, jak
je to uvedeno Vv protokolu, nebo jak to vyzaduje
standardni péce. Poskytovatel zajisti, aby veskeré
takovéto shromazd’ovani, pouzivani, uchovavani
azasilani bylo vsouladu spodminkami této
smlouvy, s protokolem, as piisluSnymi zakony
a kodexy praktického provadéni a pokyny, které
se vztahuji ke shromazd’ovani, uchovavami,
pouzivani,  zasilani  alikvidaci  lidskych
biologickych materiali pfi provadéni klinického
hodnoceni. GSK pfipravi a schvali informovany
souhlas a Poskytovatel aspolecnost GSK se
vzajemné dohodnou na vhodném informovaném
souhlasu  (vC€etné  souhlasu s pfipadnymi
genetickymi analyzami) pro klinické hodnoceni
apro pouziti veskerych lidskych biologickych
materiall, se schvalenim 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
zékonnym zéstupcem) adle platného zakona.
Informovany souhlas ptipraveny GSK dovoli
spolecnosti GSK, jejim pridruzenym
spole¢nostem aji urenym subjektim (vcetné
schvalenych laboratoii) pfistup k HBS vcetné pro
ucely vyzkumu a vyvoje 1éku.

19.2  Bc¢hem doby platnosti této smlouvy a po
ni poskytovatel nebude uchovavat ani pouzivat
HBS pro jakykoliv vyzkumny tcel kromé toho,
ktery je popsan v protokolu, s piedchozim

1.9

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

“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, oras
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. GSK will prepare
and approve the informed consent and Institution
and GSK will mutually agree to an 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 prepared by GSK will
permit GSK, its Affiliates, and its designees’
(including Approved Laboratories) access to
HBS, including for research and drug
development purposes.

1.9.2  During the term of this Agreement and
thereafter, Institution shall not retain or use HBS
for any research purpose other than that described
in the Protocol without GSK’s prior written
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pisemnym souhlasem spolecnosti GSK. Po
dokonceni, predasném ukonceni nebo vyprseni
klinického hodnoceni nebo této smlouvy oznami
poskytovatel spole¢nosti GSK veskeré zbyvajici
HBS a poskytovatel dle pokynit GSK, bud’ (i) vrati
veskeré tyto zbytkové vzorky HBS spolecnosti
GSK, nebo (ii) je zni¢i s certifikaci s pisemnym
potvrzenim spolecnosti GSK. Poskytovatel
souhlasi stim, ze veSkeré HBS ziskané v ramci
klinického hodnoceni, které jsou predany
spoleénosti GSK nebo subjektu uréenému
spolecnosti GSK, nebo drzeny poskytovatelem
pro GSK, budou v opatrovnictvi a pod kontrolou
spolecnosti GSK. Tim neni dotéeno nakladani
S HBS ze strany poskytovatele za ucelem plnéni
zakonnych  povinnosti  poskytovatele  pii
poskytovani zdravotnich sluzeb.

1.9.3 V ptipadé, ze poskytovatel pouzije HBS
V rozporu se svymi povinnostmi dle této smlouvy
(,,nepovolené pouziti), poskytovatel souhlasi
stim, Ze GSK bude jedinym aexkluzivnim
vlastnikem veserych vynalezi vynalezenych nebo
uvedenych do praxe ve spojeni s nepovolenym
pouzitim.  Poskytovatel bude podepisovat
adodavat veskeré dokumenty k piidéleni
a prendseni s cilem provést vlastnictvi spolecnosti
GSK u vynalezu aveskera prava duSevniho
vlastnictvi s nim spojena.

consent. Upon completion, early termination
or expiration of the Clinical Trial or this
Agreement, Institution shall notify GSK of any
left-over HBS and the Institution, as directed by
GSK, shall either (i) return any such left-over
HBS to GSK, or (ii) destroy them with destruction
certified in writing to GSK. Institution agrees that
any HBS collected as part of the Clinical Trial that
are transferred to GSK or a GSK designee, or held
by Institution for GSK, will be under the
custodianship and control of GSK. This is without
prejudice to the treatment of HBS by the
Institution for the purpose of fulfilling the
Institution's legal obligations in the provision of
health services.

1.9.3 In the event Institution uses HBS in
breach of their obligations under this Agreement
(an “Unauthorized Use”), Institution agrees that
GSK shall be the sole and exclusive owner of any
inventions conceived or reduced to practice in
connection with the Unauthorized Use. Institution
shall execute and deliver any 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 zidkony
a smluvni strany budou vzijemné spolupracovat
na piijeti nezbytnych opatieni k zajisténi jejich
dodrzovani. Poskytovatel poskytne feSitelskému
tymu  dostatecné informace tykajici se
shromazd’ovani, zpracovani apouzivani jejich
osobnich 1daji spoleénosti GSK v rozsahu a
podob¢ ptedané od GSK skrze PPD. Za
shromazd’ovani téchto informaci a zpracovani
prislusné  dokumentace odpovidda v plném
rozsahu GSK jakoZto spravce osobnich udaju.
Vyraz ,fesitelsky tym®, jak je pouzivan V této
smlouvé, oznacuje osoby, které poskytuji sluzby
jménem poskytovatele v souvislosti s klinickym
hodnocenim u poskytovatele, mimo jin¢ vcetné
subdodavatel, koordinatortu klinického
hodnoceni a dalSich zaméstnanc, zastupcii nebo
subdodavateli poskytovatele. Vyraz ,,0sobni
informace®, jak je pouzivan v této smlouve,
oznacuje jakékoli informace nebo soubor
informaci vztahujici se k osob¢, které tuto osobu
identifikuji nebo které by mohly byt pfiméfené
pouzity k identifikaci této osoby. Vyraz osobni
informace fesitelského tymu, jak je pouzit v tomto
oddilu, oznacuje jméno, pracovni kontaktni

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 supplying the
Clinical Trial Staff with sufficient information
regarding the collection of, handling, and use of
their Personal Information by GSK to the extent
and in the form provided by GSK through PPD.
GSK, as the data controller, is fully responsible
for collecting this information and handling the
relevant documentation. “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
aperson that identifies such person or could
reasonably be used to identify such person.
Clinical Trial Staff Personal Information as used
in this section means the name, work contact
information, and professional
experience/educational background and
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informace a profesni zkusenosti/vzdélani
a kvalifikace personalu vyzkumného pracovisté
klinického hodnoceni, které jsou bézné

poskytovany auchovavany spolenosti GSK v
souvislosti s klinickym hodnocenim. Vyraz
»Zpracovani® ajeho prislusné tvary, mimo jiné
véetné vyrazu ,,zpracovat®, jak je pouzivan v této
smlouvé, oznacuje jakoukoli operaci nebo soubor
operaci, které jsou provadény s osobnimi udaji,
mimo jiné véetné shromazd’ovani,
zaznamenavani, uchovavéani, zmeény, pouziti,
zpiistupnéni, piistupu, predani, ulozeni nebo
zniceni.

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.

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

2.1 Tato smlouva nabyva ucinnosti k datu G¢innosti | 2.1 This Agreement shall take effect on the Effective
a zistane U¢inna do dokonceni vSech kol Date and shall continue until the conclusion of all
a povinnosti smluvnich stran, tj. cca do Xxx (dale responsibilities and obligations of the Parties,
jen ,doba platnosti”), nebude-li dfive approximately until xxx (“Expiration Period”),
vypovézena dle ¢l. 15. unless terminated in accordance with Clause 16.

2.2 V ptipadé, Zebude klinické hodnoceni | 2.2 In the event that the Clinical Trial is extended
prodlouzeno i po dobég platnosti, smluvni strany beyond the Expiration Period, the Parties agree
sjednavaji, ze tato smlouva se vztahuje i na that such an extension will be covered by this
takové prodlouzeni, azadny dodatek k této Agreement and shall not necessitate any
smlouvé neni nutny. Ptipadné pokracovani amendment to this Agreement.
sluzeb dle této smlouvy bude pted uplynutim Any continuation of the Services under this
doby platnosti potvrzeno ze strany PPD Agreement shall be confirmed in writing by
pisemng. PPD, prior to the Expiration Period.

2.3 Bez ohledu na vyse uvedené nebude poskytovani | 2.3 Notwithstanding the above, the Services will not
sluZzeb zahajeno dfive, nez bude PPD udélen commence until PPD is granted appropriate
pfislusny souhlas RA/EC, a poskytovatel obdrzi RAJEC approval and the Institution has received
kopie téchto souhlast. copies of said approvals.

2.4 Planuje se, Ze nabor pacienti u poskytovatele | 2.4 Patient recruitment at the Institution is scheduled
bude zahajen vroce 2024. Poskytovatel udéla to start in 2024. The Institution shall use its best
vSe proto, aby dokonc¢il zafazovani subjektt do efforts to complete Subject enrollment by xxx.
XXX. Zadavatel muzZe kdykoliv dle svého uvazeni Sponsor may at any time end enrollment at
ukoncit zafazovani udastnikd poskytovatelem, Institution at Sponsor’s discretion, including if the
véetné situace, kdy bylo dosazeno celkového cile overall Clinical Trial enrollment goal across all
zatazenych ucastniki Vv klinickém hodnoceni Clinical Trial centers in the country in which the
v zemi, kde poskytovatel klinické hodnoceni Institution is conducting the Clinical Trial has
provadi. Spole¢nost GSK nebude povinna provést been achieved. GSK will not be obligated to make
prostiednictvim PPD zadnou platbu s ohledem na any payment through PPD with respect to any
jakykoli subjekt klinického hodnoceni, ktery byl Study subject enrolled in excess of the
zafazen nad ramec poctu subjektd klinického Institution’s Study Subject enrollment which is
hodnoceni zafazenych poskytovatelem, ktery je set for the Institution.
stanoven pro poskytovatele

2.5 Vsechny navstévy subjektd budou provedeny | 2.5 All Subject visits will be completed no later than
nejpozdeji XXX XXX.

3. Dodavka vybaveni 3. Supply of the Equipment
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3.1 V pribéhu klinického hodnoceni PPD zajisti,
aby GSK predala poskytovateli zdravotnické
prostiedky nebo jiny material, ktery GSK urci
jako potfebny k provadéni klinického hodnoceni
(souhrnné oznacovano jako , material”).
»Hodnoceny pfipravek znamena vyzkumny
ptipravek, ktery bude vramci klinického
hodnoceni pouZit, a dalsi pfipravky, které maji
byt podle protokolu pouzity v klinickém
hodnoceni jako komparator nebo v kombinaci
se zkouSenym pfipravkem. V  pribéhu
klinického hodnoceni PPD zajisti, aby GSK
predala poskytovateli hodnoceny piipravek
v mnozstvi a ¢asovych intervalech potfebnych
k fadnému provedeni klinického hodnoceni.

PPD zajisti distribuci zésilky hodnoceného
ptipravku do 1ékarny poskytovatele. PPD je povinna
oznamit do 3 pracovnich dnti pied dodanim, kdy bude
zasilka do Iékarny predana bud’to emailem XXxX.

GSK prohlasuje, ze jsou splnény veskeré podminky
stanovené piisluSnymi pravnimi predpisy pro vyrobu
(dovoz) dodavanych Hodnocenych ptipravki a jejich
distribuci poskytovateli.

PPD prohlasuje, ze GSK je jako puvodce odpadu
odpovédny za zajisténi likvidace hodnocenych
ptipravkd na vlastni naklady, jak v pribéhu, tak i po
skonCeni klinického hodnoceni, a za ptedani
nepouzitelného a nepouzitého 1éCivého piipravku
opravnéné osob¢ v souladu s ustanovenimi zakona €.
185/2001 Sb., o odpadech a jeho provadécimi
predpisy v platném znéni.

3.1 During the course of the Clinical Trial, PPD
shall procure that GSK will provide the
Institution with related devices, or other
materials as GSK determines necessary for the
conduct of the Clinical Trial (collectively,
the “Materials”). “Study Product” means the
investigational product to be used in the Study,
and other products which are required by the
Protocol to be used in the Study as a comparator
orin combination with the investigational
product. During the course of the Clinical Trial,
PPD will make any effort for GSK to deliver the
Study Drug to the Institution in the quantities
and at the intervals necessary for the proper
conduct of the Clinical Trial.

PPD will arrange the distribution of the shipment of the
Study Drug to the Institution's pharmacy. PPD must
notify the pharmacy within 3 working days prior to
delivery when the shipment will be delivered to the
pharmacy either by email xxx

GSK declares that all conditions set out in the relevant
legislation for the manufacture (import) of the supplied
Study Drug and their distribution to the Institution are
met.

PPD declares that GSK, as the waste generator, is
responsible for ensuring the disposal of Study Drug at its
own expense, both during and after the end of the
Clinical Trial, and for the transfer of unusable and
unused Study Drug to an authorized person in
accordance with the provisions of Act No. 185/2001
Coll., on Waste and its implementing regulations, as
amended.

3.2 Hlavni zkouSejici a poskytovatel: (i) budou
materidl pouzivat vyhradn€¢ k provadéni
klinického hodnoceni v souladu s protokolem;
(i1) nebudou material ménit chemicky, fyzikalné
ani jinak, s vyjimkou piipadi, kdy to protokol
vyslovné vyzaduje; a (iii) budou s materialem
nakladat, skladovat jej, pfepravovat a likvidovat
s odpovidajici péci, vsouladu se vSemi
platnymi zakony, pravidly a pfedpisy, zejména
predpisy upravujicimi nebezpecné latky.

3.3 Po ukonceni klinického hodnoceni nebo zaniku
této smlouvy bude veskery nepouzity material
ptedany ze strany GSK neprodlené¢ vracen na
naklady GSK, na adresu, kterou GSK uvede
anebo, pokud tak GSK rozhodne ana jeji
naklady, zlikvidovan ajeho likvidace bude
pisemné osvédcena.

3.2 The Principal Investigator and the Institution: (i)
shall use the Materials only to conduct the
Clinical Trial in accordance with the Protocol,
(i) shall not chemically, physically,
or otherwise modify the Materials, except if
specifically required by the Protocol; and (iii)
shall handle, store, and ship or dispose of the
Materials with appropriate care in compliance
with all Applicable Laws, rules, and regulations
including, but not limited to, those governing
hazardous substances.

3.3 Upon termination of the Clinical Trial or this
Agreement, all unused Materials provided by
GSK shall be promptly returned at GSK’s
expense, to an address provided by GSK or, at
GSK’s option and expense, destroyed with the
destruction certified in writing.
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3.4 Veskery material poskytnuty spolecnosti GSK | 3.4 Any Materials provided by GSK or by PPD in the
nebo PPD v pribéhu klinického hodnoceni nesmi course of the Clinical Trial may not be transferred
byt premistén do zadného 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

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

znamena jakékoli vybaveni doCasné poskytnuté
spolecnostmi PPD nebo GSK poskytovateli podle této
smlouvy pouze pro pouziti v klinickém hodnoceni,
zejména pocitatovy hardware a software, pokud je
poskytnut hlavnimu zkousejicimu a dal$im pracovnikiim
pro pouzivani, ziskavani, vkladani a hlaSeni studijnich
dat pro spole¢nost GSK.

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

(b) Pievedené vybaveni (,,Pievedené vybaveni®)
znamena jakékoli vybaveni trvale pfevedené spolecnosti
GSK nebo dcefinou spolecnosti spolecnosti GSK
poskytovateli podle této smlouvy, zejména pocitacovy
hardware a software, pokud je poskytnut hlavnimu
zkousejicimu  a feSitelskému tymu pro pouzivani,

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

ziskavani, vkladani ahlaSeni studijnich dat pro | enter, and report Clinical Trial data to GSK.
spole¢nost GSK.
(© Co se tyce zaptjceného vybaveni poskytnutého | (c) If applicable, with respect to Loaned Equipment

spolecnosti GSK pro pouziti v klinickém hodnoceni,
poskytovatel souhlasi, Ze se na poskytovatele nepievadi
zadny narok ani z4dna vlastnickd prava souvisejici se
zaptujéenym zafizenim, Ze zaptjené vybaveni bude
pouzivano pouze pro klinické hodnoceni a pouze tak, jak
je popsano v protokolu a veskerych dalSich pisemnych
pokynech poskytnutych spole¢nostmi PPD nebo GSK
pfed podpisem této smlouvy, Ze zapijcené vybaveni
nebude poskytovatelem pievadéno do vlastnictvi zadné
treti strany bez pisemného souhlasu spolecnosti GSK,
a ze pti dokonceni klinického hodnoceni nebo na zadost
spolecnosti GSK poskytovatel vrati zaptijcené vybaveni
a veskeré souvisejici vyukové materialy a dokumentaci

provided by GSK for use in the Clinical Trial, Institution
agrees that no title to nor any proprietary rights related to
the Loaned Equipment is transferred to Institution, that
the Loaned Equipment will be used only for the Clinical
Trial and only as described in the Protocol and any other
written directions provided by PPD or GSK before
signing this Agreement, that the Loaned Equipment will
not be transferred by Institution to the possession of any
third party without the written consent of GSK, and that,
at the completion of the Clinical Trial orat GSK’s
request, Institution will return the Loaned Equipment and
all related training materials and documentation to GSK
or to a vendor designated by PPD or GSK.

spolecnosti  GSK nebo dodavateli povéfenému
spole¢nostmi PPD nebo GSK.
(d) Hlavni zkouSejici a feSitelsky tym se zGcastni | (d) Principal Investigator and Clinical Trial Staff

vc€as naplanovaného a oznameného skoleni tykajiciho se
pouzivani zapujéeného vybaveni, nebudou-li v Gcasti
branit provozni divody na strané poskytovatele.
Zapijcené vybaveni bude uchovavano na zabezpeceném
a spolehlivém miste a poskytovatel bude zodpovédny za
vSechny kradeze, poSkozeni nebo ubytek zaptjceného
vybaveni nad ramec béZzného opotiebeni bude-li to
zpusobeno zaméstnanci poskytovatele nebo poruseim
jeho smluvnich a zakonnych povinnosti. Poskytovatel
bude zodpovédny =za zavedeni athradu vSech
pozadovanych internetovych pfipojeni, telefonnich linek
a/nebo faxovych linek, které budou potfebné pro
pouzivani zapujceného vybaveni. Pokud poskytovatel
nevrati zapljené vybaveni v rozumném c¢asovém

will attend scheduled training to use the Loaned
Equipment following reasonable advance notice of
scheduling if operational reasons on the part of the
Institution do not prevent participationThe Loaned
Equipment will be kept in a safe and secure location and
Institution will be responsible for any theft, damage,
or loss to the Loaned Equipment other than normal wear
and tear if it is caused by an employee of the Institution
or a violation of his contractual and legal obligations.
Institution will be responsible for arranging and paying
for any required internet connection, telephone line,
and/or facsimile line as necessary to use the Loaned
Equipment. If Institution fails to return the Loaned
Equipment within the reasonable timeframe specified by
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rozmezi uréeném spolecnostmi PPD nebo GSK, bude
poskytovatel zodpovédny spolec¢nosti PPD za uhrazeni
timto vzniklé skody.

PPD orGSK, Institution will be responsible for
reimbursing PPD for resulting damages.

O] Poskytovatel bere na védomi, Ze zapujcené
vybaveni mize zahrnovat cenny patent, ochrannou
znamku, obchodni nazev, obchodni tajemstvi a dalsi
vlastnickd prava vyrobce zapujéeného vybaveni.
Poskytovatel nebude poruSovat a ucini nalezité kroky
a preventivni opatfeni, aby zajistilo, Ze osoby majici
pfistup k zaptjéenému vybaveni nebudou porusovat tato
vlastnicka prava, zejména:

Q) nebude odstranovat zadné $titky nebo
oznaceni vlastnictvi  zapiajceného

vybaveni nebo dalSich prav;
(i) nebude  vytvafet Zadné  kopie,
reprodukce, zmény, Upravy nebo
pfizpiisobeni Zadného softwaru nebo
firmwaru, které jsou  soucdsti
zapujceného vybaveni; nebo
(iii) nebude rozebirat nebo dekompilovat
zadny takovy software nebo firmware
nebo se nebude jinak pokouset odkryt
jakykoli zdrojovy kod nebo obchodni
tajemstvi  souvisejici s takovym
softwarem nebo firmwarem.

Takovéto zapujéené vybaveni ajeho hodnota jsou
popsany nasledovné: [1 Samsung T505, 1 Apple iPad 5
a 1 Apple iPhone 8 v pfiblizné hodnoté 295+295+230
USD, celkové¢ 830 USD.]. Hlavni zkousejici a fesitelsky
tym se zOcCastni vcas naplanovaného a oznameného
Skoleni tykajiciho se pouzivani zaptjc¢eného vybaveni.
Zapijcené vybaveni bude uchovavano na zabezpeceném
a spolehlivém misté, a jakozto vypijcitel zapujceného
vybaveni bude poskytovatel zodpovédny za uchovavani
vypujc¢eného vybaveni a za vSechny kradeze, poSkozeni
nebo Ubytek zapujceného vybaveni kromé bézného
opotiebeni. Poskytovatel bude zodpovédny za zavedeni
a placeni vSech pozadovanych internetovych pfipojeni,
telefonnich linek a/nebo faxovych linek, které budou
potiebné pro pouzivani pievedeného vybaveni.

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

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

(i) not making any copy, reproduction,

changes, modification, or alteration of
any software or firmware included
with the Loaned Equipment; or

(iii) not disassembling or decompiling any
such software or firmware
or otherwise attempting to discover
any source code or trade secret related

to such software or firmware.

Such Loaned Equipment and its value are described as
follows: [1 Samsung T505, 1 Apple iPad 5 and 1 Apple
iPhone 8 in approx. value 295+295+230 USD, in total
830 USD. ].. Principal Investigator and Clinical Trial
Staff will attend scheduled training to use the Loaned
Equipment following reasonable advance notice of
scheduling. The Loaned Equipment will be kept in a safe
and secure location and, as borrower of the Loaned
Equipment; Institution will be responsible for
maintenance of the Loaned Equipment and for any theft,
damage, or loss to the Transferred Equipment other than
normal wear and tear. Institution will be responsible for
arranging and paying for any required internet
connection, telephone line, and/or facsimile line as
necessary to use the Transferred Equipment.

