Divérné informace spolecnosti EVIDERA

OBSERVACNI/NEINTERVENCNI
SMLOUVA O KLINICKE STUDII
mezi
EVIDERA Ltd. A STATNi ZDRAVOTNI
USTAV

TATO SMLOUVA
O OBSERVACNI/NEINTERVENCNI
KLINICKE STUDII
(,Smlouva“) je platna k poslednimu

EVIDERA Confidential Information

OBSERVATIONAL/NON-INTERVENTIONAL
CLINICAL STUDY AGREEMENT
Between
EVIDERA Ltd and STATNi ZDRAVOTNI
USTAV

THIS OBSERVATIONAL/NON-
INTERVENTIONAL CLINICAL STUDY
AGREEMENT
(“Agreement”) is valid on the last date

dni podpisu niZe a u€inna ke dni zvefejnéni v of signature below and effective on the day of
rejstiiku smluv (dale jen ,Datum uéinnosti“)a Contract Registry publication (“Effective
uzavira se mezi: Date”) by and between:

Evidera Ltd se sidlem na adrese The Ark, 201 Talgarth Rd, London W6 8BJ, United
Kingdom (dale jen ,EVIDERA”) / with its principal place of business at The Ark, 201 Talgarth Rd,
London W6 8BJ, United Kingdom, (“EVIDERA”)

a/and
Statni zdravotni ustav (National Institute of Public Health)

’ se sidlem na adrese Srobarova 49/48, Vinohrady, Praha 10, 100 00, Ceska vrepublika,
ICO: 75010330, (dale jen ,Poskytovatel®). / with its principal place of business at Srobarova

49/48, Vinohrady, Prague 10, 100 00, Czech Republic, ID No: 75010330, (“Institution”).

VZHLEDEM K TOMU, ZE
EVIDERAjednajici jako nezavisly smluvni
partner jménem spolecnosti
GlaxoSmithKline Biologicals SA (dale jen
.Zadavatel“), si pfeje vyuzivat sluzeb
Poskytovatele k provedeni vyzkumného
klinického hodnoceni s nazvem ,xxx“ (dale jen
,otudie“) v souladu s protokolem Zadavatele
¢. 300718, ve znéni, které mUze Zadavatel
pFilezitostné upravovat (dale jen ,Protokol”);

ZE
na

VZHLEDEM K TOMU,
Poskytovatel ma zajem podilet
provadéni Studie; a

se

VZHLEDEM K TOMU, ZE Mgr.
Zuzana Okoniji (dale jen ,Hlavni zkouSejici)
je zaméstnancem Poskytovatele a
Poskytovatel souhlasi s tim, Ze se bude
podilet na Studii jako Hlavni zkous$ejici v ramci
Studie.

NYNi SE PROTO, s ohledem na
vzajemné sliby a ujednani obsazené v této
Smlouvé, jejichz pfijeti a dostateCnost se timto
potvrzuji, Strany dohodly na nasledujicim:
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WHEREAS, EVIDERA, acting as an
independent contractor on behalf of
GlaxoSmithKline Biologicals SA
(“Sponsor”), desires to engage the services of
the Institution for the conduct of a clinical
research study entitled “ xxx ” (“Study”) in
accordance with Sponsor's protocol no.
300718, as it may be amended from time to
time by Sponsor (“Protocol”);

WHEREAS, Institution desires to
participate in the conduct of the Study; and,

WHEREAS Ms. Zuzana Okonji
(hereinafter referred to as “Principal
Investigator”) is an employee of Institution
and Institution agrees that he/she shall
participate in the Study as the Principal
Investigator for the Study.

NOW, THEREFORE, in consideration
of the mutual promises and covenants
contained herein, the receipt and sufficiency of
which are hereby acknowledged, the parties
agree as follows:
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1. Provadéni Studie