4. Povinnosti smluvnich stran

4, Obligations of the Parties

4.1 Povinnosti poskytovatele

4.1 Institution obligations

Poskytovatel je povinen:

Institution shall:

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

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

(b)

zajistit, aby hlavni zkousejici dodrzoval platné
ptedpisy, presné¢ dodrzoval tuto smlouvu,
protokol, etické predpisy vztahujici se na klinicka
hodnoceni 1éciv, a spolupracoval pfi provadeéni
kontrolnich navstév PPD, auditl provadénych
auditory jmenovanymi PPD/GSK nebo jejimi
spole¢nostmi ve skuping, a kontrol provadénych
pfislusnymi zdravotnickymi organy;

(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;

©

neprodlené informovat PPD, pokud poskytovatel
zjisti nebo se dozvi o: (1) podstatném nedodrzeni
protokolu, pokyntt ICH pro spravnou klinickou
praxi ¢i jakychkoli platnych zdkont, pravidel
apredpisi, (2) neuplném nebo nespravném
zaznamenani dat nebo jakémkoli vyznamném
poruseni povinnosti, (3) personalnich zménach
tykajicich se klinického hodnoceni, zménach
Vv zafizeni nebo v metodach klinického vyzkumu
u poskytovatele, které mohou klinické hodnoceni
ovlivnit, nebo (4) jinych zaleZitostech, udalostech,
podminkéch ¢i problémech, které mohou ohrozit
fadné provadeéni klinického hodnoceni;

(©

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  or regulations,
(2) incomplete or inaccurate recording of data
or any significant misconduct (3), any changes of
personnel relating to the clinical trial, 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)

pisemn¢ informovat PPD a RA/EC o veskerych
neoc¢ekavanych nebo zavaznych nezadoucich
reakcich na hodnocené 1é¢ivo, v souladu
scClankem 11 této smlouvy as postupy
stanovenymi v protokolu;

(d)

notify PPD and the RAJ/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,

)

vést dostatecné zdznamy O totoznosti subjektil
klinického hodnoceni, klinickych zjisténich,
laboratornich  testech, a o pfijmu avydeji
hodnoceného 1éc¢iva;

(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 skupin€ pri jejich aktivitdch
zam&fenych na kontrolu klinického hodnoceni
Vv prostorach poskytovatele;

()

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

()

pouzivat udaje ziskané od subjekti klinického
hodnoceni pouze pro ucely Kklinického
hodnoceni a v souvislosti snim, tak, jak je
uvedeno v protokolu, tim neni dotéeno pouziti
udaji kplnéni  zédkonnych  povinnosti
poskytovatele; a

©)

use the data obtained from the Clinical Trial
Subjects only for the purposes and in connection
with the Clinical Trial and as outlined in the
Protocol, this does not affect the use of data to
fulfill the legal obligations of the Institution ;
and

(h)

ziskat pisemny souhlas ode vSech fyzickych
osob, které jménem poskytovatele provadéji
sluzby souvisejici s klinickym hodnocenim,
zejména Clenti FeSitelského tymu, na jejichz
zakladé bude moci GSK, jeji spoleCnosti ve
skuping a externi dodavatelé pracujici pro GSK
nebo jeji spolecnosti ve skupiné kdekoli na svété
uchovéavat a zpracovavat poskytnuté osobni

(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
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udaje fesitelského tymu, ato jak ruéné, tak
elektronicky, pro veskeré ucely vztahujici se
K pInéni této smlouvy, pro ucely spravy a fizeni
podnikatelské ¢innosti kterékoli spole¢nosti
v ramci skupiny GSK, a pro dodrZeni platnych
postupd, zakond a predpisii. Piislusny pisemny
souhlas poskytne GSK nebo PPD a poskytovatel
nenese odpovédnost za jeho spravnost a tiplnost.

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. Appropriate written
consent will be provided by GSK or PPD and
the Institution is not responsible for its accuracy
or completeness.

Q) Poskytovatel povéti zaméstnance s piislusnou | (i) The Institution will authorize an employee
kvalifikaci, aby pusobil jako povéfeny lékarnik appropriately qualified to act as the Delegated
k zajisténi fadného zachazeni s hodnocenym Pharmacist to secure proper handling of the
lé¢ivem  apfipadnymi  dal§Simi  1&Civy Clinical Trial Product and any related
pouzivanymi v ramci klinického hodnoceni medication used in the Clinical Trial (including
(v€etné placeba), vsouladu s protokolem, placebo), in accordance with Protocol, Good
spravnou  lékarenskou praxi a vyhlaskou Pharmaceutical Practice and Decree no.
¢.226/2008 Sb. Postupy pro zachazeni 226/2008 Coll. Procedures for handling the
S hodnocenym 1é¢ivem ptredd povéfenému Clinical Trial Product will be communicated by
1ékarnikovi pracovnik PPD uréeny pro kontrolu a PPD monitor to the Delegated Pharmacist.
klinického hodnoceni u poskytovatele.

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

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

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

(© dohlizet na zafazovani pacientii u poskytovatele | () oversee the enrolment of patients at the
vsouladu skritérii pro zafazeni/vyfazeni Institution, in  accordance  with  the
stanovenymi v protokolu; inclusion/exclusion criteria  defined in the

Protocaol;

d) poucit vSechny osoby, které maji byt do | (d) inform all individuals to be enrolled in the Clinical
klinického hodnoceni zafazeny, diive, nez daji se Trial before they agree to participate in the
svou ucasti v klinickém hodnoceni souhlas, Clinical Trial about the purpose(s), methods and
0 iCelu nebo ucelech, metodach a podminkach conditions of conducting the Clinical Trial, its
provadéni  klinického  hodnoceni,  jeho expected therapeutic benefit and Clinical Trial-
ofekavaném 1éCebném piinosu a oriziku related risk;
spojeném s klinickym hodnocenim;

O] dohliZet na vyhotoveni vSech zaznami subjektd | (€) oversee and review all case report forms

hodnoceni (dale jen ,,CRF”) a kontrolovat jejich
spravnost a uplnost, a tyto formulare i dalsi udaje
klinického hodnoceni nebo vzorky predavat
PPD v souladu s ¢lankem 2.6, ato ve formatu

(“CRFs”) for accuracy and completeness and to
provide these forms and any other Clinical Trial
data or samples to PPD in accordance with
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azpusobem, na kterych se smluvni strany
dohodly, a v anonymizované formé;

Clause 2.6 and in the format and manner agreed
upon by the Parties and in an anonymized form;

® od kazdého subjektu ziskaného pro klinické | (f) obtain asigned Informed Consent from each
hodnoceni (nebo jeho zakonného zastupce, je-li to Subject recruited for the Clinical Trial (or if
dovoleno) ziskat podepsany informovany souhlas permitted, their legal representative), in
v souladu s touto smlouvou, platnymi mistnimi accordance with this Agreement, applicable local
zékony a piedpisy. Informovany souhlas musi byt laws and regulations. The form of such Informed
poskytnut na aktudlnim formulafi schvaleném Consent must be the most current form approved
RA/EC, GSK aPPD, amusi obsahovat by the RA/EC, GSK and PPD, and must contain
ustanoveni nezbytna ktomu, aby mohly mit language necessary to permit regulatory agencies,
regulaéni organy, RA/EC, GSK a jeji spole¢nosti the RA/EC, GSK and its Affiliates and PPD to
ve skupiné aPPD plny pfistup kudajim have full access to and use of personally
umoziujicim uréeni totoznosti subjektu atyto identifiable information, including patient health
udaje pouzivat, v¢etné informaci 0 zdravotnim information, as defined in applicable privacy
stavu pacienta, jak jsou tyto udaje definovany laws, rules and regulations and according to
v platnych zakonech, pravidlech a piepisech internationally recognized standards and data
Ooochrané  osobnich  tdaju,  avsouladu protection principles; GSK and PPD are obliged
S mezinarodné uznavanymi principy a zasadami to provide the Institution with the informed
ochrany osobnich udaji. GSK a PPD jsou consent form to be used for subject participation
povinni  predat  poskytovateli  vzorovy in the Clinical Trial, which contains all the
informovany souhlas, ktery bude pouzit pro ucast requirements of GSK, the Protocol and the
ve studii,ktery obsahuje veskeré pozadavky GSK, relevant legal regulations and has been approved
Protokolu a pfislusnych pravnich ptedpist a byl by the RA/EC. GSK is responsible for its
schvalen RA/EC. Za jeho spravnost a uplnost correctness and completeness;
odpovida GSK ;

(9) nedovolit, aby byl subjekt klinického hodnoceni | (g) not allow a Clinical Trial Subject to be enrolled
zatazen zaroven do tohoto klinického hodnoceni simultaneously in this Clinical Trial and another
a jiného klinického hodnoceni bez piedchoziho clinical trial without PPD and GSK prior written
pisemného schvaleni PPD a GSK; approval;

(h) zajistit, aby byly veSkeré udaje klinického | (h) ensure that all Clinical Trial data, Clinical Trial
hodnoceni, zaznamy klinického hodnoceni records and CRFs, including any documents
a CRF, v¢etné veskerych dokumentt ur¢ujicich which identify and link each Clinical Trial
totoznost  subjektt  klinického  hodnoceni Subject to their CRF, are stored securely, such
a spojujicich ji s piislusnymi CRF, bezpetné that they are accessible only with the knowledge
uloZzeny tak, aby byly pfistupné pouze of the Institution and the Principal Investigator;
s védomim poskytovatele a hlavniho
zkousejiciho;

@M jakékoli zavazné nebo neolekavané nezadouci | (i) promptly report (in writing) any serious or unexpected
piihody neprodlené (pisemn¢) nahlasit GSK nebo | adverse events to GSK or PPD and the RA/EC (if
PPD a RA/EC (pokud je potieba), v souladu s | applicable); in accordance with Clause 11 below and
Clankem 11 této smlouvy adle postupu | following the procedures set forth in the Protocol;
stanovenych v protokolu;

()] pisemné informovat GSK nebo PPD, a RA/EC | (j) notify GSK or PPD, and the RA/EC, in writing,

0 jakychkoli odchylkach od protokolu; of any deviations from the Protocol;

(k) spolupracovat s GSK pii zpracovani zavére¢né | (K) engage with GSK in the collaboration of the final
zpravy 0 klinickém hodnoceni, a odsouhlasit ji report of the Clinical Trial, granting approval
svym podpisem; thereto upon signing it;

0] provadét sluzby v souladu s nejvyssimi standardy | (1) perform the Services in accordance with the

odbornosti, pe¢livosti a diikladnosti, a v souladu
se vSemi platnymi zakony a pravnimi predpisy;

highest professional standards of skill, care and
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diligence and in compliance with all Applicable
Laws and regulations;

(m) vyrozumét PPD 0 veSkerych ustanovenich | (m) notify PPD of any provisions in its local law, or of
mistnich pfedpisi, nebo 0zménach t&chto any changes in that law, which do or could affect
predpist, které ovliviuji nebo by mohly ovlivnit the Principal Investigator’s ability to conduct the
schopnost hlavniho  zkousejiciho  provadét Clinical Trial orto perform his/her duties as
klinické hodnoceni nebo plnit své tikoly, jak jsou defined in this Agreement;
definovany v této smlouve;

(n) ptredat PPD uplné vysledky testi a veSkeré udaje | (n) provide PPD with the complete results of the tests
ziskané pfi klinickém hodnoceni; and all of the data obtained during the Clinical

Trial;

(o) veskeré udaje adali informace tykajici se | (0) submit all data and other information related to
klinického hodnoceni ptedavat véas; the Clinical Trial in a timely manner;

(p) spolupracovat s PPD, GSK a jejimi spole¢nostmi | (p) cooperate with PPD, GSK and its Affiliates and
ve skupiné i s regula¢nimi organy 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 auditu; inspections;

(a) do dvaceti ¢ty (24) hodin poté, co se dozvi 0 SAE | (q) 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), oOneolekdvané nebo  zdvainé 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 aRAJ/EC aftidit 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;

(N if he/she is not able to continue as Principal

() nemiZe-li pokracovat v ¢innosti jako hlavni Investigator by reason of retirement, transfer
zkouSejici  zduvodu odchodu do dachodu, or similar reasons, he/she shall provide written
pteloZeni na jiné pracovisté nebo z obdobnych notice to PPD as soon as possible and at least
dtvodd, ozndmi to PPD pisemné co nejdiive, within three (3) weeks of such departure; and
nejpozdeji vsak tii (3) tydny pred odchodem; a

(s) poucit pacienty zafazené do klinického hodnoceni | () inform the patients involved in the Clinical Trial
otom, Zejejich osobni daje  ziskané that all their personal data collected through the
prostiednictvim  informovaného souhlasu Informed Consent form and other means will be
adals§imi  zpusoby  budou  uchovavany kept in a file whose ownership correspond solely
v dokumentaci, jejimz vyhradnim vlastnikem je to GSK according to written documents provided
GSK dle pisemnych dokumentii predanych GSK. to GSK. Principal Investigator shall collect and
Hlavni  zkouSejici bude osobni  tudaje 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 0 osobnich udajich, behalf of GSK and only throughout the duration
a to pouze po dobu platnosti smlouvy podepsané of the agreement signed with GSK and only for
s GSK, apouze pro Ulely stanovené v uvedené the purposes established in the said agreement.
smlouve.

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

@ zajistit predlozeni podkladi RA/EC a ziskani | (a) be responsible for the submission to the RA/EC

potiebnych souhlasi pro klinické hodnoceni.

and for obtaining relevant approvals for the
Clinical Trial.
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(b) zajistit prabéznou kontrolu klinického hodnoceni; | (b) be responsible for the monitoring of the Clinical
Trial;

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

(d) informovat poskytovatele a hlavniho zkousejiciho | (d) inform the Institution and the Principal
0 chemickych/ farmaceutickych, Investigator of chemical / pharmaceutical,
toxikologickych, farmakologickych a klinickych toxicological, pharmacological and clinical data
udajich a vysledcich, z nichz vychazi uspotradani 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

51 Za provadéni klinického hodnoceni za podminek | 5.1 As consideration for the performance under the
stanovenych touto smlouvou uhradi PPD terms and conditions of this Agreement, PPD will
poskytovateli odménu dle  Prilohy 1 pay the Institution in accordance with Schedule 1
(rozpocet®). Poskytovateli nebude vyplacena (the _“Budget”). Institution will not be
odména za subjekty zafazené bez fadné compensated for any Subjects who were enrolled
podepsaného informovaného souhlasu nebo without a properly executed informed consent
takové, které nespliuji kritéria pro zatfazeni do form or who do not meet the inclusion/exclusion
klinického hodnoceni. Poskytovatel sdm odméni 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 provadéni Kklinického hodnoceni and individuals who were involved in the conduct
podilet,, Odhadovana hodnota splatnd této of the Clinical Trial, Approximate amount
smlouvy je 103 820 K¢. payable under this Agreement is CZK 103 820.

5.2 Platby dle této smlouvy jsou pievadény od GSK. | 5.2 Payments under this Agreement are pass-through
PPD provede platbu poskytovateli dle rozpoétu. 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 being
pfedanim zprav Platby za sluzby poskytnuté submitted in atimely and satisfactory manner.
pouze CasteCné, napf. v piipadé predcasného Payment for partially completed Services, e.g,
ukonceni Ucasti subjektu, budou provedeny early withdrawal of Subject, shall be made on
pomérné za poskytnuté sluzby dle rozpoétu. apro-rata basis for Services performed
Nebudou hrazeny z4dné platby za poskytnuté according to the Budget. No payment will be
sluzby, které budou povazovany za poruseni due or paid for Services performed that are
protokolu ¢i této smlouvynebo odchyleni od deemed violations of or deviations from the
nich. Protocol or this Agreement.

54 Faktury jsou splatné Ctyficetipéti(45) dnt po | 5.4 Invoices are payable within forty five(45) days
obdrZeni platné faktury, jak je popsano v ¢lanku following receipt of a valid invoice, as described
2 Piilohy 2, in the payment schedule of the Budget.

55 Platby za sluzby poskytnuté na zakladé této | 5.5 Payments for Services rendered under this
smlouvy budou provedeny v plné vysi v souladu Agreement shall be made in full in accordance
S touto smlouvou, bez srazek na jakékoli dané ¢i with the Agreement, without deductions for
poplatky. Jakékoli dané, knimZz vznikne taxes of any kind. Any taxes due and payable as
povinnost v disledku plateb provedenych aresult of the payments by PPD to the
spole¢nosti PPD poskytovateli, jsou vyhradni Institution  shall be Institution’s  sole
odpovédnosti poskytovatele, a poskytovatel responsibility and Institution shall pay all such
uhradi vzniklé danové povinnosti vcas. taxes for which it is liable in a timely manner.

5.6 Poskytovatel bere na védomi a souhlasi s tim, | 5.6 The Institution acknowledges and agrees that it

7e je jako jediny odpovédny za platbu vSech

shall be solely responsible for paying the
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federalnich i mistnich dani v pfislusné vysi,
véetné DPH, zvesSkerych odmén a nahrad
vyplacenych dle této smlouvy.

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, | 5.7 Institution and Principal Investigator agree that
7ze GSK nebo jeho spole¢nosti ve skupiné GSK orits affiliates may make public the
mohou zvefejnit vysSi finanénich prostiedkt amount of funding provided to Institution by
vyplacenych poskytovateli ze strany GSK za GSK for the conduct of the Clinical Trial and
provadéni klinického hodnoceni, aV ramci may identify Institution and Principal
tohoto zvefejnéni mohou uvést totoZnost Investigator as part of this disclosure.
poskytovatele a hlavniho zkousejiciho.

5.8 Formulat pro ozndmeni finan¢nich zajmi | 5.8 Statement of Principal Investigator Financial
hlavniho zkousSejiciho. Hlavni zkousejici timto Interest form. The Principal Investigator hereby
bere na védomi pozadavky FDA o pravidlech acknowledges the requirements of the FDA
finan¢niho zvetejnéni a souhlasi, Ze na zakladé Financial Disclosure Rule and agrees to fill in
zadosti  spole¢nosti PPD nebo zastupce and return to PPD, upon PPD orPPD
spole¢nosti PPD pied zahajenim klinického representative’s request, the Statement of
hodnoceni vyplni avrati spole¢nosti PPD Principal Investigator Financial Interest form
formuldf pro oznameni finanénich zajmd before the start of the Clinical Trial. The
hlavniho zkousSejiciho. Hlavni zkousejici také Principal Investigator also consents to the
souhlasi s poskytnutim takto vyplnéného disclosure of the so filled Form to the FDA if
formulare titadu FDA, bude-li to tfeba. necessary.

5.9 Poskytovatel ahlavni zkouSejici nebudou | 5.9 Institution and Principal Investigator shall not
ucétovat zadnému subjektu klinického hodnoceni charge any Subject or third-party payor for
ani zadné tfeti strané zadné postupy klinického Clinical Trial procedures required by the
hodnoceni pozadované protokolem, které jsou Protocol that are paid for by PPD or GSK under
hrazeny spole¢nostmi PPD nebo GSK na this Agreement or for any Clinical Trial Product
zaklad¢ této smlouvy, ani za zadné hodnocené that is provided or paid for by PPD or GSK
ptipravky, které jsou poskytovany nebo hrazeny under this Agreement.
spole¢nostmi PPD nebo GSK na zakladé této
smlouvy.

510  Veskeré platebni  zavazky  spolecnosti | 5.10  All of PPD/GSK’s payment obligations are
PPD/GSK jsou podminény tim, Ze poskytovatel conditioned upon Institution reporting to PPD
nahlasi spolec¢nosti PPD a/nebo GSK vSechna and/or GSK all data required by the Protocol
data pozadovana protokolem, véetné vSech including all adverse events, and upon
nezadoucich piihod, a tim, ze poskytovatel bude Institution's  compliance  with  standards
dodrzovat povinnosti uvedené v této smlouvé. identified in this Agreement.

511  Castky vyplacené na zékladé této smlouvy
odpovidaji trznim platbAm poskytovanym za | 5.11  The amounts paid under this Agreement are

praci vykonanou na zakladé této smlouvy.
Strany souhlasi s tim, zeZzadné platby
spolecnosti GSK v souladu s touto smlouvou
nebudou zcela ani z&asti, pfimo ani nepiimo,
pfedany zadné treti strané jako srazka nebo
sleva na nakup produkti GSK. Bez ohledu na
vySe uvedené se komercné piijatelné platby
subdodavateli, ktery poskytuje sluzby podle
podminek této smlouvy, a které splituji kritéria
pro sluzby v dobré vite, nepovazuji za slevy
nebo diskontni platby (i kdyz je subdodavatel
zakaznikem spolec¢nosti GSK).

bona fide fair market value compensation for the
work conducted under this agreement.
The Parties agree that no payments by GSK
pursuant to this Agreement shall be passed in
whole or in part, directly or indirectly, to any
third party as arebate ordiscount for the
purchase of GSK products. Notwithstanding the
foregoing, commercially reasonable payments
to a subcontractor who is performing services
under the terms of this Agreement that meet the
criteria for bona fide services are not considered
to be apass-through rebate or discount
payments (even if the subcontractor is a GSK
customer).
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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 ucastni klinického hodnoceni, bude ziskan participating in the Clinical Trial shall be
vsouladu s mistnimi zakony a ptedpisy obtained in accordance with applicable local
platnymi v Ceské republice, véetné vyplnéni laws and regulations in Czech Republic,
schvaleného formulate informovaného including completion of the approved Informed
Souhlasu, ktery byl schvalen 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 subjektim, od shall administer the Clinical Trial Product only
nichz hlavni zkouSejici fadné  ziskal to Subjects from whom Informed Consent has
informovany souhlas dle ¢lanku 4.1, pism. g), been properly obtained by the Principal
atohoto ¢lanku 6.  Poskytovatel/hlavni Investigator under Clause 4.1(g) and this Clause
zkousejici povedou dostate¢nou dokumentaci 6. The Institution/Principal Investigator shall
0 ziskani informovaného souhlasu od kazdého maintain adequate documentation of its
subjektu. obtainment of the Informed Consent of each

Subject.

6.2. PPD, poskytovatel ahlavni zkouSejici budou | 6.2 PPD, the Institution and the Principal
uchovavat totoznost subjektt 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 zaznama. Applicable Laws regarding the confidentiality

of their identities and their individual medical
records.

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

for their own records.

7. Vysledky Kklinického hodnoceni a duSevni | 7. Clinical Trial Results and Intellectual
vlastnictvi Property

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

7.2.  Poskytovatel neprodlené av pisemné formé | 7.2 Institution will notify GSK, promptly and in

oznami spolec¢nosti GSK kazdy objev, vyvoj,
vynalez (at uZ patentovatelny ¢&i nikoliv),
modifikaci, zlepSeni, vzorec, proces, sloZeni
latky, formulaci, vyuziti, metodu vyuziti nebo
podani, specifikaci, pocitacovy program nebo
model a souvisejici dokumentaci, know-how
(v€etn¢ vSech technickych informaci, jak
utajovanych, tak i1 neutajovanych), obchodni
tajemstvi nebo autorské dilo spolecné se vSemi

writing, of any discovery, development,
invention  (whether  patentable  or not),
modification, improvement, formula, process,
composition of matter, formulation, use, method
of wuse ordelivery, specification, computer
program or model and related documentation,
know-how (including all technical information,
both secret and non-secret), trade secret, or work
of authorship together with all translations,

pteklady, 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
databaze, nahravky ajina dila, u nichz lze other copyrightable works made by Institution,
uplatnit autorska prava, vytvorend Principal Investigator, or Clinical Trial Staff: (1)
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poskytovatelem, hlavnim zkousejicim, nebo
personalem klinického hodnoceni: (1) ve
spojenim s klinickym hodnocenim; nebo (2)
zahrnujici divérné informace spolec¢nosti GSK
(,Nové dusevni vlastnictvi‘ nebo ,,Nové DV*)

in connection with the Clinical Trial; or (2)

which  incorporates GSK  Confidential
Information (“New Intellectual Property”
or “New IP”).

7.3.  Poskytovatel timto pfidéluje a zajisti, aby hlavni | 7.3 Institution hereby assigns and will cause to be
zkousejici a personal klinického hodnoceni assigned by Principal Investigator and Clinical
pridélili spoleénosti GSK a/nebo pridruzenym Trial Staff, to GSK and/or to GSK’s Affiliates
spoleénostem GSK veSkera prava, naroky any and all rights, title, and interest in any New
a zajmy na kazdém Novém DV, véetné 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.
naroku na dal$i odménu ze strany zadavatele.

7.4 Na zadost spole¢nosti GSK poskytovatel | 7.4 If GSK requests, Institution will execute and will
vyhotovi azajisti, aby hlavni zkousSejici cause Principal Investigator and Clinical Trial
apersonal klinického hodnoceni vyhotovili Staff to execute any instruments or testify as GSK
jakékoli nastroje nebo poskytli svédectvi, které deems necessary for GSK and GSK’s Affiliates to
spoleénost GSK povazuje za nezbytné K draft, file, and prosecute patent applications,
vypracovani, podani avyiizeni patentovych defend patents, orto otherwise protect GSK 's
ptihlasek, k obhajobé patenti 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 prfidruzenych subjektl. Spole¢nost
GSK uhradi poskytovateli ptiméfené a nezbytné
naklady.