a. Poskytovatel poskytne a zajisti,
aby Hlavni zkou$ejici poskytoval urcité sluzby
souvisejici s provadénim Studie a uvedené v
Protokolu, ktery je soucasti této Smlouvy a je
do ni zaclenén odkazem (dale jen ,Sluzby*).
Sluzby budou poskytovany v souladu s
podminkami této Smlouvy, Protokolem
a vSemi mistnimi zakony, pravidly, nafizenimi,
zakony nebo pFedpisy, které se vztahuji na
obchodni ¢&innost spoleCnosti EVIDERA,
Zadavatele a Poskytovatele nebo na vykon
jejich zavazkl podle této Smlouvy, véetné
zakonl tykajicich se ochrany |ékafského
tajemstvi, soukromi osobnich Gdaju a ochrany
udajl; zakonu tykajicich se licencovani, sbéru,
pouzivani, skladovani, zasilani, odstrafiovani
a prenosu lidskych biologickych vzork(; a
zakonu tykajicich se boje proti uplatkarstvi a
korupci a zakonl o ochrané osobnich udaju a
soukromi (definované v PFiloze C) (dale jen
.Platné zakony*); to vSak za pfedpokladu, ze
takovy Protokol byl schvalen spoleénosti
EVIDERA a Zadavatelem. V pfipadé
jakéhokoli rozporu nebo nesrovnalosti mezi
podminkami uvedenymi v Protokolu a v této
Smlouvé rozhoduji podminky Protokolu.

b. V souvislosti s poskytovanim
SluZeb je Poskytovatel odpovédny za zajisténi
odpovidajiciho personalu, vybaveni a dalSich
zdroju potfebnych k provadéni Sluzeb, a to na
své vlastni naklady.

C. Poskytovatel prohlasuje, Ze se
béhem platnosti této Smlouvy neucastni a
nebude uUcastnit zadné jiné Studie, ktera by
svou povahou nebo podminkami branila
plnéni jakychkoli povinnosti vyplyvajicich z
této Smlouvy, a zajisti, aby se Hlavni
zkouS$ejici takové Studie neucastnil.

d. Poskytovatel prohlasuje a
zajisti, aby Hlavni zkouS$ejici prohlasil, Ze

Sluzby budou poskytovany s maximalnim
usilim, které bude zahrnovat zejména
nasledujici:

(1) uplatnéni nezavislého

lékafského Usudku ohledné kompatibility
kaZzdého pacienta s pozadavky Protokolu;
300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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1. Performance of the Study

a. Institution shall provide and
shall ensure that the Principal Investigator
shall provide those certain services related to
the conduct of the Study and set forth in the
Protocol, which Protocol is made a part of this
Agreement and incorporated by reference
herein (“Services”). The Services shall be
provided in accordance with the terms of this
Agreement, the Protocol, and all local laws,
rules, regulations, statutes, or ordinances
applicable to EVIDERA's, Sponsor’s, and
Institution’s business or the performance of
their obligations under this Agreement,
including the laws related to protection of
medical confidentiality and privacy of personal
data, and data protection; laws related to the
licensing, collection, use, storage, shipping,
disposal and transfer of human biological
samples; and, laws related to anti-bribery and
corruption and Data Protection and Privacy
Laws (defined in Exhibit C) (“Applicable
Law”); provided, however that such Protocol
has been approved by EVIDERA and
Sponsor. If there is any discrepancy or conflict
between the terms contained in the Protocol
and this Agreement, the terms of the Protocol
shall govern and control.

b. In connection with the provision
of the Services, Institution shall be responsible
for providing, at its sole cost and expense,
adequate personnel, equipment and other
resources necessary to perform the Services.

C. Institution represents that it
does not and will not, and shall ensure the
Principal Investigator does not, at any time
during the Term of this Agreement, participate
in any other study which, by its nature or its
terms, will prevent them from fulfilling any of
the obligations hereunder.

d. Institution represents and shall
ensure that the Principal Investigator
represents that the Services shall be

performed using best efforts, which shall
include, but not be limited to, the following:

(1) Exercising independent
medical judgment as to the compatibility of
each subject with the Protocol requirements;
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(2) v€asného predlozeni
vSech udaju a dalSich informaci souvisejicich
se Studii podle pozadavku Protokolu;

(3) pisemného oznameni
Zadavateli a spolecnosti EVIDERA
o jakychkoli odchylkach od Protokolu, jak je
konkrétné uvedeno v odstavci 1, pism. (e);

(4) pofizovani a udrzovani
zaznaml tykajicich se Studie podle
pozadavkl Protokolu, konkrétné po dobu: (i)
dvacet pét (25) let od data vydani zpravy o
Studii nebo rovnocenného souhrnu nebo (ii)
jak je poZzadovano podle pfislusnych pravnich
predpisll v zemi, ve které Poskytovatel Studii
provadi. V pfipadé rozporu mezi timto
pododstavcem 1., pism. (d), bodem (4) a
Protokolem bude rozhodujici Protokol. BEhem
doby uchovavani zaznamu jsou Poskytovatel
a Hlavni zkouSejici povinni informovat
spole€¢nost GSK o jakékoli zméné v pédi
Poskytovatele nebo Hlavniho zkouSejiciho o
zaznamech ze Studie a/nebo v misté jejich
ulozeni. Poskytovatel a Hlavni zkouSejici
zajisti, aby zaznamy ze Studie zustaly
Zadavateli vzdy k dispozici. Po uplynuti doby
uchovavani zaznamu a na zakladé oznameni
Zadavateli musi Poskytovatel vymazat nebo
zni€it zaznamy ze Studie (s vyjimkou
zdravotnickych zaznamu subjektt Studie nebo
zdrojovych material(, které jsou vlastnény
Poskytovatelem nebo jsou pod jeho vylu€nou
kontrolou), a to v souladu s postupy pro
mazani nebo likvidaci zaznam( zavedenymi
Poskytovatelem

; a také

(5) umoznéni opravnénym
zastupcim spolecnosti EVIDERA a
Zadavatele a jeho pfidruzenych spoleCnosti
pofizovat kopie pfislusnych zaznamu a
sledovat praci provadénou v souvislosti s touto
Smlouvou a posuzovat pfiméfenost zafizeni a
zda je pfisludna Studie provadéna v souladu s
touto Smlouvou, Protokolem a platnymi
pravnimi pfedpisy, a souhlasit s tim, Ze
opravnéni zastupci spole€¢nosti EVIDERA
nebo Zadavatele nebo jeho pfidruzenych
spole¢nosti nebudou povinni podepisovat
zadné formulare nebo opravnéni v souvislosti
s pfistupem do centra a auditem centra. To
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(2) Submitting all data and
other information related to the Study as
required in the Protocol in a timely manner;

(3) Notifying Sponsor and
EVIDERA in writing, of any deviations from the
Protocol, as more particularly set forth in
Section 1(e);

(4) Making and maintaining
records regarding the Study as required by the
Protocol, specifically, for the longer of: (i)
twenty-five (25) years from the issue date of
the clinical study report or equivalent summary
or (ii) as required by Applicable Law in the
country in which Institution is conducting the
Study. In the event of a conflict between this
subsection 1.d.(4) and the Protocol, the
Protocol will govern. During the record
retention period, Institution and Principal
Investigator shall notify GSK of any change in
Institution’s  or  Principal Investigator’s
custodianship and/or location of the Study
records. Institution and Principal Investigator
will ensure that Study records remain available
to Sponsor at all times. After the expiration of
the record retention period, and upon
notification to Sponsor, Institution shall delete
or destroy Study records (except Study
subject medical records or source materials
owned or solely controlled by Institution) in
accordance with Institution’s records deletion
or destruction practices

;and,

(5) Permitting authorized
representatives of EVIDERA and Sponsor and
its Affiliates , to make copies of relevant
records and monitor the work performed in
connection with this Agreement and to
determine the adequacy of the facilities and
whether the relevant Study is being conducted
in compliance with this Agreement, the
Protocol and Applicable Law and agreeing that
EVIDERA or Sponsor or its Affiliates’
authorized representatives will not be required
to sign any forms or authorizations in
connection with site access, site auditing. This
includes, without limitation, authorizations to
access electronic medical records.
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zahrnuje zejména opravnéni k pfistupu
k elektronickym Iékafskym zaznamdam.

e. Pfed zahajenim poskytovani
Sluzeb Poskytovatel pfezkouma Protokol a
zajisti, aby jej pfezkoumal Hlavni zkousejici, a
informuje  spole¢nost EVIDERA, pokud
nemuze splnit nékterou z podminek v ném
obsazenych.