7.5 PPD ani GSK nepievedou na zakladé této | 7.5 Neither PPD nor GSK shall transfer to Institution
smlouvy na instituci nebo  hlavniho or Principal Investigator by operation of this
zkousejiciho zadné patentové pravo, autorské Agreement any patent right, copyright or other
pravo nebo jiné vlastnické pravo zadavatele. proprietary right of Sponsor.

7.6 Povinnosti stanovené timto ¢lankem zlstavaji | 7.6 The obligations of this Clause shall survive

Vv platnosti i po zaniku této smlouvy.

after the term or termination of this Agreement.

Divérné informace

8. Confidential Information

8.1

Poskytovatel/hlavni zkousejici, jejich
zamgstnanci, zastupci a treti osoby zapojené do
klinického hodnoceni hlavnim zkousSejicim
a/nebo poskytovatelem nevyzradi Zadné udaje,
zaznamy ani jiné informace (dale souhrnné
oznacované jako ,,davémné informace GSK*)
predané poskytovateli /hlavnimu zkouSejicimu
spolecnosti GSK nebo PPD ¢&i vytvofené
v disledku provadéni klinického hodnoceni,
zadné tfeti osobé, ani je nepouziji k zadnému
jinému ucelu nez je provadéni klinického
hodnoceni, bez predchoziho pisemného souhlasu
GSK, apodepisi pisemnou smlouvu 0 utajeni.
Tyto daveérné informace GSK zistanou divérmym
vlastnictvim GSK abudou vyzrazeny pouze
poskytovateli /hlavnimu zkousSejicimu a jejich
zaméstnanciim a zastupcim, ktetfi je potiebuji
znat. Povinnost utajeni se nevztahuje na
nasledujici davérné informace GSK:

8.1

Institution/Principal  Investigator and  their
employees and agents and third parties involved
in the Clinical Trial by the Principal Investigator
and/or Institution shall not disclose to any third
party or use for any purposes other than for the
performance of the Clinical Trial any data, records
or other information (hereinafter, collectively
“GSK Confidential Information”) disclosed to
Institution/Principal Investigator by GSK or PPD
or generated as aresult of this Clinical Trial
without the prior written consent of GSK and shall
sign awritten non-disclosure agreement. Such
GSK Confidential Information shall remain the
confidential and proprietary property of GSK and
shall be disclosed only to Institution/Principal
Investigator and their employees or agents who
have a‘“need to know”. The obligation of
nondisclosure shall not apply to the following
GSK Confidential Information:
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i které jsou verejn€ znamy nebo se stanou
vetejné dostupnymi jinak nez cinem

i. that is generally known to the public
orthat becomes publicly available

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

zkousejicimu ptedala téeti osoba, ktera
méla zakonné pravo tyto informace
predat;

Investigator by athird party legally
entitled to disclose such information;

iii o nichz mize poskytovatel, resp. hlavni
zkousejici prokazat, ze je mél v drzeni
pted jejich pfedanim nebo vytvofenim na
zakladé této smlouvy, ¢i je vyvinul

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

nezavisle na klinickém hodnocent; disclosure or development of this
Agreement;
iv u nichz stanovi povinnost piedani iv that is required by law to a government

statnimu orgénu zédkon nebo rozhodnuti
ptislusného soudu, za podminky, Ze ()
takové predani podléha veskeré platné
statni nebo soudni ochrané pro material
tohoto druhu; (b) GSK otom bude
vyrozuména piiméfenou dobu predem;
a (c) budou podniknuty veskeré kroky,
které lze spravedlivé pozadovat,
k omezeni rozsahu piedavanych udaju.

authority or by order of acourt of
competent jurisdiction, provided that
(@) such disclosure is subject to all
applicable governmental or judicial
protection available for like material;
(b) reasonable advance notice is given
to GSK; and (c) all reasonable steps to
limit the scope of such disclosure have
been taken.

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

9. Publikace 9. Publications

9.1 Pted zatazovanim subjektd klinického hodnoceni | 9.1 GSK will post aClinical Trial Protocol
spolecnost GSK zvefejni souhrn protokolu summary on apublicly available protocol
klinického hodnoceni ve vefejné piistupném register prior to the enrollment of Subjects.
registru protokold.

9.2 Spoleénost GSK zvetejni souhrn vysledku | 9.2 GSK will post a Clinical Trial results summary

klinického hodnoceni ve vefejné pristupném
registru vysledkil nejpozdéji dvanact (12) mésict
po dokonceni klinického hodnoceni ve vsech
fesitelskych  centrech jak je  definovano
protokolem klinického hodnoceni. Zvefejnéni
vysledki klinického hodnoceni miize nastat pred
publikovanim vysledkti klinického hodnoceni v
recenzované literatuie. Zaroven se zvefejnénim
souhrnu vysledktt GSK také zvefejni protokol
klinického hodnoceni a plan statistickych analyz.
Po publikaci klinického hodnoceni ve védeckém
¢asopisu muze spolecnost GSK uvadét klinické
hodnoceni na externi webové strance pro sdileni
udaji na tirovni pacienttl pro dalsi vyzkum a mize
také zpfistupnit celou zpravu zklinického
hodnoceni na svych strankach pro vetejnost.

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.

GSK_PPD_CzRep_3Way CTAg_(PPD party)
219538xxxxxxxx Approved for signature MJ/30Apr2024

Page 19 of 63




9.3

(2) Prvni publikace a veskeré nasledujici
publikace vysledkti klinického hodnoceni ze
vSech center klinického hodnoceni (,,Publikace
GSK*) nebo zptistupnéni vysledkii klinického
hodnoceni bude ¢i budou koordinovany
spole¢nosti GSK. Jakékoli zapojeni hlavniho
zkousejiciho nebo jinych zastupct
poskytovatele jako jmenovaného autora
publikace GSK bude uréeno v souladu s
jednotnymi pozadavky na rukopisy
Mezinarodniho vyboru redaktorti pro 1ékaiské
casopisy (,ICMJE®) (nebo pokud jsou piisnéjsi,
kritéria autorstvi daného Casopisu).
Poskytovatel a hlavni zkousSejici berou na
védomi, ze pouha ucast subjektd klinického
hodnoceni neni dostatecnym davodem pro
uznani autorstvi. Pokud je hlavni zkousejici
nebo jiny zastupce poskytovatele jmenovanym
autorem publikace GSK, uzavie coby autor
pisemnou dohodu o autorstvi pied zahajenim
prace na publikaci GSK.

9.3

(2) 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 anamed author of the GSK
Publication will be determined in accordance
with the International Committee of Medical
Journal Editors (“ICMIE”) Uniform
Requirements for Manuscripts (or if more
stringent, the authorship criteria of the specific
journal). The Institution and Principal
Investigator acknowledge that the enrollment of
Study Subjects alone is not a qualification for
authorship. 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.

9.4

Spolecnost GSK mitize zvetejnit jméno hlavniho
zkousejiciho a ndzev poskytovatele jako soucést
seznamu  zkouSejicich a  poskytovatell
provadgjicich klinické hodnocenti pii zvefejiiovani
zaznami o protokolu nebo shrnuti vysledk.
Poskytovatel a hlavni zkouSejici souhlasi s tim, Ze
spoleénost GSK mulze zvefejnit castku
financovani poskytnutou poskytovateli
spolecnosti GSK za provedeni klinického
hodnoceni, pfi¢emz mlze v ramci tohoto
zveiejnéni identifikovat poskytovatele a hlavniho
zkousejiciho. Hlavni zkouSejici souhlasi s tim, Ze
pti vefejném vystoupeni nebo publikaci ¢lanku ¢i
komunikace ohledné klinického hodnoceni nebo
hodnoceného piipravku nebo jinak souvisejicich
se spolecnosti GSK uvede, Ze byl zkouSejicim
klinického hodnoceni .

9.4

GSK may make public the names of the
Principal Investigator and the Institution as part
of alist of investigators and institutions
conducting the Clinical Trial when making
either Protocol orresults summary register
postings. Institution and Principal Investigator
agree that GSK may make public the amount of
funding provided to Institution by GSK for the
conduct of the Clinical Trial and may identify
Institution and Principal Investigator as part of
this disclosure. Principal Investigator agrees that
when they speak publicly or publish any article
or letter about a matter related to the Clinical
Trial or Study Product or that otherwise relates
to GSK, Principal Investigator will disclose that
they were an Investigator for the Clinical Trial.

9.5

Poskytovatel mize v souladu s vé&deckymi
standardy a na védeckém foru, publikovat nebo
predstavit vysledky klinického hodnoceni na
zaklad¢ dat klinického hodnoceni poskytovatele
(,,publikace poskytovatele*) za predpokladu, ze
publikace poskytovatele nezvefejni zadné
divérné informace spolecnosti GSK kromé
vysledki klinického hodnoceni z dat klinického
hodnoceni poskytovatele. Poskytovatel musi
predlozit spole¢nosti GSK ke kontrole a
komentéii jakoukoli navrhovanou publikaci
poskytovatele nejméné ticet (30) dnd piedtim,
nez ji poda treti stran¢. Pokud spole¢nost GSK
pozadd o odklad kvili podani patentovych
prihlasek tykajicich se nového duSevniho
vlastnictvi (Nové DV), poskytovatel souhlasi s
odkladem podani publikace poskytovatele tieti
stran¢ az na sto dvacet (120) dni od pozadavku
spolecnosti GSK. Poskytovatel rovnéz souhlasi

9.5

Institution, consistent with scientific standards
and in a scientific forum, may publish or present
the Study results from Institution Study data (an
“Institution Publication”), provided that the
Institution Publication does not also disclose any
GSK Confidential Information other than the
Study results from Institution’s Study data.
Institution shall submit to GSK for review and
comment any proposed Institution Publication at
least thirty (30) days prior to submitting the
Institution Publication to any third party. If GSK
requests a delay in order to file patent applications
relating to New IP, Institution agrees to delay
submitting the Institution Publication to any third
party for up to one hundred twenty (120) days
after GSK’s request. Institution also agrees that
any Institution Publication shall only be made
after the GSK Publication(s), and consistent with
any limitations and restrictions that may apply,
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s tim, ze jakakoli publikace poskytovatele bude
zvefejnéna az po publikaci GSK, a to v souladu
s pripadnymi omezenimi a restrikcemi, za
predpokladu Ze publikace GSK bude podana do
osmnécit (18) meésicti od posledni navstévy
posledniho subjektu klinického hodnoceni ve
vSech centrech klinického hodnoceni, jak je
definovano v protokolu klinického hodoceni.
Publikace poskytovatele bude odkazovat na
publikaci GSK. Poskytovatel souhlasi s tim, Ze
finanéni podpora spolec¢nosti GSK pro klinické
hodnoceni bude uvedena v jakékoli publikaci
poskytovatele. Poskytovatel zajisti, aby hlavni
zkousejici spliioval povinnosti stanovené v této
Casti.

provided that the GSK Publication is submitted
within eighteen (18) months after last Study
Subject last visit at all sites as defined in the Study
Protocol. The Institution Publication will
reference the GSK Publication(s). Institution
agrees that GSK’s financial support of the Clinical
Trial will be disclosed in any Institution
Publication. Institution shall ensure that Principal
Investigator complies with the obligations
identified in this subclause.

9.6 Osobni udaje subjektt 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
zvefejfiovany. disclosed at any time.

9.7 Povinnosti v tomto ¢lanku budou pfetrvavat po | 9.7 The obligations of this Section shall survive
ukonéeni této smlouvy. termination of this Agreement.

10. Ochrana dat. 10. Data Protection

10.1  Poskytovatel ahlavni zkouSejici budou | 10.1 Institution and Principal Investigator shall
dodrzovat a od fyzickych a pravnickych osob comply and shall require any of the persons
poskytujicich sluzby jejich jménem budou or entities performing the Services on their
vyzadovat dodrZzovani vSech platnych zakon, behalf to comply, with all Applicable Laws,
pravidel, pifedpisi apokyni upravujicich rules, regulations, and guidelines governing the
ochranu udaji umozZiujicich uréit totoznost privacy of personally identifiable information
0sob audaji 0 zdravotnim stavu pacienti and patient health information in Czech
v Ceské republice. Republic.

10.2  PPD zarucuje, Ze protokol stanovi mechanismy | 10.2  PPD guarantees that the Protocol establishes the
umoziujici oddéleni udaju osobni povahy u mechanisms that allow the disassociation of data
subjektt, které se klinického hodnoceni ucastni. with apersonal nature of the Subjects

participating in the Clinical Trial.

10.3  Poskytovatel ujistuje PPD aGSK, Zzehlavni | 10.3  Institution assures PPD and GSK that the
zkousejici pouci subjekty zG¢astnéné v klinickém Principal Investigator shall inform the Subjects
hodnoceni 0 tom, ze jejich osobni udaje ziskané involved in the Clinical Trial that all their personal
prostfednictvim  informovaného souhlasu data collected through the Informed Consent form
adals$imi  zpisoby  budou  uchovavany and. All personal data collected shall be treated
v dokumentaci, S veskerymi shromazdénymi with the privacy, confidentiality and safety
osobnimi 0daji bude nakladino pifi dodrZeni measures established by the relevant applicable
opatieni na ochranu dat, pro utajeni a bezpe¢nost regulation.
stanovenych pfislusnymi platnymi predpisy.

10.4  Prava tykajici se udaji 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
subjekti klinického hodnoceni ohledné pfistupu,
zmény, predani, blokovani nebo vymazu
osobnich udaji. V pfipadé, Ze spolecnost GSK
obdrzi zadost subjektu ohledné takového pristupu,

Institution is best able to manage requests from
Clinical Trial subjects for access, amendment,
transfer, blocking, or deletion of Personal
Information. Inthe event GSK receives
a request from a Clinical Trial subject for such
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2)

3)

4)

zmény, predani, blokovani nebo vymazu, pteda
zadost poskytovateli.

Poskytovatel bude reagovat na zadosti subjektt
klinického hodnoceni 0 piistup, doplnéni, pfevod,
blokovani nebo vymaz osobnich tdaji v souladu
s pfislusnymi pravnimi pfedpisy asmlouvou.
Poskytovatel bere na védomi, zeza ucelem
zachovani  integrity  vysledkd  klinického
hodnoceni muze byt moznost osobni tudaje
upravit, zablokovat nebo vymazat podle
prislusnych pravnich predpisi omezena.

Spole¢nost GSK bere na védomi, ze subjekty
klinického hodnoceni mohou sviij informovany
souhlas s casti v klinickém hodnoceni a souhlas
se zpracovanim osobnich udajii kdykoli odvolat,
jak je popsano ve formulafi informovaného
souhlasu podepsaném subjektem. Poskytovatel
bude neprodlen¢ informovat spolecnost GSK
0 jakémkoli takovém odvolani, které mize
ovlivnit pouzivani osobnich udaji podle této
smlouvy. Poskytovatel vynalozi maximalni usili,
aby objasnil, jaka jsou ocekavani subjektu, pokud
subjekt ukon¢i ucast v klinickém hodnoceni,
vcetné toho, jaké formy komunikace muze
poskytovatel pouZzit k nésledné kontrole subjektu,
je-li to relevantni, ohledné stavu subjektu
klinického hodnoceni po ukonceni klinického
hodnoceni.

Povinnosti obsazené v tomto ¢lanku 10.4 budou
pretrvavat po ukonceni této smlouvy.

2)

3)

4)

access, amendment, transfer, blocking,
or deletion, GSK shall forward the request to
Institution.

Institution shall respond to Clinical Trial
subjects’ requests for access, amendment,
transfer, blocking, or deletion of Personal
Information in accordance with Applicable
Laws and the Agreement. Institution
acknowledges that in order to maintain the
integrity of Clinical Trial results, the ability to
amend, block, or delete Personal Information
may be limited, under Applicable Laws.

GSK acknowledges that Clinical Trial subjects
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.

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

10.5

Ochrana udaju a zabezpeéeni

Vsechny smluvni strany budou dodrZovat veskeré
prislusné pravni piedpisy, mimo jiné véetn¢ vSech
pfislusnych pravnich pfedpisti vztahujicich se k
soukromi a bezpecnosti osobnich udaji, a musi
zavést vhodna technicka a organizacni opatieni
tak, aby zpracovani spliiovalo pozadavky
obecného natizeni 0 ochran¢ udajti (General Data
Protection Regulation, ,,GDPR®) a pfislusnych
pravnich pfedpist, a zajistit ochranu prav
subjektu daji. Kromé toho, abez ohledu na
jakykoli protismysl obsazeny vtéto cCasti,
poskytovatel dodrzi vSechna ustanoveni obsazena
v Priloze 0 ochrané osobnich tdaji (spravce),
ktery je prilozen k této smlouvé a je jeji nedilnou
soucasti [PFiloha 3].

Ve vztahu ke kodovanym tudajim klinického
hodnoceni poskytnutym spolecnosti GSK jsou
poskytovatel i spolecnost GSK povazovani za

10.5

2.

Data Protection and Security

All Parties shall comply with all Applicable
Laws, including without limitation all
Applicable Laws relating to the privacy and
security of Personal Information 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. In addition, and not withstanding
anything to the contrary contained in this
clause, Institution shall comply with all
provisions contained in the Data Privacy
Schedule (Controller) attached hereto and
made a part hereof as [Schedule 3].

With respect to the coded Clinical Trial data
provided to GSK, the Institution and GSK are
both considered data controllers for the
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spravce osobnich idaji s ohledem na zpracovani
osobnich tidaji a oba budou jednat v souladu s
prislusnymi  pravnimi  predpisy 0 ochrané
osobnich udaju.

Pied zpracovanim jakychkoliv osobnich udaja
kazda smluvni strana zajisti, Ze pii vzeti v ivahu
spravné praxe v ramci oboru, nakladt na realizaci
apovahu, rozsah, kontext aucel zpracovani,
jakoz i rizik rizné pravdépodobnosti a zavaznosti
ve vztahu k praviim a svobodam fyzickych osob,
zavede vhodna technicka a organizacni opattenti,
aby predesla neopravnénému nebo nezdkonnému
zpracovani jakychkoli osobnich tdaji, které
muize uchovavat, a k ochrané veskerych takovych
osobnich udaji pfed nahodnou ztratou,
poskozenim nebo zni¢enim.

Poruseni bezpecnosti

a) Oznameni 0 poruSeni bezpe¢nosti. Smluvni
strany souhlasi s tim, Zese vzajemné
vyrozumi bez zbyte¢ného odkladu po
zjisténi poruseni bezpecnosti.
i.  Oznameni 0 poruseni bezpeénosti bude
zaslano spoleénosti GSK e-mailem na
adresu csir@gsk.com;
ii. Oznameni 0 poruseni bezpeénosti bude
poskytovateli zaslano na emailovou adresu
ohk@vfn.cz

b) V pribéhu vzidjemného vyrozumivani
budou smluvni strany poskytovat, jak to
bude mozné, dostate¢né informace ostatnim
smluvnim stranam tak, aby spole¢né mohly
vyhodnotit poruseni bezpecnosti a ucinit
veskerd pozadovana oznameni jakémukoli
statnimu organu ve lhit¢ vyzZadované
pfisluSnymi pravnimi pifedpisy 0 ochrané
osobnich udaji. Tyto informace mohou
zahrnovat mimo jiné:

i.  povahu poruseni bezpeénosti,
kategorie a pfiblizny pocet dotéenych
subjektd Gdaja a zdznamu;

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

iii. veskera opatieni pfijata k feSeni
nebo zmirnéni incidentu.

c) Smluvni strany spole¢né rozhodnou na
zakladé vSech dostupnych informaci
a pfislusnych  pravnich predpisi, zda
poruseni bezpecnosti bude povazovano za
poruseni bezpe€nosti, které je tieba hlasit,

b)

Processing of the Personal Information and will
both act in accordance with the Applicable Data
Protection Law.

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.

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 email: ohk@vfn.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

iii. Any measures taken to address

or mitigate the incident.

The parties will jointly decide on the basis of all
available information and Applicable Laws if
the Security Breach will be considered
a reportable Security Breach and arrange for
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a zajisti vyrozumeéni subjektd udaji a/nebo
statnich organl, vyzaduji-li to pfislusné
pravni piedpisy. Pokud se smluvni strany
rozhodnou, ze ozndmeni je vyzadovano
pfisluSnymi pravnimi pfedpisy 0 ochrané

notification to data subjects and/or government
authorities if required by Applicable Laws.
Where the parties decide that notification is
required by Applicable Data Protection Laws,
the party that incurred the Security Breach shall

osobnich udaji, smluvni strana, ktera be responsible for providing such notification.
zpusobila poruseni bezpecnosti, nese

odpovédnost za poskytnuti takového

oznameni.

d) Soucinnost v pfipadé poruseni bezpecnosti. d) Assistance in Event of Security Breach. In the
V piipad¢é poruSeni bezpecnosti tykajiciho event of a Security Breach relating to the
se osobnich udaji a/nebo davérnych Personal Information and/or GSK Confidential
informaci spole¢nosti GSK shromazdénych Information collected or received by a Party
nebo ziskanych smluvni stranou podle této under this Agreement, the receiving Party
smlouvy, pfijimajici smluvni strana souhlasi agrees to assist and fully cooperate with the
s tim, Ze poskytne soucinnost a bude plné sending Party with any internal investigation
spolupracovat s odesilajici stranou v or external investigation by third parties, such
souvislosti s veskerymi internimi Setfenimi as law enforcement, through the provision of
nebo externimi Setfenimi provadénymi information, employees, interviews, materials,
tietimi stranami, jako jsou organy ¢&inné databases, or any and all other items required to
V trestnim fizeni, prostiednictvim fully investigate and resolve any such incidents
poskytovani  informaci,  zaméstnanct, and provide information necessary to provide
rozhovort, materialll, databazi nebo jinych required notifications. The breached Party
polozek potiebnych k uplnému vySetfeni agrees to take such remedial actions as the
a vyfeSeni takovych incidentd, a poskytne Parties mutually agree is warranted.
informace nezbytné pro ucinéni
pozadovanych  oznadmeni.  PoSkozena
smluvni strana souhlasi s tim, ze pfijme
takova napravnd opatifeni, na kterych se
smluvni strany vzajemné dohodnou.

) Zadna ze smluvnich stran nezpfistupni bez | e) Neither Party shall disclose, without the other
predchoziho pisemného souhlasu druhé party’s  prior written approval, any
strany informace souvisejici s podezienim information related to the suspected Security
na poruseni bezpe€nosti zadné jiné treti Breach to any third party other than a vendor
strané nez dodavateli najatému hired to investigate/mitigate such Security
k vySetfeni/zmirnéni  takového poruseni Breach and bound by confidentiality
bezpeénosti a vazanému povinnosti obligations, except as required by Applicable
zachovavat mlcenlivost, s  vyjimkou Laws.
pfipadd, kdy to vyzaduji pfislusné pravni
predpisy.

11. HlaSeni nezadoucich piihod 11. Adverse Events Reporting
111 Pro ucely této smlouvy se nezadouci piihodou | 11.1 For the purposes of this Agreement an Adverse

(dale jen ,,AE”) rozumi jakakoli necekand
zména zdravotni stavu, bez ohledu na to, zda se
ma za to, zZe ji zpisobil material nebo klinické
hodnoceni, azavaznou nezadouci ptihodou
(dale jen ,,SAE”) se rozumi nezadouci piihoda,

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

kterd ma za nasledek umrti, je Zivot ohrozujici, threatening,  disabling  or incapacitating,
ma za nasledek trvalou invaliditu nebo pracovni requires in-patient treatment or prolongs
neschopnost, vyzaduje hospitalizaci nebo existing hospitalization, is a congenital
prodlouzi  stdvajici  hospitalizaci,  jde anomaly in the off-spring of the patient
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0 vrozenou anomalii U potomka pacienta,
anebo muze vyzadovat zasah k tomu, aby se
kterémukoli zvySe uvedenych nasledki
predeslo.

or which may require intervention to prevent
the previously stated outcomes.