f. Poskytovatel zpfistupni tuto
Smlouvu Hlavnimu zkouSejicimu a osobam
poskytujicim Sluzby jménem Poskytovatele
a/nebo Hlavniho zkouS$ejiciho v souvislosti se
Studii, zejména vcetné spoluzkousSejicich,
koordinatort Studie a dalSich zaméstnancu
Poskytovatele, zastupcu a/nebo
subdodavateli Poskytovatele schvalenych
Zadavatelem (dale jen ,Studijni tym*) a bude
vyzadovat, aby dodrZzovali jeho podminky.
Pokud nebude Hlavni zkouSejici v jakékoli

chvili  schopen pokraCovat ve funkci
zkousSejiciho, Poskytovatel otom bude
neprodlené informovat Zadavatele a
EVIDERA.
2, Doba platnosti a ukonéeni

a. Doba platnosti této Smlouvy

nabyva ucinnosti dnem, kdy ji podepisi
vSechny Smluvni strany nebo jejich zastupci,
a dnem zvefejnéni v registru smluv v souladu
se zakonem ¢. 340/2015 Sb., zakon o
zvlastnich podminkach ucinnosti nékterych
smluv, uvefejiiovani téchto smluv a o registru
smluv (zékon o registru smluv) (dale jen
.Zakon o registru smluv) a pokracuje,
dokud nebude dosazeno cill Studie (dale jen
,Doba platnosti“, coz je pfiblizné do prosince
2028 (dale jen ,Doba uplynuti platnosti),
pokud nebude dfive ukonCena podle tohoto
odstavce 2.

b. Zadavatel nebo EVIDERA
mohou podle svého vyhradniho uvazeni tuto
Smlouvu vypovédét (1) z dlivodu, s okamzitou
platnosti po pisemném oznameni
Poskytovateli, nebo (2) bez davodu, po
pisemném  oznameni  Poskytovateli s
tficetidenni (30) vypovédni Ihdtou. Oznameni
Zadavatele, Zze Studie byla ukoncena,
predstavuje také ucinné oznameni o ukonc&eni
této Smlouvy.
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e. Prior to the commencement of
Services, Institution shall review and shall
ensure that the Principal Investigator shall
review the Protocol and notify EVIDERA if
it/he/she cannot comply with any of the terms
contained therein.

f. Institution  will make this
Agreement available to Principal Investigator
and the individuals providing services on
behalf of Institution and/or Principal
Investigator with respect to the Study,
including without limitation, sub-investigators,
study coordinators, and other Institution
employees, agents, and/or Sponsor-approved
Subcontractors of Institution (“Study Staff”)
and require them to comply with its terms. If
Principal Investigator at any time is unable to
continue as investigator, Institution will notify
Sponsor and EVIDERA immediately.

2. Term and Termination

a. The term of this Agreement
shall enter into force upon its execution by all
Parties or their representatives, and into effect
on the date of its publication in the Contract
Register in accordance with Act No. 340/2015
Coll.,, on the Special Conditions for the
Effectiveness of Certain Contracts, the
Publishing of such Contracts and the Contract
Register (hereinafter referred to as “Act on
the Contract Register’) and, shall continue
until the objectives of the Study are

accomplished (“Term”), which is
approximately till December 2028
(“Expiration  Period”) unless  sooner

terminated pursuant to this Section 2.

b. Either Sponsor or EVIDERA
may, in its sole discretion, terminate this
Agreement, (1) with cause, effective
immediately upon written notice to Institution;
or, (2) without cause, upon thirty (30) days’ prior
written notice to Institution. Notice by Sponsor
that the Study is terminated shall also constitute
effective notice of termination of this
Agreement.

Page 4 of 36

Template version January 2022- GSK Rev April-2024_Adapted for NIS 06Aug24_Approved for signature XXX /16Dec25



Divérné informace spolecnosti EVIDERA

C. Kromé toho mulze byt tato
Smlouva ukonlena Zadavatelem nebo
spole€nosti EVIDERA s okamzitou platnosti
na zakladé pisemného oznameni
Poskytovateli, ato z kteréhokoli
z nasledujicich divodu:

(1) udaje ze Studie
podporuji  ukon&eni Studie z jakéhokoli
davodu;

(2) Zadavatel nebo spole¢nost
EVIDERA podle svého vyhradniho

a absolutniho uvazeni rozhodnou, ze Hlavni
zkouSejici  nesplnil  povinnosti/pozadavky
platné pro Studii; nebo

(3) Zadavatel nebo spole¢nost
EVIDERA podle svého vyhradniho
a absolutniho  uvazeni rozhodnou, ze
Poskytovatel podstatnym zplisobem porusuje
podminky této Smlouvy; nebo