11.2

Veskeré SAE musi byt hlaseny, jak je stanoveno
Vv protokolu, do dvaceti ¢ty (24) hodin od prvniho
zjisténi piislusné SAE, s pouzitim elektronického
zaznamu subjektu hodnoceni (dale jen ,,eCRF”).
Plati to 1 pro jakoukoli udalost, kterd by mohla
ovlivnit  bezpecnost Ucastniki  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 prislusnou
etickou komisi o0kazdé nezidouci piihodé
(v€etn¢ zavaznych nezadoucich piihod), k niz

v pribéhu  klinického  hodnoceni  dojde,
v souladu s protokolem a prislusnymi etickymi i
ptedpisy  danymi  pokyny, aV pfipadé

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 zkousejicitho povinnosti ani neomezuje
jejich povinnost hlésit klinické bezpecnostni
informace  vzniklé v pribéhu  klinického
hodnoceni piislusnym organiim v Ceské republice
v souladu s mistnimi povinnostmi, ¢i dodrzovat
jiné  zdkonné nebo  spravni  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) nahlasil
pomoci eCRF veskeré SAE, které mohou byt
spojeny s podavanim hodnoceného 1éCiva,
a k nimz dojde v prabéhu klinického hodnoceni.
Nedodrzeni tohoto ustanoveni je pro PPD
dostate¢nym davodem k odstoupeni od této
smlouvy dle ¢lanku 16.

11.5

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

11.6

11.7

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

Vystupy znezavislé komise pro kontrolu dat
klinického hodnoceni (dale jen ,IDMC”)

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
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(zejména zapisy z jednani, pribézné analyzy
a veskera doporuceni nebo pozadavky smérujici
od IDMC k poskytovateli, které se tykaji

bezpecnosti  subjektti  klinického hodnoceni)
adalsi relevantni wdaje bude poskytovatel
prubézné piedavat PPD.

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

121 Poskytovatel ahlavni zkouSejici jsou povinni | 12.1 The Institution and Principal Investigator shall
uchovavat veskeré udaje tykajici se klinického keep complete and systematic data related to the
hodnoceni a provedenych sluzeb a veSkeré dalsi Clinical Trial and the Services performed and
zaznamy vytvofené v rdmci této smlouvy, jak to any other records generated as apart of this
vyzaduje protokol, platné zdkony a spravna Agreement as required by the Protocol,
klinicka praxe a v souladu se standardnimi postupy Applicable Laws, and Good Clinical Practices,
poskytovatele. Poskytovatel ahlavni zkousejici and in accordance with Institution’s standard
budou uchovavat tyto zaznamy po maximalni dobu procedures. Institution and Principal Investigator
vyZadovanou pfisluSnym zakonem v zemi, ve will retain such records for the maximum period
které poskytovatel a zkousejici provadéji Studii.. required by Applicable Law in the country in
Po uplynuti pozadované archivaéni doby GSK which Institution and Investigator are conducting
a jakékoli dodateéného archivaéniho obdobi the Study. After the expiration of the GSK
pozadovaného mistnimi, organiza¢nimi, required retention period, and any additional
statnimi, narodnimi a/nebo regula¢nimi pokyny period required by local, organizational, state,
poskytovatel vymaze nebo zni¢i zaznamy national, and/or regulatory guidelines, Institution
klinického hodnoceni ato v souladu s postupy shall delete or destroy Institution’s Clinical Trial
poskytovatele pro vymazani anebo zniCeni records in accordance with Institution’s records
zaznamu. Poskytovatel a hlavni zkousejici nesou deletion or destruction practices. Institution and
odpovédnost za sdéleni spole¢nost GSK Principal Investigator are responsible to
veskerych zmén v opatrovnictvi poskytovatele communicate to GSK any change in Institution’s
nebo hlavniho zkousejiciho a/nebo mista ulozeni or Principal Investigator’s custodianship and/or
zaznamu b&hem obdobi uchovavani zaznamu. location of the records during the record retention

period.

12.2  Opravnéni zastupci spoleénosti GSK maji po | 12.2  Authorized representatives of GSK, upon
poskytnuti predchoziho oznameni a v pracovni | reasonable advance notice and during regular business
dobé pravo  provést  kontrolu  zafizeni | hours, shall have the right to inspect Institution’s facilities
poskytovatele, kterd jsou vyuzivana k provadéni | used in the conduct of the Clinical Trial and to inspect all
klinického hodnoceni (véetné mimo jiné ptistupuk | records relating to the Clinical Trial (including, without
zaznamim nutnym pro monitoring klinického | limitation, access to records as necessary for Clinical Trial
hodnoceni nebo pro audit provadéni klinické | monitoring or to audit the conduct of the Clinical Trial in
studiev souladu se standardy spole¢nost GSK). | accordance with GSK standards). GSK will maintain the
PPD se zavazuje, Zze GSK zajisti zachovani | confidentiality of any Study Subject-identifiable medical
dtvémosti zaznamu tykajicich se | records Institution agrees that all Institution requirements
identifikovatelnych zdravotnich zdznamt subjekti | to enable GSK representatives to access records for
klinického hodnoceni. Poskytovatel souhlasi s tim, | Clinical Trial monitoring have been communicated by
7e veSkeré pozadavky poskytovatele na umoznéni | Institution to GSK prior to the execution of this Agreement
pfistupu zastupci spolecnosti GSK k zaznamim
pro monitoring klinického hodnoceni byly
poskytovatelem sdéleny spolecnosti GSK pied
uzavienim této smlouvy.

12.3  V pripadé, ze poskytovatel nebo hlavni zkousejici | 12.3 In the event Institution or Principal Investigator

obdrzi oznameni o tom, Ze centrum klinického
hodnoceni bude predmétem Setfeni nebo auditu
jakéhokoliv statniho nebo regulacniho tradu,
poskytovatel (nebo hlavni zkousejici, podle
okolnosti) neprodlené informuje GSK nebo
spolecnost PPD. Pokud smluvni strana neobdrzi
ptedchozi oznameni o takovém Setfeni nebo auditu

receives notice that the Clinical Trial site shall be
the subject of an investigation or audit by any
governmental or regulatory authority, Institution
(or Principal Investigator, as the case may be)
shall notify Sponsor and or PPD immediately. In
the event the party does not receive prior notice
of said investigation or audit, the party shall
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informuje spole¢nost PPD, a to ihned jakmile je to
prakticky mozné po ziskani informaci o daném
Setfeni nebo auditu. Poskytovatel a hlavni
zkousejici budou spolupracovat s tUfadem a
poskytnou zadavateli kopie jakychkoli zprav
vydanych timto ufadem, pficemz poskytnou
spole¢nosti GSK pred podanim rozumnou dobu na
prezkum a komentate k jakékoli odezve ze strany
poskytovatele.

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

13. Prohlaseni a zaruky 13. Representations and Warranties

13.1 Poskytovatel ahlavni zkouSejici prohlasuji | 13.1 Institution and Principal Investigator represent
a zarucuji, zedle svého nejlepsiho védomi and warrant to the best of their knowledge, that
a svédomi nejsou vazani zadnou jinou smlouvou, the Institution and the Principal Investigator are
ktera by jim mohla branit v uzavieni a plnéni 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 a result of, the execution
Z nich po dobu platnosti této smlouvy zadnou and performance of this Agreement, and that each
takovou smlouvu, ktera by byla s touto smlouvou will not enter into any such conflicting
v konfliktu, neuzavfe. 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 will not allow any individual or entity to provide
nebo subjektu poskytovat sluzby jménem services on behalf of Institution in connection
poskytovatele v souvislosti s klinickym with the Clinical Trial that has been debarred
hodnocenim, pokud byl néjakym regula¢nim orexcluded by aregulatory authority from
ufadem zbaven nebo vyloucen z Gasti na vyvoji participating in the development or approval of
nebo schvaleni 1éku nebo biologického produktu, adrug  orbiological  or disqualified by
nebo byl takovym ufadem diskvalifikovan jako a regulatory authority as a clinical Investigator
zkousejici klinického hodnoceni nebo jiny or other site personnel, and will notify PPD
personal  centra  klinického  hodnoceni, and/or Sponsor  of any debarment
a poskytovatel informuje spole¢nost PPD a/nebo or disqualification or action against Institution
zadavatele 0jakémkoli  zbaveni nebo or any individual or entity providing services on
diskvalifikaci nebo opatieni proti poskytovateli behalf of Institution in connection with the
nebo jakémukoliv jednotlivei nebo subjektu, Clinical Trial.
ktery poskytuje sluzby jménem poskytovatele
v souvislosti s klinickym hodnocenim.

13.3 Poskytovatel =zadavateli prohlasuje, Zepro | 13.3 Institution represents to GSK that medical care
subjekty zafazené do klinického hodnoceni je for the disease or condition to which the Clinical
dostupna zdravotni péce pro 1é¢bu choroby nebo Trial relates is available to Subjects following the
onemocnéni, kterého se klinické hodnoceni tyka, Clinical Trial in accordance with local standard of
v souladu s mistnimi standardy pée a v ramci care through the usual operations of the local
normalniho fungovani systému zdravotnictvi, healthcare system, and that upon completion of
azepo dokonceni klinického  hodnoceni the Clinical Trial, Institution will appropriate
poskytovatel  zajisti  pfechod  subjektl 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 péfe kjinému
poskytovateli zdravotni péce.

13.4 Hlavni zkousejici timto zaruuje, Ze je opravnén | 13.4  Principal Investigator hereby warrants that he is

poskytovat sluzby v prostordch poskytovatele, a
ze plnéni pfislusné smlouvy a pfijeti jakychkoli
plateb neporuSuje obecné platné predpisy ani
vnitini pfedpisy poskytovatele nebo jiné pravnické
0soby, s niZ je hlavni zkousejici spojen, ani Zadnou

authorized to perform the Services at the Institution
premises under his/her own name and that the
performance of the correspondent agreement and
the acceptance of any payments is not in violation
of legal orinternal regulations of the Institution
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smlouvu, jiz je hlavni zkouSejici vazan. Obdobné
hlavni zkouSejici dale zaruCuje, Ze ziskal(a)
vSechny potfebné souhlasy a/mebo piedal(a)
vSechna pfislusna ohlaseni vedeni poskytovatele
nebo jinému regula¢nimu nebo samoregula¢nimu
organu, vyboru nebo komisi.

or other entity to which Principal Investigator is
associated orany agreement to which Principal
Investigator is bound. Likewise, Principal
Investigator further warrants that he/she has
obtained all required consents from and/ or filed all
required notifications to/from the Institution board
or other regulatory or self-regulatory authority,
board or committee.

14, Omezeni odpovédnosti a nahrada $kody 14. Limitation of Liability and Indemnification
Odskodnéni spole¢nosti GSK je poskytovano GSK indemnification is provided to Institution
Odskodnovanym osobam poskytovatele na Indemnitees by separate agreement.
zaklad¢é samostatné dohody.

15. Vypovéd’ smlouvy 15. Termination

151  PPD miZe tuto smlouvu kdykoli vypovédét bez | 15.1 ~ PPD may terminate this Agreement at any time,
udani divodu s vypovédni lhitou tficeti (30) dnt without cause, by giving thirty (30) days written
zaslanim pisemné vypovédi poskytovateli notice to the Institution and Principal Investigator.
ahlavnimu zkouSejicimu. PPD miZe tuto PPD may terminate this Agreement immediately
smlouvu okamzit¢ vypovédét po pisemném upon written notice to Institution if any of the
oznameni poskytovateli, pokud dojde ke kterékoli following conditions occur:

Z nasledujicich situaci:

i RA/EC nebo jiny prislusny organ ji i the authorization and approval to
odejme povoleni asouhlas k provadéni perform the Clinical Trial in Czech
klinického hodnoceni v Ceské republice; Republic is withdrawn by the RA/EC

or any other competent authority;

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

iii. pokud dostupné tdaje ukazuji, Ze neni iii. if available data indicate that it is not safe
bezpe¢né  pokraovat v podavani to continue to administer the Clinical
hodnoceného piipravku subjektim; Trial Product to Subjects;

iv nebude-1i dosazeno celkového cilového iv if overall Clinical Trial enrollment has
poctu zafazenych subjektd, i kdyz not been met, even if the enroliment at
zafazovani u poskytovatele neni dosud the Institution has not been completed,
ukonceno;

% hlavni zkouSejici nemiiZze v ¢innosti v the Principal Investigator is unable to
pokraovat asmluvni  strany  se continue and an acceptable successor is
nedohodnou na vyhovujicim nastupci; not agreed upon;

vi v ptipadé poruseni protokolu, nebo Vi adherence to the Protocol is poor,
soustavné nepfesného ¢i  nelplného or Clinical Trial data recording is
zaznamu daji klinického hodnoceni; chronically inaccurate or incomplete;

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

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

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

152  V ptipadé, zebude tato smlouva zjakéhokoli | 15.2  In the event this Agreement is terminated for any

divodu vypovézena pied koncem klinického

reason prior to the end of the Clinical Trial, the
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hodnoceni, podnikne poskytovatel kroky, které po
ném bude PPD spravedlivé pozadovat, véetné
komunikace se subjekty, aby napomohl
dokonceni klinického hodnoceni v nahradnim
fesitelském centru uréeném PPD. V takovém
ptipadé (a kromé piipadl, kdy smlouva zanikla
v disledku poruseni povinnosti poskytovatele dle
této smlouvy) PPD wuhradi poskytovateli
pfiméfené  piimé  naklady  vynalozené
v souvislosti s pfesunem klinického hodnoceni,
adale pifiméfené jinak neuhrazené néklady
vynalozené a nezrusitelné zavazky uzaviené pied
obdrzenim informace 0 vypovedi
poskytovatelem.
153  Vypoveéd této smlouvy kteroukoli smluvni
stranou nemad vliv na prava apovinnosti
smluvnich stran, které vznikly pred datem
ucinnosti vypovédi.

154 Poskytovatel je opravnén od této smlouvy odstoupit
v ptipadé, ze:

(i) na zakladé 60 denniho pisemného ozndmeni,
pokud PPD porusi Smlouvu s 60denni lhtitou na
napravu. Oznameni musi obsahovat povahu
poruseni.,

(i1) pokud bude rozhodnuto, ze je PPD v upadku podle
zédkona ¢. 182/2006 Sb., o upadku a zplsobech
jeho feseni (insolvencni zakon), v platném znéni,
nebo dle obdobného pravniho piedpisy dle ciziho
préava,

(iii) pokud néktera smluvni strana pozbude opravnéni,
které je pro fadné a vcasné plnéni povinnosti
vyplyvajicich z této Smlouvy nezbytné;

(iv) pokud bude riziko pro subjekty hodnoceni
neuméme zvyseno, nebo

(v) pokud potiebné opravnéni, povoleni, souhlas nebo
vyjimka je odvolano, odloZena jeho platnost, nebo
uplyne-li doba, na kterou bylo vydano, aniz by
bylo piislusné prodlouzeno.

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.

153  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.

15.4 The Institution is entitled to terminate this
Agreement if :

(i) upon 60 days written notice if the event PPD
breach of Agreement with 60 day period to cure. Notice
shall include the nature of the breach.

(ii) if it is decided that PPD is bankrupt according
to Act No. 182/2006 Coll., on Bankruptcy and Ways of
Solving it (Insolvency Act), as amended, or according
to similar legal regulations under foreign law;

(iii) if any contracting party loses the
authorization necessary for the proper and timely
performance of obligations arising from this
Agreement;

(iv) if the risk to the Study subjects will be
disproportionately increased, or(v) if the necessary
authorization, permit, consent or exemption is revoked,
suspended, or the period for which it was issued expires
without being duly extended.

(v) if the necessary authorization, permit, consent
or exemption is revoked, suspended, or the period for
which it was issued expires without being duly
extended.

16. Uinek pred&asného zaniku smlouvy

16. Effect of Termination

16.1  V pfiipad¢ vypovédi smlouvy budou ¢astky, na | 16.1  Inthe event of termination, the sum payable under
které na zaklad¢ této smlouvy vznika narok, this Agreement shall be limited to prorated fees
omezeny na pomémé kracenou 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 Piilohy 1. Schedule 1.

16.2 Po dokonCeni klinického hodnoceni nebo | 16.2  Upon completion of the Clinical Trial or earlier

predcasném zéaniku této smlouvy poskytovatel
a hlavni zkousejici zajisti, aby veskeré udaje,
informace, zpravy avysledky klinického
hodnoceni byly fadné zaneseny do eCRF
a predany PPD, a vrati PPD veskeré informace,

termination thereof, Institution and/or Principal
Investigator shall ensure that all data,
information, reports and Clinical Trial results
are properly recorded in eCRFs and submitted
to PPD and shall return to PPD all Information.
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vyjma informaci, které ma povinnost
archivovat.

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 1é¢ivo a/nebo material 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, na as described in Clause 3 at Sponsor expense.
naklady zadavatele.

16.4  Thned po obdrzeni vypovédi poskytovatel a hlavni | 16.4  Immediately upon receipt of anotice of
zkousejici ukonéi zafazovani subjektd 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 Iékatského 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 zdrzi vynakladani dalsich nakladt additional costs and expenses to the extent
a vydaju. possible

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

17,18, 19 and 20.
17. DodrZovani 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, abezodkladn¢ 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 predpisu with any such law by any person which relates
kteroukoli osobou, ktera 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
.resitelské  centrum”)  pfistupuji  na (the “Site”) agrees to the terms of the GSK
protiuplatkaiské  a protikorupéni  podminky Anti-Bribery and Anti-Corruption Terms set
GSK, které tvori Piilohu 2 této smlouvy. forth in Schedule 2.

17.3 Kazda smluvni strana vyslovné prohlasuje, | 17.3  Each Party expressly agrees that this Agreement
7e tato smlouva byla uzaviena po fadném is the result of arms-length negotiations, and that
obchodnim jednani, a Ze Zddna smluvni strana neither Party has entered into this Agreement
tuto smlouvu neuzavtela z korupéniho divodu, with acorrupt motive to obtain or retain
aby ziskala nebo si udrzela zakazky, nebo aby business orto secure an unfair business
ziskala neopravnénou obchodni vyhodu. advantage.

17.4  Kazda smluvni strana se timto =zavazuje | 17.4  Each Party hereby warrants and undertakes that

a zaruCuje, Ze soustavné povede spravné
a aktualni zdznamy k zajisténi, aby byly veskeré

they shall at all material times keep and maintain
accurate and up to date accounting records to
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transakce tykajici se této smlouvy dostatecné

ensure that all transactions relating to this

zdokumentovany. Agreement are sufficiently documented.

175  Poskytovatel podle svého nejlepsiho védomi | 17.5  Institution represents, to the best of its knowledge,
prohlasuje, ze v souvislosti s touto smlouvou that in connection with this Agreement, it does not
nevyuziva détskou praci, nucenou praci, employ child labor, forced labor, unsafe working
nebezpeéné pracovni podminky, kruté nebo conditions,  discrimination ~ of  protected
zneuzivajici disciplinamni praktiky na pracovisti; a characteristic, cruel or abusive disciplinary
Zzekazdému zaméstnanci vyplaci alespon practices in the workplace; and that it pays each
minimalni  mzdu,  poskytuje  kazdému employee at least the minimum wage, provides
zaméstnanci viechny zakonem stanovené vyhody each employee with all legally mandated benefits,
a dodrzuje vSechny platné zakony, v¢etné zakon 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 ptisobi. employment rights in the country in which it

operates.

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

jurisdiction

18.1  Tato smlouva se ¥di pravnim fadem Ceské | 18.1  This Agreement shall be governed by and
republiky. interpreted in accordance with the laws of Czech

Republic.

18.2  Smluvni strany se vyslovné vzdavaji jakékoli | 18.2  The Parties, expressly waiving any other
jiné jurisdikce, na kterou maji pfipadné narok, jurisdiction to which they might be entitled,
a sjednavaji, ze veskeré spory, které vzniknou agree to submit any disputes arising out or in
ztéto smlouvy nebo v souvislosti connection with this Agreement (whether of
(bez ohledu na to, zda budou smluvni ¢i jiné a contractual or non-contractual nature) to the
povahy) budou fesit vécné a mistné ptislusné appropriate Courts of Czech Republic.
soudy Ceské republiky.

19. Zavéreéna ustanoveni 19. Miscellaneous

19.1  Vztah nezavislého dodavatele 19.1  Independent Contractor
Poskytovatel véetné svych zastupcli The Institution, including its agents and
a zaméstnanct je vzdy nezavislym dodavatelem employees, shall be an independent contractor at
anikoli zastupcem PPD nebo GSK, anema all times, and shall not be an agent of PPD
skute¢né, zdanlivé ani mlcky predpokladané or GSK and shall have no actual, apparent
opravnéni zavazovat PPD nebo GSK jakymkoli or implied authority to bind PPD or GSK in any
zpisobem ak jakékoli povinnosti. 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, anema narok na zadné to be an employee of PPD or GSK and shall not
zamé&stnanecké vyhody poskytované be entitled to any benefits available to
zaméstnanctim PPD nebo GSK. employees of PPD or GSK.

19.2  Pievod smlouvy 19.2  Assignment

Tato smlouva nesmi byt poskytovatelem
postoupena nebo prevedena bez ptredchoziho

pisemného  souhlasu  spole¢nosti

a spolecnosti GSK. Spole¢nost PPD miize pii

pisemném  oznameni  poskytovateli

smlouvu pievést spolecnosti GSK nebo ji
ur¢enému  subjektu, pii¢emz poskytovatel
V takovém piipad¢ zprosti anatrvalo zbavi

This Agreement may not be assigned
or transferred by Institution without the prior
written consent of PPD and GSK. PPD may
assign this Agreement to GSK or its
designee upon written notice to Institution, in
which case Institution shall release and forever
discharge PPD from any and all claims and
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spolecnost PPD jakychkoli narokti
a odpovédnosti vzniklych na zakladé této
smlouvy po datu G¢innosti takového pievodu.

liability arising out of this Agreement after the
effective date of such assignment.

19.3  Pouzivani ndzvu 19.3  Use of Name
Z4dna smluvni strana nevyda (ani neda vydat No Party shall make (or have made on its behalf)
svym jménem) zadné Ustni ani pisemné any oral orwritten release of any statement,
prohlaseni, informaci, reklamni nebo propaga¢ni 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
jingch  smluvnich stran, bez ptedchoziho without the other Parties prior written approval.
pisemného souhlasu ostatnich smluvnich stran.

194  Oznamovani 19.4  Notices
@ Veskera oznameni dle této smlouvy se @ All notices under this Agreement shall be

zasilaji vyplacené doporucenou ¢i
obdobnou postou, anebo kuryrni
sluzbou. Ozndmeni mohou byt zaslana
i faxem nebo e-mailem, s tim, ze budou
nasledné¢ potvrzena zasilkou, jak je
uvedeno vyse.

sent by registered or certified mail,
postage prepaid, or by overnight courier
service. Notices may be sent by facsimile
or e-mail, if confirmed by also sending
as described above.

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

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

Pokud spoleénosti PPD/ If to PPD:

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

Antala Staska 2027/79

140 00 Prague 4

Czech Republic

Pokud poskytovateli / If to Institution:

Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2, 128 08, Czech Republic

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

Pokud hlavnimu zkousSejicimu /If to Principal Investigator:

XXX

(c) Kromé piipadt popsanych v oddile 10.5 této smlouvy
pro piipad poruseni zabezpedeni nebude e-mail platnou
metodou prenosu oznameni podle této smlouvy.

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

195 Délitelnost smlouvy

195

Severability

Bude-li nékteré wustanoveni této smlouvy
Vv jakémkoli ohledu nezédkonné nebo
nevymahatelné, nema to vliv na zakonnost
a vymahatelnost  ostatnich  ustanoveni  této
smlouvy.

If any provision(s) of this Agreement should be
illegal or unenforceable in any respect, the legality
and enforceability of the remaining provisions of
this Agreement shall not in any way be affected.
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19.6

Vzdani se ustanoveni; zména smlouvy

19.6

Waiver; Modification of Agreement

Jakékoli vzdani se nékterého ustanoveni, dodatek
¢i zmeéna kterékoli podminky této smlouvy jsou
platné pouze tehdy, jsou-li vyhotoveny pisemné
apodepsany opravnénymi  zastupci  vSech
smluvnich stran. Skute¢nost, Zese néktera
smluvni strana nedomaha urcitych svych prav
z této smlouvy, nesmi byt vykladana jako vzdani
se téchto prav, a vzdani se urcitych prav nékterou
smluvni stranou v jednom ¢i vice piipadech nesmi
byt vykladano jako pokracujici vzdani se téchto
prav nebo vzdani se téchto prav v jinych
pripadech.

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
acontinuing waiver oras awaiver in other
instances.
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19.7 Vys§8i moc

19.7 Force Majeure

Pokud nastane situace vyvolana vyssi moci ve vztahu ke
zadavateli, spolecnosti PPD nebo poskytovateli, ktera
ovlivitue nebo by mohla ovliviiovat plnéni nékterych z
jejich povinnosti dle této smlouvy, musi o tom ihned
informovat ostatni strany a uvést podrobnosti o udalosti a
jakakoliv opatfeni, ktera podnikd nebo navrhuje pfijmout
ke zmirmnéni jejiho dopadu. Zadnd smluvni strana
neporuSuje tuto smlouvu, ani nenese odpovédnost vici
druhé stran€, pokud je jakékoliv zpozdéni plnéni nebo
neplnéni zptsobeno udalosti vyvolanou vy$§i moci.
Zadavatel nebo spole¢nost PPD vSak nemohou vyuzit
situaci vyvolanou vyssi moci k nespInéni jakékoli platebni
povinnosti dle této smlouvy. Pokud situace vyvolana vyssi
moci trva déle nez pét (5) po sob¢ jdoucich pracovnich dnil,
zadavatel, spole¢nost PPD a poskytovatel budou jednat o
tom, jaka alternativni opatfeni Ize rozumné uplatnit. Pokud
vSak situace vyvolana vys$S§i moci brani zadavatel,
spolecnosti PPD nebo poskytovateli v plnéni jejich
povinnosti po dobu del$i nez jeden (1) mésic, mohou
ostatni strany tuto dohodu ukong¢it pisemnym oznamenim.
V této podcasti (j) se terminem ,,vy$$i moc* rozumi ve
vztahu k zadavateli, spole¢nost PPD nebo poskytovateli
(,,postizena strana“), jakékoli okolnosti mimo rozumnou
kontrolu postizené strany nebo jejiho pfidruzeného
subjektu, které ptimo brani nebo maji zdvazny neptiznivy
vliv na plnéni povinnosti postizené strany podle této
smlouvy a zahrnuje nasledujici:

(i) ptirodni katastrofy jako jsou zivelni pohromy, povoden,
sucho, zemétreseni nebo jiné piirodni udalosti, valka,
hrozba valky nebo piiprava na valku, ozbrojeny konflikt;
(i1) teroristicky ttok, obcanska valka, obcanské nepokoje
nebo boufe: (iii) epidemie nebo pandemie; (iv) jakykoliv
zakon nebo nafizeni vlady, pravidlo, natizeni nebo natizeni
vladniho organu, véetné¢ mimo jiné uvaleni embarga,
omezeni dovozu nebo vyvozu, kvéty nebo jind omezeni
nebo zakazy, nebo neuvedeni dulezité licence nebo
souhlasu; a (v) pokud je to nad ramec kontroly postizené
strany, jakykoliv pracovni spor véetné generalni stavky,
prumyslové akce nebo uzavéry, kromé pripadt, kdy se
takovy pracovni spor tyka pouze zaméstnancl postiZzené
strany, jejich pridruzenych spolecnosti nebo jejich ¢i jejich
subdodavateld, ale pro vylouceni pochybnosti nezahrnuje
jakékoliv udalosti nebo véci, které se tykaji smluvni strany:
(1) jsou pfifaditelné umysinému jednani, zanedbani nebo
opomenuti pfijmout rozumna opatieni proti takové udalosti
timto subjektem; nebo (2) pouze zvysuji naklady 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 divodu 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).

19.8Neexistence jinych ustanoveni

19.8Entire Agreement
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Tato smlouva véetné svych piiloh piedstavuje
celou smlouvu aujednani mezi smluvnimi
svého predmétu, arusi
a nahrazuje veskeré piedchozi smlouvy, dohody
¢i ujednani mezi smluvnimi stranami, at’ uz
ustni nebo pisemné. Z pisemnych a Ustnich
ukonll uéinénych v jednani mezi smluvnimi
smlouvy
nevyplyva ani implicitné Zadné prohlaseni,
zavazek ani pfislib, ktery by nebyl vyslovné

stranami ve véci

stranami pfed uzavienim této

uveden Vv této smlouvé.

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

19.9  Zavére¢na ustanoveni 19.9  Miscellaneous
@) Pro tucely této smlouvy se ,spoleCnosti ve | (a) For the purposes of this Agreement, “Affiliate”
skuping* rozumi pravnicka osoba, ktera ovlada means any entity that controls, is controlled by,
stranu této smlouvy, je ji ovladana, nebo je spolu or is under common control with, a party to this
sni ovladana stejnou ovladajici osobou. Agreement. Inthis context, “control” shall
V tomto kontextu se ,ovladanim“ rozumi: mean (1) ownership by one entity, directly
(1) skute¢nost, Ze dana osoba vlastni, pfimo ¢i or indirectly, of at least forty percent (40%) of
nepiimo, alespon Ctyficet procent 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 usmérfiovat fizeni of another entity, by contract or otherwise;
nebo strategii druhé osoby, na zakladé smlouvy or (3) any other relationship between GSK
¢ 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,
poskytovatele.
(b) The Institution agrees to post the
(b) Poskytovatel se zavazuje, Ze zveiejni Agreement in  Contract registry in
smlouvu v registru smluv v souladu se accordance with Act 340/2015 Coll. On
zakonem 340/2015 Sb. o registru smluv Contract registry in the extend according to
vV rozsahu stanoveném timto zakonem this law and approved by PPD/GSK within
a odsouhlaseném spole¢nosti PPD/GSK do five (5) business days from the date of the
péti (5) pracovnich dni ode dne posledniho last signature and will inform PPD about
podpisu ainformuje o0 jejim zvefejnéni this release via email. In case PPD will not
spole¢nost PPD emailem. V piipadé, receive confirmation about release of the
ze spole¢nost PPD neobdrzi potvrzeni Agreement within five (5) business days
0 zvefejnéni smlouvy do péti (5) pracovnich from the date of the last signature, PPD is
dni ode dne posledniho podpisu, je entitled to make necessary steps to post the
opravnéna podniknout piislusné kroky Agreement.
K jejimu zvetejnéni.
(©) Disputes regarding this Agreement which the
(c) Spory tykajici se této smlouvy, které se Parties fail to settle amicably will be settled in
smluvnim strandm nepodafi vyfeSit smirng, accordance with Czech Republic legislation in
budou feseny dle prava Ceské republiky pied a Czech Republic court of law.
soudy Ceské republiky.
(d) This Agreement is drawn up in the Czech and
(d) Tato smlouva je vyhotovena Vv &eském English languages. Inthe event of a conflict

a anglickém jazyce. V pfipadné rozporu mezi
témito verzemi ma prednost verze ceska.

between these versions, the Czech version shall
prevail.
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(e) Poskytovatel souhlasi s tim, Ze spole¢nost GSK
je opravnénou tieti stranou této smlouvy a mutize
podle ni uplatiiovat sva prava. V piipadg, ze tak
spole¢nost GSK z jakéhokoli divodu nebude
moci ucinit, poskytovatel souhlasi s tim, muze
mit prospéch z prav spolecnosti GSK podle této
smlouvy (mimo jiné véetn¢ prav tykajicich se
zvefejnéni, diveérnosti a dusevniho vlastnictvi)
amuze tato prava avyhody pievést na
spole¢nost GSK.

(e) Institution agrees that GSK is athird 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 fadné¢ opravnénych zastupct,
S platnosti od data u¢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:

Datum / Date:

Poskytovatel / Institution:

Podpis / Signature:

Jméno / Name:

Funkce / Title:

Datum / Date:

Hlavni zkouSejici / Principal Investigator:

Podpis / Signature:

Jméno / Name:

Datum / Date:

Seznam priloh této smlouvy:

List of Schedules to this Agreement:

Ptiloha 1: Rozpocet klinického hodnoceni a platby

Ptiloha 2: Proti uplatkaiské a protikorupcni podminky
GSK

Ptiloha 3: Pfiloha 0 ochrané osobnich udajt

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

Schedule 2: GSK ABAC

Schedule 3 : Data Privacy Schedule
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Priloha 1

Schedule 1

Rozpocet klinického hodnoceni a platby

Budget/Funding of the Clinical Trial and
Payments

GSK 219538

GSK 219538

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

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

Payee Name /

VSeobecna fakultni nemocnice v Praze

Nazev uctu

Payee Address / U Nemocnice 499/2, 128 08, Praha 2
Adresa ptijemce plateb

Sort Code / 0710

Kéd banky

Bank Information
and Routing number

Ceska narodni banka,

as applicable:/ 24035021/0710
Bankovni informace - Nazev banky a ¢islo uctu
Tax ID Number/ICO: 00064165

Instituce mize v prubehu studie pozadat o revizi
udajt o prijemci uvedenych v tomto dokumentu. V
takovém piipad¢ se strany dohodly, Ze neni nutny
zadny dodatek k této smlouvé za predpokladu, Ze
Instituce predlozi PPD pisemné oznameni s
upravenymi udaji o pfijemci platby a pripadné
upraveny formulat W-9. Strany se dale dohodly, Ze
PPD nenese zadnou odpovédnost za nespravné
udaje o pfijemci poskytnuté instituci.

Naklady na subjekt: Céstka, ktera ma byt
vyplacena piijemci za dokonceny subjekt je
uvedena v piiloze A-1, sniZzend o desetiprocentni
(10 %) srazku. Platby budou provadény mésicné
v ¢eskych korunach a budou vychazet z
uskutecnénych navstév subjektl oveérenych
ptipadné v CRF.

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

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

Nabor: Instituce vynalozi veskeré Usili, aby nabrala
subjekty do studie pied XXX , coz je cilové datum
ukonceni, ke kterému musi instituce zapsat subjekty
studie ("cilové datum ukonceni zapisu"). Zadavate
muze kdykoli ukonéit registraci v Instituci podle
svého uvazeni, véetné ptipadu, kdy bylo dosazeno

Enrollment: Institution will use its best endeavors
to enroll Study subjects 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 Study
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celkového cilového poctu ucastniki Studie ve vSech
studijnich centrech v zemi, ve které Instituce
provadi Studii. Zadavatel nebude povinen provést
zadnou platbu prostiednictvim PPD s ohledem na
jakykoli subjekt Studie zafazeny nad ramec poctu
subjekti Studie zafazenych Instituci v souladu s
Protokolem.

enrollment goal across all Study centers in the
country in which the Institution is conducting the
Study has been achieved. Sponsor 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.

Platby v Kklinickém hodnoceni budou probihat
takto:

The Study shall be payable as follows:

Netuspéch ve screeningu: Piijemci bude vyplacena
platba v poméru 1:1 (jeden netispéSny screening na
jeden =zapsany subjekt). Na zikladé ovéteni
v zaznamu subjektu hodnoceni (CRF) bude
pfijemci plateb provedena uhrada v souladu se
sazbami stanovenymi vtabulce plateb pro
screeningovou navstévu. Pro tcely této smlouvy se
,heuspéchem ve screeningu® rozumi jakykoli
subjekt hodnoceni, u kterého se zpocatku zda, ze
splituje kritéria pro pfedbéZny screening, podepiSe

formulaf informovaného souhlasu, absolvuje
screeningovou navstévu, ale nedojde K jeho
randomizaci do klinického hodnoceni. Jakakoli

dalsi neuspéchy ve skriningu, ktera prekroci vyse
uvedené maximalni ¢astky, budou vyplacena na
zaklad¢ pisemného souhlasu Zadavatela bez
nutnosti dodatku k této smlouve.

Screen Failures: The Payee will be paid on a basis
of a 1:1 ratio (one screen failure for every one
subjects enrolled). Payee will be reimbursed in
accordance with the rates set forth for the Screening
visit in the Table of payments, as verified in the
CRF. For purposes of this Agreement, a Screen
Failure shall mean any subject, who initially
appears to meet the criteria for screening, signs the
informed consent form, completes the screening
visit but does not randomize into the Study. Any
additional Screen Failures that exceed the
aforementioned maximum amounts, will be paid
upon written approval from Sponsor without
requiring an amendment to this Agreement.

Aktivaéni poplatek klinického hodnoceni:
Jednorazovy nevratny poplatek za zahdjeni studie
ve vySi stanovené v tabulce plateb za cinnosti
spojené se zahajenim studie bude instituci vyplacen
na zaklad¢ Uplného uzavieni smlouvy, fadného
vyplnéni a predloZzeni vSech regulacnich
dokumentt definovanych studijnim tymem GSK
pro studii, véetné mimo jiné formulaie FDA 1572 a
dokumentll o finan¢nich informacich, jakoz i
predlozeni IRB. Pted platbou musi byt obdrzena
spravna a podrobn¢ rozepsana faktura.

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

Uchovavani a archivace ZAznamu:
Zdravotnickému zafizeni bude pro Gcely pInéni této
smlouvy zaplacen jednorazovy poplatek za
uchovavani a archivaci zdznamt v sazbé uvedené
V tabulce plateb. Zdravotnickému zatfizeni bude
tento poplatek uhrazen po uzavieni této smlouvy,

Record Storage and Archiving: A one-time record
storage and archiving fee at the rate set forth in
Table of payments will be paid to the Institution for
purposes of compliance with this Agreement.
Institution will be paid this fee upon execution of
this Agreement, confirmation of IRB meeting and
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potvrzeni o schiizi institucionalni revizni komise
a po jejim schvaleni a po splnéni pozadavkil pied
zahajenim klinického hodnoceni, jak stanovi
zadavatel nebo spole¢nost PPD / jeji zastupce.

approval, and completion of pre-Study
requirements as specified by Sponsor or PPD/its
designee.

Aktivaéni poplatek lékarné: Pfijemce plateb
obdrzi jednorazovy poplatek uvedeny v tabulce
nize, ktery pokryva vstupni naklady za lékarenské
sluzby vramci tohoto klinického hodnoceni.
Aktivaéni poplatek 1ékarné bude splatny, jakmile
spole¢nost PPD obdrzi od piijemce plateb spravnou
a podrobnou fakturu s rozepsanymi polozkami.

Pharmacy Start-Up Fees: Payee will receive a
one-time fee at the rate set forth in Exhibit A to
cover set-up of the pharmacy services on this Study.
The pharmacy start-up fees will be payable upon
PPD’s receipt of a correct and itemized invoice
from payee.

Neplanované  navsStévy: »Neplanovana
navstéva“ je definovdna jako navstéva subjektu
hodnoceni, ktera neni vyslovné stanovena
v protokolu, ale je jinak nezbytna v ramci
klinického hodnoceni. Nepldnované navsteévy
budou uhrazeny v sazbé uvedené v tabulce plateb
poté, co spolecnost PPD obdrzi spravné a podrobné
faktury s rozepsanymi polozkami.

Unscheduled visits: An “Unscheduled Visit” shall
be defined as a Study subject visit which is not
expressly set forth in the Protocol, but is otherwise
required for the Study. Unscheduled Visits will be
paid at the rate set forth in the Table of payments
upon PPD's receipt of correct and itemized invoices.

Uhrada zichranych léki: Zachranné léky z
mistnich zdroji distribuované pacientim nebo
pouzivané instituci v souladu s protokolem studie
budou hrazeny zadavatelem nebo PPD. Uhrada za
zachranné 1éky bude instituci vyplacena na
prikazném zaklad¢ (rezijni naklady se neuplatiiuji)
a bude vyplacena po obdrzeni spravnych a
podrobné rozepsanych faktur.

Rescue Medication Reimbursement: Locally
sourced rescue medications distributed to patients
or used by the institution in accordance with the
Study Protocol will be reimbursed by Sponsor or
PPD. Payment for rescue medications will be
payable to the Institution on a pass-through basis
(overhead will not be applicable) and paid upon the
receipt of correct and itemized invoices.

Cestovni nahrady pro pacienty: Zadavatel uhradi
ucastnikim studie cestovni vydaje, stravu a jiné
pfiméfené naklady vzniklé v disledku ucasti na
tomto klinickém hodnoceni. Na stravné a jiné
pfiméfené vydaje poskytne zadavatel pevnou ¢astku
xxx K¢, vydaje za cestovné budou proplaceny na
strvrzenek/jizdenek nebo na zdkladé ujetych
kilometrti v piipadé pouzivani osobniho automobilu
se bude proplacet ¢astka xxx k¢ na 1 km.

V ptipadé biopsie kiize bude poskytnuta nahrada ve
vysi Xxxx K¢.

K proplaceni cestovnich vyloh pacientiim dochazi v
pokladné zdravotnického zatizeni nebo pfevodem
na ucet pacienta.

Patient Travel Reimbursement: The sponsor will
reimburse study participants for travel, meals and
other reasonable expenses incurred as a result of
participation in this clinical trial. For meals and other
reasonable expenses, the sponsor will provide a fixed
amount of CZK xxx; travel expenses will be
reimbursed on the basis of receipts/tickets or on the
basis of kilometres travelled in the case of use of a
private car at a rate of CZK xxx per km.

In the case of skin biopsy, reimbursement of CZK xxx
will be provided.

Patients are reimbursed for their travel expenses at the
cash desk of the Institution or by transfer to the
patient's account.
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FINANCNI REZERVA

Zdravotnické zafizeni se zavazuje vyplacet
subjektim hodnoceni naklady subjektu hodnoceni.
Zdravotnické zafizeni bude fakturovat naklady
subjektu hodnoceni spole¢nosti PPD. Na zadost
zadavatele je zdravotnické zatizeni povinno dolozit,
ze naklady subjektu hodnoceni byly vyplaceny.
Zdravotnické zafizeni je opravnén pozadovat po
zadavateli finan¢ni rezervu na uhradu nakladd
subjekti hodnoceni, a to max. ve vysi xxx K¢.
Finan¢ni rezerva bude zadavatelem uhrazena na
zakladé zaslané faktury. V piipadé, ze dojde k
vycerpani tii ¢tvrtin finanéni rezervy na uhradu
nakladd subjektu hodnoceni, je zdravotnické
zafizeni opravnéno vystavit dalsi fakturu ve vyse
uvedené vysi a zadavatel se zavazuje fakturu do 30
dnti od vystaveni uhradit. Zdravotnické zafizeni se
dale zavazuje vyuctovat zadavateli vyplacené
naklady subjektu hodnoceni bezprostiedné poté, co
posledni subjekt hodnoceni v mist¢ hodnoceni
ukon¢i ucast v klinickém hodnoceni. Piipadna
nevyCerpand  ¢ast finanéni rezervy  bude
zdravotnickym zatizenim bez zbyteénych odkladii
vrdcena na Uet zadavatele. K proplaceni
cestovnich vyloh pacientim dochazi v pokladné
zdravotnického zafizeni nebo pfevodem na ucet
pacienta.

Ptipadné dotazy tykajici se cestovnich néahrad
Subjektti klinického hodnoceni budou zaslany na
travel-costs@vfn.cz.

FINANCIAL RESERVE

The Institution agrees to reimburse the trial subjects
for the costs of the trial subject. The Institution will
invoice the costs of the trial subject to D. At the
request of the Sponsor, the health facility shall
provide evidence that the costs of the evaluation
subject have been paid. The Institution shall be
entitled to require the Sponsor to make a financial
provision for the reimbursement of the costs of the
evaluators, up to a maximum of CZK xxx. The
financial reserve will be reimbursed by the Sponsor
on the basis of the invoice received. In the event that
three quarters of the advance payment is reached, the
Institution shall be entitled to issue a further invoice
in the above amount and the Sponsor shall be obliged
to pay the invoice within 30 days of its issue. The
Institution shall further undertake to invoice the
Sponsor for the costs paid to the trial subject
immediately after the last trial subject at the trial site
has completed participation in the clinical trial. Any
unspent part of the financial reserve shall be returned
to the sponsor without undue delay by the Institution.
Reimbursement of patients' travel expenses shall be
made at the cash desk of the Institution or by transfer
to the patient's account.

Any questions regarding travel reimbursements to
Clinical Trial Subjects will be sent to travel-

costs@vfn.cz.

Zapijcené vybaveni: Vyputjcené vybaveni a jeho
hodnota jsou popsany takto:

Na konci studie bude vraceno zapujéené vybaveni:
aktigrafie (nositelné hodinky pro ucastniky), tablety
od spolecnosti IQVIA, ePro Devices a jakékoli dalsi
zapujcené vybaveni, které je zahrnuto ve smlouve.

Loaned Equipment: Loaned Equipment and its
value are described as follows:

Actigraphy (wearable watch for participants), tablets
from IQVIA, ePro Devices, and any other loaned
equipment which is covered in the legal language,
will be returned at the end of the study.

Faktury: Vsechny spravné apodrobné faktury
Srozepsanymi polozkami tykajici se tohoto
klinického hodnoceni je tfeba adresovat spole¢nosti
PPD actvrtletné ptredkladat kthradé nize
uvedenym:

Invoices:  All correct and itemized invoices
pertaining to this Study should be addressed to PPD
and submitted quarterly for reimbursement to the
following:

Faktury je tfeba zasilat e-mailem na adresu:
GSKROWInvestigatorPayments@PPD.com nebo
postou na adresu PPD Investigator Services LLC,

Invoices should be addressed by email to:
GSKROW nvestigatorPayments@PPD.com, or via
mail at PPD Investigator Services LLC, 929 North
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929 North Front Street, Wilmington, NC 28401,
USA, VAT:46-2919241
V kopii: fakturyPPDCZ.sm@ppd.com

Front Street, Wilmington, NC 28401, USA,
VAT:46-2919241

In copy: fakturyPPDCZ.sm@ppd.com

Vsechny faktury musi obsahovat nasledujici tidaje:

All invoices must include the following:

e Nazev a adresa zdravotnického zafizeni

e |nstitution Name and Address

e Cislo protokolu

e Protocol Number

e Jméno zkousejiciho Iékate

e Investigator Name

e Datum faktury

e |nvoice Date

e (Cislo faktury

e Invoice Number

e Jasny popis fakturovanych polozek, Ccisla
subjektd hodnoceni, datum sluzby a piipadné
podpirmou dokumentaci (mimo jiné vcetné
uctenek, adresy pfijemce a vydejce, faktur od
dodavatelt atd.).

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

o POZNAMKA! Na fakturu ani do zaloznich
informaci ~ NEUVADEJTE  Zadné
identifikacni tudaje subjektd hodnoceni
kromé cisla subjektu hodnoceni. Jména,
inicialy, adresy, telefonni ¢isla, vék a data
narozeni subjektd hodnoceni v zaloznich
informacich, na uctenkach a formulafich
dodavateld je tfeba pied odeslanim
spole¢nosti PPD redigovat, aby se zajistila
ochrana soukromi pacientt.