(4) Smlouva o poskytovani
sluzeb mezi spole¢nosti EVIDERA
a Zadavatelem tykajici se provadéni Studie
bude vypovézena.

d. Tato Smlouva mlze byt
ukonCena na zakladé pisemné vypoveédi
s tficetidenni (30denni) pfedchozi pisemnou
vypovédi z divodu podstatného poruseni ze
strany  Zadavatele nebo  spolecnosti
EVIDERA, pokud nedojde k napravé
uvedeného poruseni v uvedené |huté fficeti
(30) dnu.

e. Poskytovatel a Hlavni
zkouSejici prestanou poskytovat Sluzby v co
nejvétSi mozné mife ihned po obdrzeni
oznameni o ukonceni.

f. V pfipadé ukoneni bude
Castka splatna podle této Smlouvy omezena
na pomérnou c¢ast poplatkli na zakladé
skuteCné  poskytnutych  sluzeb  podle
Protokolu, jak je stanoveno v souladu s
odstavcem 3 niZze a Prilohou A. Veskeré
Castky, které Poskytovateli podle této Smlouvy
nenalezi, ale které jiz byly zaplaceny, musi byt
spolec¢nosti EVIDERA vraceny bez potfeby
Z4dosti v souladu s Pfilohou A.
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o} In addition, this Agreement
may be terminated by Sponsor or EVIDERA
effective immediately upon written notice to
Institution for any of the following reasons:

(1) the Study data support
termination of the Study for any reason;

(2) Sponsor or EVIDERA
determines, in its sole and absolute discretion,
that Principal Investigator has failed to meet
the obligations/ requirements applicable to the
Study; or

(3) Sponsor or EVIDERA
determines, in its sole and absolute discretion,
that the Institution materially breaches the
terms of this Agreement; or

(4) The services
agreement between EVIDERA and Sponsor
for the conduct of the Study is terminated.

d. This Agreement may be
terminated by Institution upon thirty (30) days’
prior written notice of termination for material
breach by Sponsor or EVIDERA, if said breach
is not cured within said thirty (30) day period.

e. Immediately upon receipt of a
notice of termination, Institution and Principal
Investigator shall cease providing the Services
to the extent possible.

f. In the event of termination, the
sum payable under this Agreement shall be
limited to prorated fees based on actual
Services performed pursuant to the Protocol
as determined in accordance with Section 3
below and Exhibit A. Any amounts not due to
the Institution pursuant to this Agreement, but
already paid, shall be returned to EVIDERA
without demand in accord with Exhibit A.
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g. Po dokon&eni Studie nebo
jejim prfed€asném ukonéeni Poskytovatel
pfipravi a pfeda a/nebo zajisti, aby Hlavni
zkouSejici  pfipravii a pfedal vSechny
relevantni informace tykajici se Studie, jak je
popsano v Protokolu, v€etné vSech udaju a
vysledku ze Studie, spole¢nosti EVIDERA, a
vrati vSechny Duvérné informace spole¢nosti
EVIDERA a Zadavatele, jak jsou definovany v

tomto dokumentu,  jejich pfislusnym
vlastnikam.

h. Po skonceni Studie nebo jejim
pred€asnym ukonéeni musi byt veSkeré

nepouzité materialy ze Studie dodané
Poskytovateli a/nebo Hlavnimu zkouSejicimu
Zadavatelem nebo EVIDERA nebo jeho
jménem v centru znieny.

3. Platby

a. Zadavatel prostiednictvim
EVIDERA uhradi Poskytovateli naklady za
Sluzby v souladu s Prilohou A; za
predpokladu, ze Sluzby byly fadné poskytnuty
v souladu s Protokolem a touto Smlouvou.
Pfijemce plateb je odpovédny za odSkodnéni
vSech ostatnich subjektd a osob, které se
podilely na provadéni Studie, napf. Hlavni
zkousejici.