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

e Spravnad castka uvedend pro kazdou

fakturovanou polozku

e Correct amount listed for each invoiced item

e Celkova fakturovana ¢astka

e Total amount being invoiced

e Informace o pfijemci plateb véetné jména
aadresy pro zaslani platby (toto by mélo
odpovidat platebnim udajim uvedenym v této
smlouvé).

e Payee information including name and address
for sending payment (this should match the
payment information listed in this Agreement)

Vsechny faktury za platby spojené s klinickym
hodnocenim, jak je uvedeno v této tabulce plateb
a rozpisu plateb, musi byt zaslany spole¢nosti PPD
do devadesati (90) dni po zavéreéné navstéve
vramci klinického hodnoceni ve zdravotnickém
zafizeni. Faktury obdrzené po tomto terminu
nebudou proplaceny.

All invoices for Study payments, as outlined in this
Table of payments and payment schedule, must be
submitted to PPD within ninety (90) days of the
Institution’s Study close-out visit. Invoices
received after this time will not be reimbursed.
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Zavéretna platba: Zavérecna platba, kterd
odpovidd zbyvajicim deseti procentim (10 %)
nakladd, bude provedena po ukonceni zavére¢né
navstévy a po obdrzeni (i) vSech vyplnénych a
opravenych formulait zprav o ptipadu a dotazd, (ii)
veskeré dokumentace ke studii, (iii) vyuctovani
vSech nepouzitych studijnich 1é¢iv a (iv) vraceni
veskerého studijniho vybaveni a materidlu podle
pokynii PPD a zadavatele. Spole¢nost PPD musi byt
informovana o jakychkoli nesrovnalostech do
devadesati (90) dnti od obdrzeni konecné platby.

Pokud pfti ukonceni Studie PPD vyplatila zalohy
podle podminek této Smlouvy, které prevysuji
ziskanou ¢astku za vSechny uskute¢néné navstévy
subjektd Studie, Piijemce uhradi PPD do Sedesati
(60) dnt jakoukoli castku, o kterou zalohy PPD
pfevysSuji ziskané poplatky.

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

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

Bez piedchoziho pisemného souhlasu
zadavatele GSK nebudou zvaZoviny
Zadné dalsi Zadosti o financovdni.

No other additional funding requests will
be considered without the prior written
consent of GSK.
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Tabulka plateb/Table of payment

Visit Cost
including Site
Visit/Navstéva OH/cena za | request/PoZadavek
navstévu vc. centra
OH
Day -28 to -
Screening/Skrining V1 1/Den -28 az
1
V2 D1
V3 D3
D8
V4 @1)
D15
V5 @1)
D22
V6 @1)
D29
V7
Treatment =D
Phase/faze 1é¢by ve D43
#2)
D57
*
V9 2)
D71
V10 @2)
D85
V11 2)
D99
V12 2)
D113
V13 *2)
D141
V14 3)
Safety Follow- D169
Up/bezpeénostni V15
sledovani (€5))
D197
V16 23)
Total/celkem
Early
Withdrawal/ptedc¢asné
ukonceni
*Visit 9 WK8 - NoTX-
Photo/UNV/névstéva 9
tyden 8-NoTX-
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foto/neplanovana
navstéva

Phone IMP Discontinuation/telefonické ukonc¢eni IMP
Visit Cost
including site
Visit/navstéva OH/Z;:ena request/poZadavek
2757 centra
navstévu
vé. OH
V3 -
Phone/navstéva V3 - D3
telefonicky
V4 —
Phone/navstéva V4 - (5;3)
telefonicky
V5 -
Phone/navstéva V5 - (Ti?
telefonicky
V6 —
Phone/navstéva V6 - (Dizﬁ
telefonicky
V7 - Phone/nav§téva D29
V7 - telefonicky (€3))
Discontinuation V8 — D43
Visit/preruseni | Phone/navstéva V8§ - *2)
navstévy telefonicky
V9 - Phone/navstéva D57
V9 - telefonicky *2)
V10 -
Phone/navstéva V10 Z:g
- telefonicky
V11 -
Phone/navstéva V11 2‘:8;
- telefonicky
V12 -
Phone/navstéva V12 8?2?
- telefonicky
V13 -
Phone/navstéva V13 ?:g')g
- telefonicky
V14 -
Phone/navstéva V14 ?i';l)l
- telefonicky
Safety Follow- V15 - D169
Up/bezpecénostni | Phone/navstéva V15 3)
sledovani - telefonicky
V16 -
Phone/navstéva V16 ?:g)?
telefonicky
Total/celkem
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Invoiceable Items/fakturované polozky

Name/nazev

Selected Cost

including OH (if
applicable)/vybrana | site

cena zahrnuje OH | request/pozadavek
centra

FSH and Estradiol (in WNCBP)

Pregnancy Test (serum)/téhotensky test
(serum)

Pregnancy Test (urine)/t¢hotensky test
(mo¢)

12-Lead ECG/12svodové EKG

Site Level Other Direct Costs/ostatni
nikldy centra

Selected Cost
including OH (if
applicable)/vybrana
cena zahnruje OH

site
request/pozadavek
centra

One-time Archiving/Document storage/per
site/jednorazovy poplatek za archivaci

One-time Pharmacy set-up fee/jednorazovy
poplatek za iniciaci 1ékarny

Pharmacy fee for syringe preparation
(applicable for V2 and V9)/poplatek za
ptipravu injekéni stiikacky (platné pro V2 a
\V9)

One-time Site Start-up Costs/aktiva¢ni
poplatek

Amendment fee/poplatek za dodatek

GSK_PPD_CzRep_3Way CTAg_(PPD party)

219538xxxxxxxx Approved for signature MJ/30Apr2024

Page 45 of 63



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 viechny platné zakony, mimo jiné v¢etné
protikorupénich piedpisi, a Zev souvislosti
S plnénim této smlouvy v minulosti neucinil nic
z nasledujiciho, azavazuje se, zev budoucnu
nebude, pifimo ani nepiimo, Ccinit, slibovat,
autorizovat, ratifikovat ani nabizet, ze provede nebo
ucini jakékoli kroky k provedeni jakékoli platby
nebo pievodu cehokoli hodnotného za tucelem
ovlivnéni, vyvolani nebo odmény jakéhokoli ¢inu,
opomenuti nebo rozhodnuti k zajisténi nepiimétené
vyhody, nebo nevhodné pomadahat sobé nebo
spole¢nosti GSK pfi ziskani nebo udrzeni obchodu
nebo jakymkoli zpisobem s cilem nebo ucinkem
vetejného nebo obchodniho uplatku, a zarucuje,
Ze piijal pfiméfend opatfeni za ucelem zabranéni
subdodavateliim, zastupcim nebo jinym tfetim
strandm, které podlé€haji jeho kontrole nebo vlivu
pfi rozhodovani, aby tak ucinili. Za uc¢elem vyhnuti
se jakymkoli pochybnostem, toto zahrnuje odmény
za urychlené vyfizeni, coz jsou neoficialni,
nevhodné, drobné platby nebo dary nabizené nebo
poskytnuté vladnim ufednikiim za tcelem zajisténi
nebo urychleni rutinniho nebo nezbytného tkonu,
na ktery mame zakonny narok.

(2) Poskytovatel prohlasuje a zarucuje, ze kromé
ptipadi, které byly spolecnosti GSK pisemné
sdéleny pred zahajenim této smlouvy (i) nema
zadny zajem, ktery by byl v rozporu s jejim fadnym
aetickym plnénim této smlouvy; a(ii) bude
udrZzovat nezavislé vztahy se vSemi tfetimi
stranami, se kterymi jedna jménem GSK pfi plnéni
této smlouvy. Poskytovatel bude GSK pfi nejblizsi
mozné piilezitosti pisemn¢ informovat 0 jakémkoli
stietu zajmu, ke kterému dojde béhem plnéni této
smlouvy.

(3) Spole¢nosti GSK aPPD jsou opravnény
okamzité ukoncit Smlouvu pisemnym oznamenim
Poskytovateli, pokud Poskytovatel neplni své
povinnosti v souladu s souladu s touto piilohou 2.
Poskytovatel nema viic¢i spole¢nosti GSK nebo PPD
zadny narok na ndhradu jakékoli ztraty jakékoli
povahy v diasledku ukonceni této smlouvy
v souladu s touto ptilohou 2.

(44) Instituce je odpovédna (i finanéné) za jakékoli
pokuty, ztraty, zavazky a vydaje vzniklé PPD v
dasledku poruseni jakychkoliv zavazkl instituce a
hlavniho zkousejictho podle této Prilohy 2.

Q) 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.

©)] 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 is responsible (including
financially) for any penalties, losses, liabilities and
expenses incurred by PPD as a result of Institution
and Principal Investigator’s breach of any of its
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Povinnost nést odpovédnost vici PPD podle této
Prilohy 2 za poruSeni protikorupéniho zikona
nepodléha omezeni odpovédnosti, pokud existuje,
jak je uvedeno v ¢asti 14 smlouvy.

obligations under this Schedule 2. The obligation to
be responsible to 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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Priloha 3
- PRILOHA O OCHRANE OSOBNICH UDAJU

Schedule 3
-DATA PRIVACY SCHEDULE

PODMINKY OCHRANY OSOBNICH UDAJU -
OMEZENE OSOBNI UDAJE

11 Tato pfiloha o ochran€ osobnich udaji tvofi
soucCast smlouvy o klinickém hodnoceni (dale jen
,smlouva“) a predstavuje smlouvu mezi zadavatelem,
zastoupenym PPD na zdkladé plni moci, a
poskytovatelem sluzeb pri provadéni klinického
hodnoceni podle protokolu ¢. 219538 spole¢nosti
GSK. Vpripadé jakéhokoli rozporu mezi
podminkami této pfilohy apodminkami smlouvy
bude mit v otdzkach ochrany osobnich udajt ptednost
tato priloha. Pojmy, které se v anglické verzi této
ptilohy uvadéji s velkym pismenem a které v ni
nejsou definovdny, maji takovy vyznam, jimz se
vykladaji v jinych castech smlouvy. Pojmy, které se
v anglické verzi této ptilohy uvadéji s velkym
pismenem a které v ni definovany jsou, maji takovy
vyznam, jimz se vykladaji v této piiloze nebo podle
zakond o ochrané¢ osobnich udaja.  Jakymkoli
odkazem na GSK se mini zadavatel, jakoz i vSechny
souvisejici pridruzené spolecnosti.

1.2 Definice

Adekvatni zemi se rozumi jakakoli zemé, u niz maji
vlada Spojeného kralovstvi a/nebo Evropska komise
za to, Ze vpiislusnych pfipadech zajistuje
odpovidajici miru ochrany podle clanku 45(3)
nafizeni GDPR.

»PFilohou* se rozumi pfiloha provadéciho
rozhodnuti Komise o standardnich  smluvnich
dolozkach pro predavani osobnich udajii do tfetich
zemi podle nafizeni Evropského parlamentu a Rady
(EU) 2016/679.

Platnym zakonem (platnymi zakony) se rozumi
vSechny zakony, regulacni pozadavky, stanovy nebo
vyhlasky vztahujici se na podnikdni smluvni strany
nebo plnéni jejich povinnosti podle této smlouvy,
vcetn¢ SKP.

Souvisejici pridruZenou spolefnosti se rozumi
kazda spolec¢nost ptidruzena ke spole¢nosti GSK,
kterd mé v postaveni tieti strany prospéch ze sluzeb
souvisejicich s klinickym hodnocenim (GSK na
vyzadani poskytne jejich seznam poskytovateli
sluzeb).

DATA PROTECTION TERMS — RESTRICTED
PERSONAL INFORMATION

11 This Privacy Schedule forms a part of the
Clinical Clinical TrialAgreement (hereinafter,
the “Agreement”) and constitutes a contract
between the contracting authority, represented by
PPD under a power of attorney, and Institution for
the conduct of the Clinical Trialunder GSK
Protocol 219538. Inthe event of any conflict
between the terms of this Schedule and the terms
of the Agreement, this Schedule will control with
respect to matters of data privacy. Capitalised
terms not defined in this Schedule will have the
meanings ascribed to them in other parts of the
Agreement. Capitalised terms that are defined in
this Schedule, will have the meanings ascribed to
them in this Schedule or Data Protection Laws.
Any reference to GSK means Sponsor, as well as
any Covered Affiliates.

1.2 Definitions

Adequate Country means any country held by the
Government of the United Kingdom and/or the
European Commission from time to time as
providing an adequate level of protection pursuant
to Article 45(3) of the GDPR.

“Annex” means the Annex to the Commission
Implementing Decision on standard contractual
clauses for the transfer of personal data to third
countries pursuant to Regulation (EU) 2016/679 of
the European Parliament and of the Council.

Applicable Law(s) means all laws, regulatory
requirements, statutes, or ordinances applicable to
a Party’s business or the performance of its
obligations under the Agreement, including GCPs.

Covered Affiliate means each Affiliate of GSK
which has the benefit of the Study-related services
as a third party (a list of which will be provided by
GSK to Institution on request).
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Klinickou vyzkumnou organizaci neboli CRO se
rozumi poskytovatel sluzeb spolecnosti GSK, kterym
je spolecnost PPD Global Ltd., ktery ktery jménem
spole¢nost GSK provadi zpracovani osobnich tdaju v
klinickém hodnoceni tak, Ze jednd v postaveni
zpracovatele za spole¢nost GSK.

Vzorovymi doloZkami upravujicimi vztah spravce
— spravee se rozumi (i) piiloha spole¢né s PRVNIM

MODULEM: Predavani spravcem
spravci (K dispozici na
https://ec.europa.eu/info/system/files/1_en_annexe a
cte_autonome_cp_partl_v5_0.pdf), ktera je

zaclenéna do této piilohy formou odkazu na jeji text
ve znéni pozdéjsich aktualizaci, zmén, nahrazeni nebo
zneplatnéni ze strany Evropské komise.

Ziakony o ochrané osobnich udaji se rozumi obecné
nafizeni o ochrané osobnich udaji (EU) 2016/679
0 ochran¢  fyzickych osob v souvislosti  se
zpracovanim osobnich udajii a volném pohybu téchto
udajii a veskeré platné zakony a/nebo predpisy, které
implementuji a/nebo uplatiuji odchylky podle n¢j
a/nebo jej nahrazuji nebo zneplatiuji (dale jen
GDPR), britské nafizeni GDPR, které upravuje
britsky zakon o ochrané osobnich tdajt z roku 2018,
a veskeré ostatni zakony tykajici se zpracovani
osobnich udaju, které vstoupi v platnost

Spravna Kklinicka praxe neboli SKP znamena
stavajici postupy vyzadované v rozsahu platném
v zemi, ve které se klinické hodnoceni provadi,
jednim nebo vice z nasledujicich dokumentt:
(1) zasadami harmonizované tistranné smérnice ICH
pro spravnou klinickou praxi (CPMP/ICH/135/95) E6
a E11; (2) natizenim Evropského parlamentu a Rady
(EU) €. 536/2014 ze dne 16. dubna 2014 o klinickych
hodnocenich huméannich [éCivych pripravkl a o
zru$eni smérnice 2001/20/ES a veskerych mistnich
zakonl, pravidel a predpist, které takové nafizeni
implementuji; () jakymikoli dal§imi pravnimi a
etickymi pozadavky a profesnimi standardy.

Clinical Research Organization or CRO means
GSK’s service provider PPD Global Ltd. which
processes the Study Personal Information on
behalf of GSK, by acting as a processor of GSK.

C-C Model Clauses means (i) the Annex along
with MODULE ONE: Transfer controller to

controller (available at
https://ec.europa.eu/info/system/files/1 _en annex
e_acte autonome cp_partl v5 0.pdf), and

incorporated herein by reference as updated,
amended, replaced or superseded from time to time
by the European Commission.

Data Protection Laws means the General Data
Protection Regulation (EU) 2016/679 on the
protection of natural persons with regard to the
processing of personal data and on the free
movement of such data and any applicable laws
and/or regulations that implement and/or exercise
derogations under it and/or replace or supersede it
(GDPR); the UK GDPR as tailored by the UK Data
Protection Act 2018; and all other laws concerning
the processing of personal data that turn to be
applicable.

Good Clinical Practices or GCPs means current
practices required by one or more of the following,
to the extent applicable in the country in which the
Clinical Trialis conducted: (1) the principles of
ICH Harmonised Tripartite Guideline for Good
Clinical Practice (CPMP/ICH/135/95) E6 and
E11; (2) the Regulation (EU) No 536/2014 of the
European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal products
for human use, and repealing Directive
2001/20/EC and any local laws, rules and
regulations that implement such Regulation; (4)
any other legal and ethical requirements and
professional standards.
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https://ec.europa.eu/info/system/files/1_en_annexe_acte_autonome_cp_part1_v5_0.pdf
https://ec.europa.eu/info/system/files/1_en_annexe_acte_autonome_cp_part1_v5_0.pdf

ZkouSejicim lékafem se rozumi osoba (osoby)
odpovédna (odpovédné) za provadéni klinického
hodnoceni u poskytovatele sluzeb a za ptfimy dohled
nad tymem klinického hodnoceni.

Osobnimi informacemi neboli osobnimi tdaji se
rozumi jakékoli osobni udaje tykajici se ztotoznéné
nebo ztotoznitelné osobys, jak ji definuji platné zdkony
0 ochrané osobnich udaji.
Vzorovymi doloZkami upravujicimi vztah
zpracovatel — spravce se rozumi (i) ptiloha spoleéné
s CTVRTYM MODULEM: Pfedani od zpracovatele
spravci (k dispozici na [
https://ec.europa.eu/info/system/files/1_en_annexe_a

Investigator means the individual(s) responsible
for the conduct of the Clinical Trialat Institution
and for direct supervision of Clinical TrialStaff.

Personal Information or Personal Data means
any personal data relating to an identified or
identifiable individual, as defined in the
Applicable Data Protection Laws.

P-C Model Clauses means (i) the Annex along
with MODULE FOUR: Transfer processor to
controller (available at
https://ec.europa.eu/info/system/files/1 _en_annex
e acte autonome cp partl v5 0.pdf),

cte_autonome_cp_partl_v5_0.pdf), ktera je
zaclenéna do této piilohy formou odkazu na jeji text

ve znéni pozdéjSich aktualizaci, zmén, nahrazeni nebo
zneplatnéni ze strany Evropské komise.

Osobni udaje v klinickém hodnoceni znamenaji
jakékoli osobni uidaje pacientd v klinickém hodnoceni
zpracovavané pro ucely klinického hodnoceni: které
poskytovatel sluzeb shromazd’uje nebo vytvari jménem
spolecnosti GSK na zéklad¢ této smlouvy nebo v
souvislosti s ni a/nebo které poskytovatel sluzeb
shromazd’'uje nebo vytvaii a poskytuje spolecnosti
GSK na zakladé této smlouvy nebo v souvislosti s ni,
véetné piipadi, kdy jsou osobni udaje z klinického
hodnoceni sdileny se spole¢nosti GSK prostiednictvim
jim jmenované CRO.

Tymem klinického hodnoceni se rozumi jednotlivci
poskytujici s klinickym
hodnocenim poskytované poskytovatelem sluzeb

sluzby  souvisejici

jménem poskytovatele sluzeb, mimo jiné vcetné

spoluzkousejicich, koordinator klinického
hodnoceni  adalSich  zaméstnancl,  zastupci
poskytovatele sluzeb a/nebo spolecnosti GSK

schvalenych subdodavatelti poskytovatele sluzeb.

Pacientem (pacienty) v Kklinickém hodnoceni se
rozumi kazdy jednotlivec, ktery v souladu s platnymi
zakony pfed zahijenim jakéhokoli postupu
souvisejicitho s klinickym hodnocenim odevzdal
formulaf informovaného souhlasu a byl zafazen do
klinického hodnoceni.

and incorporated herein by reference as updated,
amended, replaced or superseded from time to time
by the European Commission.

Study Personal Information means any Personal
Information of Clinical TrialSubjects processed
for the purpose of the Study: that Institution
collects or generates on behalf of GSK under or in
connection with the Agreement, and/or that
Institution collects or generates and provides to
GSK under or in connection with the Agreement,
including where the Clinical TrialPersonal
Information is shared with GSK through its
appointed CRO.

Study Staff means the individuals providing
services on behalf of the Institution with respect to
the Clinical Trialrelated services provided by the
Institution, including without limitation, sub-
investigators, Clinical Trialcoordinators, and other
Institution employees, agents, and/or GSK-
approved subcontractors of the Institution.

Study Subject(s) means each individual who
provided an informed consent form and is enrolled
in the Study, prior to the commencement of any
Study-related procedure, in accordance with
Applicable Law.
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Dodatkem platnym ve Spojeném kralovstvi se
rozumi dodatek o mezinarodnim piedévani udaji ke
standardnim smluvnim dolozkdm Komise EU, ktery
byl pfijat dozorovym organem ve Spojeném
kralovstvi (dale jen ,,JCO%), vstoupil v platnost dne
21. brezna 2022 a je do této prilohy zaclenén formou
odkazu na jeho text ve znéni pozd¢jSich aktualizaci,
zmeén, nahrazeni nebo zneplatnéni ze strany ICO.

Pojmy spravce, posouzeni vlivu na ochranu
osobnich udaji, subjekt udaji, poruSeni
zabezpecfeni  osobnich zpracovatel,
zpracovani, poskytovatel sluZeb a dozorovy organ
maji takovy vyznam, jimz se vykladaji podle
ptislusnych zakonli o ochran¢ osobnich udaja.

udaju,

1.3 Vseobecné podminky

a) CRO jménem spole¢nosti GSK
a poskytovatel sluzeb souhlasi s tim, Zze ve vztahu
K osobnim z klinick¢ho ~ hodnoceni
zpracovavanym podle této smlouvy: (i) bude
spolecnost GSK povazovan za spravce; (ii) pokud
poskytovatel sluzeb jedna jako zpracovatel osobnich
udaji v klinickém hodnoceni podle pfislusnych
zdakoni o ochrané¢ osobnich tdaji, budou platit
podminky pro zpracovatele v odstavci 1.4 (iii) pokud
poskytovatel sluzeb jedna jako spravce osobnich
udaji v klinickém hodnoceni, budou podle
prislusnych zakonid o ochrané osobnich udaju, platit

udajim

podminky pro spravce v odstavei 1.5.

b) Pro ucely této smlouvy bude poskytovatel
sluzeb povazovan za zpracovatele pro zpracovani
osobnich udaji subjekti klinického hodnoceni ve
spojitosti s provadénim sluzeb, a spravce pro
zpracovani osobnich 0daji ¢lenti pracovniho tymu
poskytovatele ve spojitosti s provadénim sluzeb pro
klinické hodnoceni ¢) Popis  zpracovani: (1)
zpracovani  udaju Cleni pracovniho tymu
poskytovatele, (ii) zpracovani kédovanych osobnich
udaji subjektt klinické studie pro analyzu, sledovani
a dokumentaci podle protokolu pii poskytovani

sluzeb pro klinického hodnoceni.

TRVANI, POVAHA A UCEL ZPRACOVANI

UK Addendum means the International Data
Transfer Addendum to the EU Commission
Standard Contractual Clauses adopted by the
supervisory authority in the United Kingdom
(“ICO”) and entered into force on 21 March 2022,
and incorporated herein by reference as updated,
amended, replaced or superseded from time to time
by the ICO.

The terms controller, data protection impact
assessment, data subject, personal data breach,
processor, processing, service provider and
supervisory authority will be as defined under
relevant Data Protection Laws.

13 General terms

a) CRO on behalf of GSK and Institution
agree that in relation to the Clinical TrialPersonal
Information processed under the Agreement:
(i) GSK shall be considered a controller; (ii) if
Institution is acting as a processor of Clinical
TrialPersonal Information under relevant Data
Protection Laws, the Processor Terms in section
1.4 will apply (iii) if Institution is acting as
a controller of Clinical TrialPersonal Information
under relevant Data Protection Laws, the
Controller Terms in section 1.5 will apply.

b) For purposes of the Agreement, the
Institution shall be considered a processor for the
processing of personal data of clinical trial subjects
in connection with the performance of services,
and a controller. for processing of personal data of
members of the Institution’s work team in
connection with the performance of the clinical
trial

C) Description  of  Processing:(i)  the
processing of member’s data of the Institution’s
work team, (ii) the processing of coded personal
data of Study subjects for analysis, monitoring and
documentation according to protocol in the
provision of clinical trial services.

DURATION, NATURE AND PURPOSE OF
PROCESSING
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Trvani zpracovani: Nestanovi-li smlouva néco
jiného, nebo pokud se smluvni strany pisemné
nedohodnou jinak, bude zpracovani osobnich udaji v
klinickém hodnoceni probihat po dobu trvani smlouvy
a po jakékoli dalsi obdobi stanovené platnymi zdkony.

Povaha a ucel zpracovani

GSK: Za tcelem plnéni povinnosti vyplyvajicich ze
smlouvy; provadéni vyzkumu v souladu s protokolem
klinického hodnoceni (v€etné jakychkoli dodatkil
k protokolu klinického hodnoceni); plnéni povinnosti
ulozenych  platnymi  zakony (naptf. hlaSeni
0 bezpecnosti); klinického  hodnoceni
a monitorovani spravnosti jeho realizace; provadéni
dalsiho védeckého vyzkumu; ziskani registrace.

fizeni

CRO: Za 1ucelem fizeni klinického hodnoceni
a monitorovani jeho spravné realizace jménem

spole¢nosti GSK.

Poskytovatel sluzeb: Pro ucely provadéni klinického
hodnoceni spolec¢nosti GSK dle smlouvy.

OSOBNI UDAJE
Jednotlivci mohou byt: Zkousejici
v klinickém hodnoceni, tym klinického hodnoceni,

1ékafti

pacienti v klinickém hodnoceni

Kategorie osobnich udaji v klinickém hodnoceni
mohou zahrnovat: U  zkouSejicich  1ékarid
klinického hodnoceni, tymu klinického hodnoceni:
Osobni kontaktni tdaje (napf. adresa, e-mail
a telefonni Cislo a/nebo tdaje v dokladu totoznosti),
profesni udaje, osobni Zivotopisné udaje (napt. vek,
pohlavi a narodnost).

U pacienti v klinickém hodnoceni: Koédované udaje
kontaktni bezpecnostnim

a osobni udaje kvili

duvodim.

Zvlastni kategorie osobnich udaju v klinickém
hodnoceni mohou zahrnovat: Lékaiské nebo
zdravotni informace (vCetné rodinné anamnézy),
apokud jsou zahrnuty v protokolu klinického
hodnoceni, i informace o etnickém ptivodu nebo rase,

sexudlni orientaci nebo pohlavnim Zivoté, genetické

Duration of Processing

Unless stated otherwise in the Agreement, or
agreed in writing between the parties, Clinical
TrialPersonal Information will be processed for the
term of the Agreement, and any such additional
period provided under Applicable Laws.

Nature and purpose of Processing GSK:
For the purpose of complying with the obligations
under the Agreement, performing the research
according to the Clinical TrialProtocol (including
any amendments to the Clinical TrialProtocol);
meeting the obligations imposed by Applicable
Laws (e.g., safety reporting); managing the
Clinical Trialand monitoring its  correct
implementation, conducting further scientific
research, seeking market approval.

CRO: For the purposes of managing the Clinical
Trialand monitoring its correct implementation on
behalf of GSK GSK.

Institution: For the purpose of conducting the
Clinical Trial on behalf of GSK under the
Agreement.

PERSONAL INFORMATION

Individuals may include: Clinical
Triallnvestigators, Clinical TrialStaff, Clinical
TrialSubjects

Categories of Clinical TrialPersonal
Information may include: For Clinical
Triallnvestigators, Clinical TrialStaff: Personal
contact information (e.g., address, email, and
telephone number, and/or IDs), professional
details, personal biographical information (e.g.,
age, gender, and nationality).

For Clinical TrialSubjects: Key-coded data and
personal contact details for safety purposes.

Special categories of Clinical TrialPersonal
Information may include: Medical or health
information (including family medical history),
and, if included in the Clinical TrialProtocol,
ethnicity or race, sexual orientation or sex life,
genetic information, biometric data (including
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informace, biometrické udaje (v€etné obrazkit), lidské
biologické vzorky (napf. vzorky krve, bunék a tkané¢).

d) Po ukonceni klinického hodnoceni zlistane
tato pfiloha v platnosti a bude i nadale plné u¢inna.

1.4 Modul s podminkami zpracovatele

a) Vseobecné podminky

0] Piedmét zpracovani, doba trvani, povaha a
ucel  zpracovani, typ osobnich udaji v

ramci klinického hodnoceni a kategorie osob, jejichz
udaje jsou poskytovatelem zpracovavany na zdklade
této smlouvy, jsou popsany v odstavci Popis
zpracovani této piilohy.
(i) Kazdd smluvni strana bude plnit své
povinnosti podle zakonl o ochrané udaji v souvislosti
se zpracovanim osobnich daji klinického hodnoceni.
Tyto podminky nezbavuji poskytovatele povinnosti
plnit zavazky, které se na néj vztahuji podle platnych
zakoni o ochran¢ osobnich udaju.

(iii)  Poskytovatel: bude osobni
informace klinického hodnoceni, véetné¢ mimo jiné
mezinarodniho pfenosu osobnich udaji v klinickém
hodnoceni pouze za ucelem provadéni klinického

zpracovavat

hodnoceni jménem spolecnosti GSK na zakladé
smlouvy a v souladu s pokyny CRO jménem GSK a
platnymi zékony; oznami spolecnosti GSK, pokud by
podle rozumného nézoru poskytovatele pokyny GSK
porusovaly zakony o ochrané udajti; poskytne GSK
souCinnost pii jakémkoli hodnoceni dopadu na
ochranu udaji a/nebo hodnoceni pienosu udaju
zpracovanim osobnich udajl
klinického hodnoceni na zakladé¢ smlouvy; ihned
informuje GSK/CRO, pokud obdrzi jakoukoli
komunikaci od jakéhokoli dozorového organu tykajici

souvisejicich  se

se zpracovani osobnich udaji v klinickém hodnoceni
nebo plnéni strany v souladu se zakony o ochrang
udajt, a pomahat CRO jménem GSK pii reakci na
takovou komunikaci.

(iv) Poskytovatel: umozni pfistup k osobnim
udajim  z klinického  hodnoceni pouze tymu

klinického hodnoceni a/nebo zkousejicim a/nebo

images), human biological samples (e.g., blood,
cells, and tissue samples).

d) Upon termination of the Study, this
Schedule will survive and continue in full effect.

1.4 Processor Terms Module

a) General Terms

Q) The subject matter, duration, nature and
purpose of the processing, the type of Study
Personal Information and the categories of
individuals whose data is processed by Institution
under the Agreement are described in the
Description of Processing clause of this Schedule.

(i) Each party will comply with its
obligations under Data Protection Laws in relation
to the processing of Study Personal Information.
These terms will not exempt Institution from
complying with obligations to which Institution is
subject pursuant to applicable Data Protection
Laws.

(iii) Institution will: process Study Personal
Information (including, without limitation, the
transfer of Study Personal Information
internationally) only in order to conduct the Study
on behalf of GSK under the Agreement and in
accordance with the instructions of CRO on behalf
of GSK and the Applicable Laws; notify GSK if,
in Institution’s reasonable opinion, GSK’s
instructions would breach Data Protection Laws;
assist GSK with any data protection impact
assessment and/or data transfer impact assessment
relating to the processing of Study Personal
Information under the Agreement; and promptly
notify GSK/CRO if it receives any communication
from any supervisory authority which relates to the
processing of Study Personal Information, or to
either party’s compliance with Data Protection
Laws, and assist CRO on behalf of GSK in
responding to any such communication.

(iv) Institution will: afford access to Study
Personal Information only to Study Staff and/or
Investigator(s) and/or GSK service providers
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poskytovatelim  sluzeb GSK zapojenym do
klinického hodnoceni, ktefi tento pfistup potiebuji
k uceliim provadéni klinického hodnoceni, a zajisti,
aby tito jednotlivci udaje z klinického hodnoceni
zpracovavali pouze v souladu s pokyny CRO jménem
spolecnosti GSK; umozni pfistup k osobnim udajlim
Z klinického hodnoceni pouze ve formé¢ koédované
klicem, pokud to neni vyzadovéno platnymi zakony
jinak; nebudou mit zadné pravo zpracovavat osobni
udaje zklinického hodnoceni pro svij vlastni
obchodni prospéch v jakékoli formé, véetné (nikoli
vSak vyluéné) ve form¢ deidentifikované nebo
anonymizovangé: nebude zvetejiiovat, uvolfiovat nebo
prenaset osobni udaje z klinického hodnoceni tretim
strandm nebo podnikiim, kromé toho, co je nezbytné
k provedeni klinického testu na zakladé smlouvy,
nebo pokud to specificky nafidi CRO jménem
spole¢nosti GSK.

(V) Bez ohledu na vySe uvedené, pokud je
poskytovatel povinen zpracovavat osobni tudaje
z klinického hodnoceni podle platného zakona,
informuje o tom GSK/CRO, pokud to takovy zdkon
dovoluje.

(vi) V ptipadé€, ze poskytovatel predpoklada, ze
neni schopen splnit pozadavky, které byly rozumné
stanoveny spole¢nosti GSK/CRO, ihned to oznami
spole¢nosti GSK/CRO, pricemz GSK/CRO ma pravo
ukoncit jakoukoli zakladni smlouvu, o kterou se tato
ptiloha opira.

b) Oznameni o ochrané¢ osobnich udaju a
informovany souhlas jednotlivce. Pokud neni
vyslovné pisemné dohodnuto jinak, poskytovatel
jménem GSK informuje jednotlivce, ktefi se Gcastni
klinického hodnoceni, o zpracovani jejich osobnich
udajii a ziska od nich souhlas ptedany GSK, ktery
vyzaduji platné pravni predpisy a zakony o ochrané
osobnich udaji, pokud je souhlas vyzadovan jako
pravni zéklad, a to tak, ze jim poskytne oznameni o
ochran¢ osobnich udajt ptipraveny GSK (pro klinicky
persondl a zkousejici) a shromazdi jejich informovany
souhlas v souladu s formuldfem informovaného
souhlasu GSK (pro u¢astniky klinického hodnoceni).

involved in the Study who need access to it for the
purposes of conducting the Study and ensure that
those individuals only process the Study Personal
Information pursuant to and consistent with the
instructions from CRO on behalf of GSK; afford
access to Study Personal Information only in key-
coded form, unless otherwise required under
Applicable Laws; not have any right to process
Study Personal Information for its own
commercial benefit in any form, including, without
limitation, in de-identified or anonymized form; or
not disclose, release or transfer Study Personal
Information to any third party or business except
as necessary to conduct the Clinical Trial under the
Agreement or as specifically directed by CRO on
behalf of GSK.

(V) Without limiting the above, if Institution is
required to process Study Personal Information by
any law applicable, it will, to the extent permitted
by such applicable law, promptly inform
GSK/CRO.

(vi) In the event Institution does not believe it
can meet the requirements as reasonably set forth
by GSK/CRO Institution will notify GSK/CRO
immediately of its inability and GSK/CRO will
have the right to terminate any underlying
agreement relying on this Schedule.

b) Privacy Notices and Individual Informed
Consent. Unless expressly agreed otherwise in
writing, Institution will, on behalf of GSK, inform
the individuals taking part to the Clinical Trial
about the processing of their Personal Information
and obtain from them any consent required by
Applicable Laws and Data Protection Laws, when
consent is required as legal basis, by providing
them with GSK’s Clinical Privacy Notice (for
Study Staff and Investigators) and collecting their
informed consent in accordance with GSK
Informed Consent Form (for Study Participants).

C) Rights of Individuals. If an individual
makes a written request to the Institution,
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C) Prava jednotlivcl. Pokud jednotlivec poda
poskytovateli pisemnou zadost, ve které uplatni
nekterd prava dle zakonii o ochrané osobnich udajii
tykajici se osobnich udaji Clentt tymu klinického
hodnoceni dané osoby, poskytovatel: (i) ihned a bez
zbytecného prodleni pfeda pozadavek spolecnosti
GSK/CRO, pokud je to mozné, aniz by zahrnovala
jakékoliv identifikatory: a (ii) bude spolupracovat a
poskytne rozumnou pomoc spole¢nosti GSK/CRO v
souvislosti s timto pozadavkem, aby spolecnost
GSK/CRO mohla reagovat v souladu se zakony na
ochranu osobnich udaji. Pokud ma spolecnost GSK
pouze klicem koédované osobni udaje v klinickém
hodnoceni, poskytovatel zajisti veskerou nezbytnou
spolupraci k uspokojeni pozadavku jednotlivce
ucastniciho se klinického hodnoceni a informuje
tohoto jednotlivce o pfijatych opatienich.

d) Bezpe¢nostni opatieni a poruseni osobnich
udajii. Poskytovatel zavede a bude udrzovat vhodna
technicka a organiza¢ni bezpecnostni opatfeni, véetné
mimo jiné opatieni uvedenych v ¢asti ,,Bezpecnostni
opatieni“ niZze. Aniz jsou dotCeny pozadavky c¢asti
Bezpecnostni  opatfeni,  poskytovatel
spole¢nosti GSK/CRO poruseni ochrany osobnich
udaji, které se tyka osobnich idaji v ramei klinického
hodnoceni, a to neprodlené a do 48 hodin poté, co se

oznami

o ném dozvi,
GSK/CRO
GSK/CRO v souvislosti s takovym porusenim

pricemz poskytne

kterou  si

spole¢nosti

soucinnost, spole¢nost

pfiméfene vyzada.

e) Sdileni  osobnich udaji v  klinickém
hodnoceni.  Poskytovatel  nebude:  zapojovat
subdodavatele  (,,dil¢tho  zpracovatele”)  bez

piedchoziho obecného povoleni CRO jménem GSK a
informuje GSK/CRO nejméné 14 dni pfedem o
jakékoli zamyslené zméné tykajici se pridani nebo
nahrazeni subdodavatelli témi, ktefi byli schvaleni
GSK, aby tak poskytla GSK moznost vznést namitku;
pted sdilenim osobnich udaja klinického hodnoceni s
jakymkoli  subdodavatelem wuzavie s timto
subdodavatelem smlouvu obsahujici podminky
ekvivalentni tém, které jsou uvedeny v této smlouve;
zustane pln€ zodpoveédnou za jakékoli selhani

jakéhokoli subdodavatele pti plnéni jeho povinnosti v

exercising any of the rights under Data Protection
Laws in respect of individual’s Study Personal
Information, the Institution will: (i) promptly and
without undue delay forward the request to
GSK/CRO, to the extent possible without
including any identifiers; and (ii) cooperate and
provide reasonable assistance to GSK/CRO in
relation to that request to enable GSK/CRO to
respond in accordance with Data Protection Laws.
To the extent that GSK only holds key-coded
Study Personal Information, Institution will
provide all the necessary cooperation to meet the
Study Subject’s request and inform that Study
Subject of the actions taken.

d) Security Measures and Personal Data
Breach. Institution will: implement and maintain
appropriate technical and organisational security
measures including, without limitation, the
measures set out in the “Security Measure” section
below. Without prejudice to the requirements of
the Security Measures section, Institution will
notify GSK/CRO promptly and within 24 hours
after becoming aware of a personal data breach
affecting Study Personal Information and provide
GSK/CRO with assistance reasonably requested
by GSK/CRO in relation to such breach.

e) Sharing of Study Personal Information.
Institution will: not engage a sub-contractor
(a “sub-processor”) without the prior general
authorisation of CRO on behalf of GSK and inform
GSK/CRO at least 14 days in advance of any
intended changes concerning the addition or
replacement of sub-contractors to those approved
by GSK, so giving GSK the opportunity to object;
before disclosing Study Personal Information to
any sub-contractor, enter into a contract with that
sub-contractor containing terms equivalent to
those set out in this Schedule; remain fully liable
for any failure of any sub-contractor to fulfil its
data protection obligations; disclose to sub-
contractors only the minimum amount of Study
Personal Information required to perform the sub-
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oblasti ochrany osobnich tidajti; sdéli subdodavatelim
pouze minimalni mnozstvi osobnich udaji klinického
hodnoceni pottebnych k provadéni
subdodavatelskych aktivit; udrzi osobni udaje v
klinickém hodnoceni v souladu s podminkami
smlouvy, platnymi zékony a zadkony o ochrané
osobnich udaji v bezpec¢i a divérnosti; neposkytne
osobni udaje v klinickém hodnoceni zadnému svému
zaméstnanci, pokud tito jednotlivei neprosli
odpovidajicim Skolenim v oblasti ochrany tdaji a
nejsou pravné nebo smluvné vazani k uchovavani
informaci v ditvérnosti.

f) Dodrzovani piedpisit a audit. Na zakladé
odiivodnéné pisemné zadosti spolecnosti GSK/CRO
nebo v souladu s oficialni zadosti, kterou spole¢nost
GSK/CRO obdrzi od ptislusného dozorového organu
nebo etické komise, poskytovatel: poskytne veskeré
informace nezbytné k prokazani souladu s touto
ptilohou; a aniz by tim bylo omezeno jakékoli jiné
pravo spolecnosti GSK podle této smlouvy, umozni
CRO jménem spolecnosti GSK nebo pfislusného
dozorového organu Ci etické komise provadét audity,
a to tak, Ze v prostorach poskytovatele nebo na dalku
zptistupni dokumenty, zpravy a elektronické tidaje
(vCetné elektronickych zdravotnich zaznami) tykajici
se zpracovani osobnich udaji v ramci klinického
hodnoceni poskytovatelem nebo jakymkoli dil¢im
zpracovatelem, aby CRO jménem spole¢nosti GSK
mohla ovéfit soulad s touto ptilohou; pro tyto Gcely
muze mit GSK/CRO pfistup k nesifrovanym osobnim
udajim studie v rozsahu, ktery mize byt nezbytny.
Jakykoliv audit ze strany GSK nebo CRO bude
provadén pii respektovani podminek Smlouvy o
klinickém hodnoceni upravujicich monitorovani a
audit ze strany GSK nebo CRO.

s)) Ukonceni a vyprseni platnosti. Pokud neni ve
smlouvé vyslovné uvedeno jinak, po ukonceni
klinického hodnoceni poskytovatel ucini nasledujici a
rovnéZ zajisti aby tak ucinil dil¢i zpracovatel: ihned
pfestane pouZzivat osobni udaje klinického hodnocenti;
a podle volby GSK a v souladu s pokyny GSK, vrati
osobni udaje klinického hodnoceni spolecnosti GSK
nebo zpracovateli jmenovanému GSK, nebo smaze
osobni udaje klinického hodnoceni a vSechny kopie a

contracted activities; keep Study Personal
Information secure and confidential in accordance
with the terms of the Agreement, Applicable Laws
and Data Protection Laws; not disclose the Study
Personal Information to any of its staff unless those
individuals have undergone appropriate training in
data protection and are legally or contractually
bound to hold the information in confidence.

f) Compliance and Audit. Upon
GSK’s/CRO’s reasonable written request or as in
accordance with an official request received by
GSK/CRO from a competent supervisory authority
or an ethics committee, Institution will: provide all
information necessary to demonstrate compliance
with this Schedule; and without limiting any other
right of GSK under the Agreement, allow CRO on
behalf of GSK, oracompetent supervisory
authority or an ethics committee, to carry out
audits by accessing, at the Institution’s premises or
remotely, documents, reports and electronic data
(including electronic health records) relating to the
processing of Study Personal Information by
Institution or any of its sub-processors, to enable
CRO on behalf of GSK to verify compliance with
this Schedule; for these purposes, GSK/CRO may
have access to non-coded Study Personal
Information, to the extent that may need to be
required. Any audit by GSK or the CRO will be
conducted in compliance with the terms of the
Clinical Trial Agreement governing monitoring
and auditing by GSK or the CRO

Q) Termination and Expiry. Unless expressly
stated otherwise in the Agreement, upon
termination of the Clinical Trial, Institution will,
and will procure that each sub-processor will:
immediately cease to wuse Study Personal
Information; and at GSK’s option and in
accordance with GSK’s instructions, return Study
Personal Information to GSK or to a processor
nominated by GSK, or delete the Study Personal
Information and all copies and extracts of the
Study Personal Information, except that this
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vypisy z osobnich udaji klinického hodnoceni, s
vyjimkou piipadi, kdy se na poskytovatele vztahuje
povinnost podle platnych pravnich ptedpisi, véetné
Natizeni EU o klinickych hodnocenich 536/2014
nebo jiného piislusného natizeni, uchovavat neékteré
nebo vSechny osobni udaje klinického hodnoceni.

h) Mezinarodni ptenosy tdaju (od poskytovatele
CRO jednajici jménem GSK).
(vii)  Smluvni strany se timto zavazuji, Ze uzaviely

a budou dodrzovat ptilohu provadéciho rozhodnuti
Komise o standardnich smluvnich dolozkach pro
pfedavani osobnich udaji do tfetich zemi podle
natizeni Evropského parlamentu a Rady (EU)
2016/679 (dale jen ,,ptiloha®) spolu s MODULEM
CTYRI: preddvani udaji mezi zpracovatelem a
spravcem (vzorové dolozky P-C), které jsou k
dispozici zde a jsou do tohoto dokumentu zaclenény
odkazem, ve znéni aktualizovaném, pozménéném,
nahrazeném nebo pozménéném Evropskou komisi;
a/nebo (ii) jakdkoli odpovidajici nebo rovnocenna
mezinarodni dohoda o predavani idaji nebo dodatek
ke vzorovym dolozkam pfijaty dozorovym ufadem ve
Spojeném kralovstvi, rovnéz zaclenény do tohoto
dokumentu odkazem.

(viii) Pro tcely vzorovych dolozek P-C: poskytovatel
je vyvozcem udajii ve vztahu k osobnim udajim
studie a CRO jednajici jménem spolecnosti GSK

(nebo  jakychkoli  zahrnutych  pfidruzenych
spoleCnosti), pokud zpracovava osobni udaje
klinického hodnoceni v zemi mimo Evropsky

hospodaisky prostor, Spojené kralovstvi nebo

jakoukoli odpovidajici zemi, je dovozcem tdaju.

(ix) Pro ucely vzorovych dolozek P-C se smluvni
strany dohodly, Ze: v souladu s ustanovenim 18
»Rozhodné pravo a pfislusnost soudu“ je pro
ustanoveni 17 ,,Rozhodné pravo™ vybrdna prvni
moznost a pouzije se Ceské pravo.

%) veetné

zpracovatelskych operaci, pro ucely Prilohy 1 k

Popis pfenosi: Popis pienosi
vzorovym dolozkam P-C, je uveden v odstavci ,,Popis
zpracovani této smlouvy. Omezeni ochrannych
opatfeni uplatiiovanych na citlivé tdaje jsou uvedena

v ¢asti Bezpe€nostni opatfeni nize. Cetnost pienosu je

requirement will not apply to the extent Institution
is required by Applicable Law, including the EU
Clinical Trials Regulation 536/2014 or any other
applicable regulation, to retain some or all of the
Study Personal Information.

h) International Data Transfers (Institution to
CRO acting on behalf of GSK).

(vii)  The parties hereby agree to have entered
and to abide by the Annex to the Commission
Implementing Decision on standard contractual
clauses for the transfer of personal data to third
countries pursuant to Regulation (EU) 2016/679 of
the European Parliament and of the Council
(“Annex”) along with MODULE FOUR: Transfer
processor to controller (the P-C Model Clauses),
available here, and incorporated herein by
reference as updated, amended, replaced or
superseded from time to time by the European
Commission; and/or (ii) any corresponding or
equivalent international data transfer agreement or
addendum to the Model Clauses adopted by the
supervisory authority in the United Kingdom, also
incorporated herein by reference.