b. Castky vyplacené na zakladé
této Smlouvy predstavuji odménu v dobré vife
odpovidajici trzni hodnoté za veSkerou praci
souvisejici se Studii provadénou na zakladé
této Smlouvy. Zadné platby Zadavatele
prostfednictvim EVIDERA podle této Smlouvy
nesméji byt zcela ani z€asti, pfimo ani
nepfimo, pfevedeny na tfeti stranu jako sleva
nebo rabat za nakup produktll Zadavatele a
pridruzenych spoleénosti Zadavatele. Bez
ohledu na vySe uvedené se komeréné
pfiméfené platby schvalenému subdodavateli,
ktery poskytuje sluzby podle této Smlouvy a
splfiuje kritéria pro sluzby poskytované v
dobré vife, nepovazuji za prabézné slevy
nebo rabaty (i kdyz je subdodavatel
zakaznikem Zadavatele nebo pfidruzenych
spole¢nosti Zadavatele).

C. Platby jsou zavislé na v€asném
a uspokojivém pfedlozeni pfislusnych
informaci podle odstavce 2) spoleCnosti
300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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g. Upon completion of the Study
or earlier termination thereof, Institution shall
prepare and forward and/or shall ensure that
the Principal Investigator shall prepare and
forward all relevant information for the Study
as described in the Protocol, including all data
and Study results to EVIDERA, and shall
return all EVIDERA and Sponsor Confidential
Information, as defined herein, to its
respective owner.

h. Upon completion of the Study
or early termination thereof, all unused Study
materials furnished to Institution and/or
Principal Investigator by or on behalf of
Sponsor or EVIDERA shall be destroyed at
Site.

3. Payments

a. Sponsor, through EVIDERA,
shall compensate Institution for the Services in
accordance with Exhibit _A; provided,
however, that the Services have been properly
performed in accordance with the Protocol and
this Agreement. The payee shall be
responsible for compensating all other entities
and individuals who were involved in the

conduct of the Study, e.g. Principal
Investigator.
b. The amounts paid under this

Agreement are bona fide fair market value
compensation for the all Study-related work
conducted under this Agreement. No
payments by Sponsor through EVIDERA
under this Agreement shall be passed in whole
or in part, directly or indirectly, to any third
party as a rebate or discount for the purchase
of Sponsor’s and Sponsor Affiliates’ products.
Notwithstanding the foregoing, commercially
reasonable payments to an approved
Subcontractor who is performing services
under this Agreement that meet the criteria for
bona fide services are not considered to be
pass-through rebate or discount payments
(even if the Subcontractor is a Sponsor or
Sponsor Affiliates’ customer).

C. Payments are dependent upon
the relevant information pursuant to Section 2)
being submitted to EVIDERA in a timely and
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EVIDERA. Poskytovatel a Hlavni zkouSejici
nebudou odménéni za Zadné Sluzby, které
budou povazovany za poruseni nebo odchylku
od Protokolu nebo této Smiouvy.

4, Prohlaseni a zaruky

Poskytovatel prohladuje a zaruéuje, Ze
jak Poskytovatel, tak Hlavni zkouSejici:

a. maji zkuSenosti, schopnosti,
pozadované udaje a dalSi zdroje, mimo jiné
vCetné dostateCného personalu a vybaveni k
pfesnému, 0¢innému a  svédomitému
provadéni Studie.

b. budou poskytovat Sluzby podle
této Smlouvy profesionalnim a kompetentnim
zpusobem, budou vyuzivat nalezitou péci a
vzdy vy€leni potfebny personal a vybaveni k
provedeni Studie podle této Smlouvy timto
zpUsobem.

c. budou provadét Studii v
pfisném souladu s Protokolem a touto
Smlouvou.

d. a dalsi zameéstnanci

Poskytovatele nebo jakékoli jiné osoby, které
Poskytovatel najme k provadéni Sluzeb podle
této Smlouvy: (i) nejsou v soulasné dobé
zbaveni zpUsobilosti k provadéni studii na
zakladé zakonl a predpisti platnych pro
Studie; (ii) nejsou vysetfovani zadnymi jinymi
vladnimi nebo regulacnimi organy, které maji
pravomoc rozhodovat o pfedmétu konkrétni
Studie v ramci fizeni o udéleni zakazu
¢innosti, nebo (iii) nepodléhaji probihajicimu
fizeni o zbaveni zpUsobilosti nebo byli zbaveni
zpusobilosti jakymkoliv viadnim organem a (iv)
nezucCastnili se zadného jednani nebo
Cinnosti, které by mohly vést k vySe
uvedenému fizeni o zbaveni zpusobilosti nebo
zakazu &innosti.

e. budou: (i) jednat, pfiCemz
budou vyzadovat, aby vSechny osoby nebo
subjekty provadéjici jakoukoli ¢ast Sluzeb
jednaly v souladu se vSemi platnymi pravnimi
predpisy a v souladu s nimi, zejména véetné
Smérnic pro spravnou
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satisfactory manner. Institution and Principal
Investigator will not be paid for any Services
performed that are deemed violations of or

deviations from the Protocol or this

Agreement.