(viii) For the purposes of the P-C Model
Clauses: Institution is the data exporter in relation
to Study Personal Information; and CRO acting on
behalf of GSK (or any Covered Affiliates), to the
extent it processes Study Personal Information in a
country outside the European Economic Area, the
United Kingdom or any Adequate Country, is the
data importer.

(ix) For the purposes of the P-C Model Clauses
the parties agree that: Option one is selected for
Clause 17 “Governing Law” and the law of Ireland
shall apply; The courts of Ireland will have
jurisdiction under Clause 18 “Choice of Forum and
Jurisdiction”.

(x) Description of Transfers: The description
of transfers including the processing operations,
for the purposes of Annex 1 to the P-C Model
Clauses, is set out in the “Description of
Processing”  clause  of this  Schedule.
The restrictions of safeguards applied to sensitive
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nepfetrzitd. Udaje budou uchovany v souladu se
zasadami spolecnosti GSK pro uchovavani udajli a s
platnymi zékony.

(xi) V rozsahu, v némz dochazi ke konfliktu mezi
jakymkoli ustanovenim vzorovych dolozek P-C a
jakoukoliv jinou casti tohoto ptehledu nebo smlouvy,
plati ustanoveni Vzorové dolozky P-C.

(xii) Pokud jakykoli mechanismus pro mezinarodni
pfenos osobnich udaji pfestane byt z jakéhokoli
divodu platnym prostfedkem pro splnéni omezeni
pfedavani osobnich udaji do tfeti zemé, jak je
stanoveno v zakonech o ochran¢ udaji, nebo z
jakéhokoli jiného divodu piestane platit, budou
smluvni strany jednat v dobré vife, aby se dohodly na
zavedeni alternativniho feSeni, které obéma stranam
umozni pokracovat ve zpracovani a predavani
osobnich udaji v souladu se zadkony o ochran¢ udaji.

1.5 Modul podminek pro spravce

a) Vseobecné podminky. V souladu s ostatnimi
ustanovenimi  této dolozky v souvislosti se
zpracovanim vSech osobnich udaji z klinického
hodnoceni bude kazda ze smluvnich stran: dodrzovat
své povinnosti podle zakonli o ochrané osobnich
udajii; a bere na védomi, Ze s vyjimkou piipadl, které
jsou vyslovng v této smlouvé uvedeny jinak, je (stejné
jako mezi smluvnimi stranami) vyhradné odpovédna
za plnéni vSech svych povinnosti podle zakonl o

ochrang osobnich udaju.

b) Oznameni o ochrané osobnich

a informovany

udaji
Neni-li
vyslovné pisemné dohodnuto jinak, bude kazda

souhlas  jednotlivce.
smluvni strana odpovédna za poskytovani oznameni o
ochrané osobnich udaji vSem jednotlivctim, kterych
se osobni udaje z klinického hodnoceni tykaji, pokud
jde o veskeré zpracovani provadéné touto smluvni
stranou (vCetn¢ jakéhokoli druhé
smluvni stran¢). Poskytovatel sluzeb bude jménem
spole¢nosti  GSK o zpracovani osobnich udaju

zptistupnéni

informovat jednotlivce tUCastnici se klinického

data are set out in the Security Measures section
below. The frequency of the transfer is continuous.
The data will be retained in line with GSK’s data
retention policies and any Applicable Laws.

(xi) To the extent there is any conflict between
any term of the P-C Model Clauses and any other
part of this Schedule or the Agreement, the term of
the P-C Model Clauses will prevail.

(xii) ~ Where any mechanism for international
transfers of Personal Information ceases for any
reason to be a valid means of complying with the
restrictions on transferring Personal Information to
a third country as set out in Data Protection Laws,
or otherwise ceases to apply for any reason, the
parties will act in good faith to agree the
implementation of an alternative solution to enable
both parties to continue Processing and
transferring Personal Information in compliance
with Data Protection Laws.

15 Controller Terms Module

a) General Terms. Subject to the remaining
provisions of this clause, in relation to the
processing of all Clinical TrialPersonal
Information, each party: will comply with its
obligations under Data Protection Laws; and
acknowledges that, except as expressly stated
otherwise in the Agreement, it is (as between the
parties) solely responsible for meeting all its
obligations under Data Protection Laws.

b) Privacy Notices and Individual
Informed Consent. Unless expressly agreed
otherwise in writing, each party will be responsible
for providing privacy notices to all individuals to
whom the Clinical TrialPersonal Information
relates in respect of all processing undertaken by
that party (including any disclosure to the other
party). Institution will, on behalf of GSK, inform
the individuals taking part to the Clinical
Trialabout the processing of their Personal
Information and obtain from them any consent
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hodnoceni a v ptipadech, kdy se jako pravni zaklad
podle platnych zédkont a zdkonli o ochrané osobnich
udajii vyzaduje jejich souhlas, tento od nich zajisti tak,
Ze jim poskytne oznameni o ochrané osobnich tdaji
pro zdravotnické zadavatele (u tymu
klinického  hodnoceni  a zkouSejicich  1ékaiti)
a formulaf informovaného souhlasu (u ucastnikd
klinického hodnocenti).

zafizeni

c) Komunikace. Pokud poskytovatel sluzeb
obdrzi jakékoli sd€leni od dozorového uradu, které se
ptimo nebo nepiimo tyka: Zpracovani osobnich udaju
z klinického hodnoceni poskytovatelem sluzeb; nebo
potencialniho nedodrzeni zakontl o ochran¢ osobnich
udajii v souvislosti se zpracovanim osobnich udajl z
klinického hodnoceni, poskytovatel sluzeb v rozsahu
povoleném platnymi zakony neprodlen¢ preda sdéleni
spole¢nosti GSK/CRO a ve vztahu k témuZz poskytne
CRO jménem spoleCnosti GSK piiméfenou
spolupraci a pomoc.

a. Nakladani s osobnimi udaji spolecnosti
GSK. Poskytovatel sluzeb zajisti, Ze osobni udaje
z klinického hodnoceni: budou uchovavany v bezpeci
a davérné v souladu se smlouvou, zakony o ochrané
osobnich tdaji a jakymikoli platnymi zakony;
nebudou sdéleny zadnému zjeho zameéstnancd, s
vyjimkou pfipadd, kdy tyto osoby: prosly pfislusnym
Skolenim v oblasti ochrany osobnich udaji a jsou
pravné nebo smluvné vazany uchovavat informace
v divérnosti; jsou zpracovavany pouze pro ucely
provadeéni klinického hodnoceni podle této smlouvy,
nebo jinym zptsobem, ktery je nasledn€ opravnén
osobou, které se osobni udaje tykaji; jsou predavany
tfetim stranam pouze v souladu se zakony o ochran¢
osobnich udajii a jakymikoli dal$imi platnymi zakony
(mimo jiné vcetné zadkond zemé prislusnych
jednotlivett) v pripadé, ze tfeti strana uzaviela
smlouvu s poskytovatelem obsahujici
podminky ekvivalentni podminkam uvedenym v této

sluzeb

ptiloze a za podminky, Ze poskytovatel sluzeb zlstava
vicéi spole¢nosti GSK pln€¢ odpovédny za jakékoli
nedodrzeni povinnosti takové tfeti strany v oblasti
ochrany osobnich udaji; a jsou bezpecn¢ uchovavany.

b. Prava jednotlived. Pokud jednotlivec poda
kterékoli ze smluvnich stran pisemnou Zadost

required by Applicable Laws and Data Protection
Laws, when consent is required as legal basis, by
providing them with GSK’s Clinical Privacy
Notice (for Clinical TrialStaff and Investigators)

and Informed Consent Form (for Clinical
TrialParticipants).
C) Communications. If Institution receives

any communication from a supervisory authority
which relates directly or indirectly to: Institution’s
processing of Clinical TrialPersonal Information;
or a potential failure to comply with Data
Protection Laws in relation to the processing of
Clinical TrialPersonal Information, Institution
will, to the extent permitted by applicable laws,
promptly forward the communication to
GSK/CRO and provide reasonable cooperation
and assistance to CRO on behalf of GSK in relation
to the same.

a. Handling of GSK Personal
Information. Institution will ensure that Clinical
TrialPersonal Information: will be kept secure and
confidential in accordance with the Agreement,
Data Protection Laws and any Applicable Laws; is
not disclosed to any of its staff unless those
persons: have undergone appropriate training in
data protection and are legally or contractually
bound to hold the information in confidence; is
processed only for the purpose of conducting the
Clinical Trialunder the Agreement, or otherwise as
subsequently authorised by the individual to whom
the Personal Information relates; is transferred to
third parties only in accordance with Data
Protection Laws and any other Applicable Laws
(including without limitation the law of the country
of the relevant individuals), where the third party
has entered into a contract with Institution
containing terms equivalent to those in this
Schedule and on condition that Institution remains
fully liable to GSK for any failure of such third
party to fulfil its data protection obligations; and is
kept securely.

b. Rights of Individuals. If an individual
makes a written request to either party to exercise
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0 uplatnéni kteréhokoli ze svych prav podle zakont o
ochrané osobnich udaji ve vztahu k osobnim tdajim
v klinickém hodnocenti, pfijimajici smluvni strana: (i)
neprodlené¢ a bez zbyteéné¢ho odkladu pieda zadost
druhé smluvni strané; a (ii) bude spolupracovat a
poskytne pfiméfenou pomoc v souvislosti s touto
zadosti, aby druhd smluvni strana mohla reagovat
Vv souladu se zdkony o ochrané¢ osobnich udaji. Pokud
spole¢nost GSK uchovava pouze kédované osobni
udaje v klinickém hodnoceni, poskytne poskytovatel
sluzeb veskerou nezbytnou soucinnost v takovém
rozsahu, aby se vyhovélo zadosti pacienta v klinickém
hodnoceni a aby byl pacient v klinickém hodnoceni
informovan o pfijatych opatfenich.
C. PoruSeni zabezpefeni osobnich udaju.
Jakmile se poskytovatel sluzeb dozvi o poruSeni
zabezpeceni osobnich udajt, které ma vliv na osobni
udaje v klinickém hodnoceni, provede nasledujici
kroky: bude neprodlen¢ a v kazdém piipadé do 48
hodin informovat spolecnost GSK/CRO a neprodlené
poskytne zadavateli pfiméfeny popis poruseni
zabezpeceni osobnich udaji, jakmile budou tyto
informace k dispozici; a nezvefejni zadné sdeleni
tykajici se poruseni zabezpeceni osobnich udajii bez
pfedchozi konzultace se zadavatelem, s vyjimkou
ptipadt, kdy mulze zvefejnit podrobné informace o
takovém poruseni v rozsahu, v jakém je poskytovatel
sluzeb povinen tak ucinit podle platnych zakont.
Pokud spole¢nost GSK podle svého vyhradniho
uvazeni rozhodne, Ze poruseni zabezpeceni osobnich
udaju poskytovatele sluzeb a/hebo
schopnost poskytovatele sluzeb poskytovat sluzby
pozadované a dohodnuté pro klinické hodnoceni

ovliviiuje

podle této smlouvy, CRO jménem spole¢nosti GSK
neprodlené¢  informuje  poskytovatele  sluzeb
a poskytne poskytovateli sluzeb pfiméteny popis
vSech relevantnich informaci tykajicich se tohoto

porusenti.

d. DodrZovani predpisa aaudit. Kazda ze
smluvnich stran bude schopna prokazat dodrZovani
svych povinnosti podle téchto dolozek. Na zaklade
divodné pisemné zadosti spoleCnosti GSK
poskytovatel sluzeb neprodlené zptistupni GSK/CRO
kopii pfislusné a dostupné dokumentace o dodrzovani

predpisi, véetné zprav vyplyvajicich z internich nebo

any of their rights under Data Protection Laws in
respect of their Clinical TrialPersonal Information,
the receiving party will: (i) promptly and without
undue delay forward the request to the other party;
and (ii) cooperate and provide reasonable
assistance in relation to that request to enable the
other party to respond in accordance with Data
Protection Laws. To the extent that GSK only
holds  key-coded  Clinical  TrialPersonal
Information, Institution will provide all the
necessary cooperation to meet the Clinical
TrialSubject’s request and inform that Clinical
TrialSubject of the actions taken.

C. Personal Data Breach. Upon becoming
aware of a personal data breach affecting Clinical
TrialPersonal Information, Institution will: notify
GSK /CRO promptly and in any event within 24
hours, and provide GSK with a reasonable
description of the personal data breach promptly as
such information becomes available; and not
publish any communication concerning the
personal data breach without first consulting
Spondor, save that it may disclose details of such
breach to the extent Institution is required to do so
by Applicable Laws. If GSK determines in its sole
discretion that a personal data breach affects
Institution and/or Institution’s ability to provide
the services required and agreed for the Clinical
Trialunder the Agreement, CRO on behalf of GSK
will notify Institution promptly and provide
Institution with a reasonable description of any
relevant information pertaining to said breach.

d. Compliance and Audit. Each Party shall
be able to demonstrate compliance with its
obligations under these Clauses. Upon GSK’s
reasonable written request, Institution will
promptly make available to GSK /CRO a copy of
the applicable and available compliance
documentation, including reports resulting from

GSK_PPD_CzRep_3Way CTAg_(PPD party)
219538xxxxxxxx Approved for signature MJ/30Apr2024

Page 60 of 63




externich audittl, relevantnich pro zpracovani osobnich
udaju z klinického hodnoceni ze strany poskytovatele
sluzeb nebo kteréhokoli z jeho zpracovatelt, aby
umoznil CRO jménem GSK / spolecnosti GSK ovéfit
dodrzovani této pfilohy, nebo v ptipadé, Ze zadavatel
obdrzi oficialni zadost od piislusného dozorového
ufadu nebo etické komise poskytnout piisluSnou
dokumentaci o cinnostech zpracovani provadénych
smluvnimi stranami v souvislosti s osobnimi udaji z
Klinického hodnoceni, aby bylo mozné odpovédét na
takové oficialni zadosti.

e. Ukonceni a vyprSeni platnosti. Po ukonceni
klinického hodnoceni si smluvni strany uchovaji
osobni udaje z klinického hodnoceni, jak to vyzaduji
zakony na ochranu osobnich udaju a jakékoli platné
zakony, véetn€ natizeni EU o klinickych hodnocenich
536/2014.

f. Mezinarodni predavani udaji
(poskytovatel sluZzeb spole¢nosti GSK nebo
poskytovatel sluzeb CRO jednajici
spoleénosti GSK).

0] Smluvni strany se timto dohodly, ze uzavtely
a budou dodrzovat piilohu provadéciho rozhodnuti
Komise o standardnich smluvnich dolozkach pro
pfedavani osobnich udaji do tfetich zemi podle
nafizeni Evropského parlamentu a Rady (EU)
2016/679 (dale jen ,piiloha®) spolu s PRVNIM
MODULEM:
(k dispozici zde), ktera je zaclenéna do této piilohy
formou odkazu na jeho text ve znéni pozdéjsich

jménem

Piedani  spravcem  spravci

aktualizaci, zmén, nahrazeni nebo zneplatnéni ze
strany Evropské komise (Vzorové dolozky upravujici
vztah spravce — spravce) a/nebo (ii) jakékoli
odpovidajici nebo ekvivalentni dohody o predavani
udaji do zahrani¢i nebo dodatek k vzorovym
dolozkam pfijatym dozorovym organem ve Spojeném
kralovstvi, které jsou do tohoto dokumentu rovnéz
zaClenény formou odkazu. Pro ucely vzorovych
dolozek upravujicich vztah spravce — spravce:
Poskytovatel sluzeb je ve vztahu k osobnim tdajum v
a CRO
jednajici jménem spolecnosti GSK nebo kterychkoli

souvisejicich pfidruzenych spole¢nosti je v rozsahu, v

klinickém hodnoceni vyvozcem udaji;

jakém zpracovava osobni tudaje v klinickém
hodnoceni v zemi mimo Evropsky hospodarsky

internal or external audits, relevant to the
processing of Clinical TrialPersonal Information
by Institution or any of its processors, to enable
[CRO on behalf of] GSK to verify compliance with
this Schedule or in case GSK receives an official
request from a competent supervisory authority or
an ethics committee, to provide appropriate
documentation of the processing activities carried
out by the Parties in relation to the Clinical
TrialPersonal Information, in order to reply to such
official requests.

e. Termination and Expiry. Upon
termination of the Clinical Trialthe parties will
retain the Clinical TrialPersonal Information as
required by Data Protection Law and any
Applicable Law, including the EU Clinical Trials
Regulation 536/2014.

f. International Data Transfers
(Institution to GSK, or Institution to CRO
acting on behalf of GSK).

() The parties hereby agree to have entered
and to abide by the Annex to the Commission
Implementing Decision on standard contractual
clauses for the transfer of personal data to third
countries pursuant to Regulation (EU) 2016/679 of
the European Parliament and of the Council
(“Annex”) along with MODULE ONE: Transfer
controller to controller (available here) and
incorporated herein by reference as updated,
amended, replaced or superseded from time to time
by the European Commission
(C-C Model Clauses) and/or (ii) any corresponding
or equivalent international data transfer agreement
or addendum to the Model Clauses adopted by the
supervisory authority in the United Kingdom, also
incorporated herein by reference. For the purposes
of the C-C Model Clauses: Institution is the data
exporter in relation to Clinical TrialPersonal
Information; and CRO acting on behalf of GSK, or
the Covered Affiliate, to the extent they process
Clinical TrialPersonal Information in a country
outside the European Economic Area, the United
Kingdom or any Adequate Country, is the data
importer.
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prostor, Spojené kralovstvi nebo kteroukoli adekvatni
zemi, jejich dovozcem.

(i) Pro ucely vzorovych dolozek se smluvni
strany dohodly, Ze: Moznost v hranatych zavorkéch
podle dolozky ¢. 11 ,,0dskodnéni® se neuplatiuje;
U dolozky ¢. 17 ,,Rozhodné pravo*“ je zvolena
moznost jedna a budou platit zikony Ceské republiky;
Ceské soudy budou mit soudni pravomoc podle
¢lanku 18 ,,Volba fora a jurisdikce®.

(ili)  Popis predavani: Popis piedavani vcetné
¢innosti pii zpracovani pro ucely piilohy 1 vzorovych
dolozek upravujicich vztah spravce — spravce je
uveden v dolozce ,,Popis zpracovani® v této ptiloze.
Piedavani  probiha Udaje  budou
uchovavany v souladu se zasadami uchovavani udaji

nepietrzite.
spole¢nosti GSK.

(iv) Prislusny dozorovy ufad: jak je uvedeno
Vv dolozce €. 13 vzorovych dolozek upravujicich vztah
spravce — spravce.

(V) Zabezpeceni  pro
Bezpecnostni opatieni pro ucely ptilohy 2 vzorovych

ochranu  soukromi:
dolozek upravujicich vztah spravce — spravce jsou
uvedena v ¢asti ,,Bezpecnostni opatfeni* nize.

(vi)  V piipad¢ jakéhokoli rozporu mezi kteroukoli
podminkou vzorovych dolozek upravujicich vztah
spravce — spravce a kteroukoli jinou ¢asti této ptilohy
nebo smlouvy bude mit piednost podminka
vzorovych dolozek upravujicich vztah spravce —
spravce.
(vii)
osobnich udaji do zahrani¢i z jakéhokoli dtvodu
pfestane byt platnym prostiedkem k dodrZzovani

Pokud jakykoli mechanismus pro predavani

omezeni pro predavani osobnich udaju do tieti zemé,
jak stanovi zdkony o ochrané osobnich tdajl, nebo
jinak prestane byt =z jakéhokoli divodu platny,
smluvni strany budou v dobré vife jednat za Gcelem
dosazeni dohody o zavedeni alternativniho feSeni,
které obéma smluvnim stranam umozni pokracovat ve
zpracovani a pfedavani osobnich udaji v souladu se
zakony o ochrané osobnich udaju.
1.6 Bezpec¢nostni opati‘eni. Bez ohledu na
ustanoveni uvedend ve smlouvé:

a) Poskytovatel sluzeb bude: (a) pouZzivat silné
kontroly Sifrovani k ochrané¢ vSech duvérnych

(i) For the purposes of the Model Clauses the
parties agree that: The option in square brackets of
Clause 11 “Redress” shall not apply; Option one is
selected for Clause 17 “Governing Law” and the
law of Ireland shall apply; The courts of Ireland
will have jurisdiction under Clause 18 “Choice of
Forum and Jurisdiction”.

(iii) Description of Transfers:
The description of transfers including the
Processing operations, for the purposes of Annex
1 to the C-C Model Clauses, is set out in the
“Description of Processing” clause of this
Schedule. The frequency of the transfer is
continuous. The data will be retained in line with
GSK’s data retention policies.

(iv) Competent Supervisory Authority: as set
out in clause 13 of the C-C Model Clauses.

(V) Security for Privacy: The security
measures, for the purposes of Annex 2 to the C-C
Model Clauses, are set out in the “Security
Measures” section below.

(vi)  Tothe extent there is any conflict between
any term of the C-C Model Clauses and any other
part of this Schedule or the Agreement, the term of
the C-C Model Clauses will prevail.

(vii)  Where any mechanism for international
transfers of Personal Information ceases for any
reason to be a valid means of complying with the
restrictions on transferring Personal Information to
a third country as set out in Data Protection Laws,
or otherwise ceases to apply for any reason, the
parties will act in good faith to agree the
implementation of an alternative solution to enable
both parties to continue Processing and
transferring Personal Information in compliance
with Data Protection Laws.

1.6 Security Measures. Notwithstanding the
provisions set in the Agreement:

a) Institution shall: (a) use strong encryption
controls to protect all GSK Confidential
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informaci spolecnosti GSK a osobnich udaji
Z klinického  hodnoceni  pted
zvetejnénim, piistupem nebo zménou pii pfedavani
do prostfedi poskytovatele sluzeb bude nebo mimo
n¢j prostfednictvim siti tfetich stran; (b) udrzovat

neopravnénym

kontrolni procesy v souladu s osvéd¢enymi postupy v
daném oboru za Géelem detekce, prevence a obnovy v
ptipad€ malwaru, virti a spywaru, véetné pravidelnych
antivirového, antimalwarového
a antispywarového softwaru; (c) bude
zasady, postupy a technické kontroly fizeni ptistupu v

aktualizaci
udrzovat

souladu s osvédc¢enymi postupy v daném oboru, aby
bylo zajisténo f4dné opravnéni veskerého piistupu k
davérnym informacim spolec¢nosti GSK a osobnim
udajim zklinického hodnoceni, které ma pod
kontrolou.

b) Pro ucely tohoto odstavce se ,,prostfedim
poskytovatele sluzeb® rozumi kombinace hardwaru,
softwaru, operanich systémt, databazovych
systémil, nastroju a sitovych komponent pouzivanych
poskytovatelem sluzeb nebo jeho jménem k pfijimani,

Information and Clinical TrialPersonal
Information from unauthorized disclosure, access
or alteration in transit into or out of the Institution
Environment  over  third-party = networks;
(b) maintain control processes in line with industry
best practice to detect, prevent, and recover from
malware, viruses and spyware, including updating
antivirus, anti-malware and anti-spyware software
at regular intervals; (c) maintain access
management policies, procedures, and technical
controls in line with industry best practice to
ensure all access to GSK Confidential Information
and Clinical TrialPersonal Information in its
control is appropriately authorised.

b) For the purpose of this section, “Institution
Environment” means the combination of
hardware, software, operating systems, database
systems, tools and network components used by or
on behalf of Institution to receive, maintain,

udrzovani, zpracovavani, ukladani, pfistupu nebo | Process, store, access or transmit GSK
piedavani davérnych informaci spolec¢nosti GSK | Confidential Information and Clinical
a osobnich udaju v klinickém hodnoceni. TrialPersonal Information.
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