4, Representations and Warranties
The Institution represents and

warrants that both Institution and

Principal Investigator:

a. have the experience,
capabilities, data required and other
resources, including but not limited to,
sufficient personnel and equipment, to

accurately, efficiently and diligently perform
the Study.

b. will perform the Services
hereunder in a professional and competent
manner, and will utilize due diligence and
devote the necessary personnel and
equipment at all times to perform the Study
hereunder in such manner.

C. will conduct the Study in strict
accordance with the Protocol and this
Agreement.

d and Institution’s other

employees or any other person retained by it
to perform the Services pursuant to this
Agreement: (i) is not presently debarred
pursuant to the laws and regulations
applicable to the Study; (i) is not under
investigation by any other governmental or
regulatory authorities having jurisdiction over
the subject matter of the particular Study for
debarment action or, (iii) does not have a
disqualification hearing pending or has been
disqualified by any governmental authorities,
and (iv) has not engaged in any conduct or
activity which could lead to any of the above
mentioned disqualification or debarment
actions.

e. shall: (i) act and shall require
any persons or entities performing any portion
of the Services to act, in accordance and
compliance with any and all Applicable Law,
including but not limited to the Guidelines for
Good Pharmacoepidemiology Practice
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farmakoepidemiologickou praxi publikovanych
Mezinarodni spole€nosti pro
farmakoepidemiologii (dale jen ISPE —GPP*),
jakymkoli mistnim vladnim Gafadem; a (ii)
pokud je to vhodné, zdokumentuji role a
povinnosti v pfipadé, Ze Sluzby poskytuje vice
nez jedna osoba.

f. budou dodrzovat vSechny
platné predpisy a nafizeni, v€etné téch, které
se tykaji boje proti uplatkarstvi a korupci, jak
je podrobnéji uvedeno v Priloze B pfipojené k
tomuto dokumentu a zaclenéné do néj
odkazem.

5. Requlaéni inspekce a audity
V pfipadé, Ze Poskytovatel nebo
Hlavni zkouSejici obdrzi oznameni, Ze

Centrum bude pfedmétem vySetfovani nebo
auditu ze strany jakéhokoli vladniho nebo
regulaniho organu, Poskytovatel (nebo
Hlavni zkouS$ejici, podle okolnosti) o tom
neprodlené informuje Zadavatele a EVIDERA.
V pfipadé, Ze smluvni strana neobdrzi
pfedchozi oznameni o uvedeném Setfeni
nebo auditu, oznami to spole¢nosti EVIDERA
co nejdfive poté, co se o tomto Setfeni nebo
auditu dozvi. Poskytovatel a Hlavni zkouSejici
budou s Ufadem spolupracovat a poskytnou
Zadavateli kopie vSech zprav vydanych
Ufadem, a poskytnou spoleCnosti GSK
pfiméfeny &€as na pfezkoumani odpovédi
Poskytovatele a vyjadfeni se k ni pfed jejich
odeslanim.

6. Transparentnost Studie a pravo na
zverejnéni
a. Pokud se Zadavatel rozhodne,

zvefejni (1) shrnuti Protokolu Studie ve
vefejné dostupném registru protokoll a (2)
shrnuti vysledku Studie ve vefejné dostupném
registru vysledkd nejpozdéji dvanact (12)
meésici po dokonleni Studie ve vSech
Centrech, jak je definovano v Protokolu
Studie. Ke zverejnéni souhrnu vysledku studie
muze dojit jeSté pfed publikovanim vysledku
Studie v recenzované literatufe. Sou€asné se
zvefejnénim souhrnu vysledkd Zadavatel
rovnéz zvefejni uplny Protokol Studie a plan
statistické analyzy. Po publikovani Studie ve
védeckém Casopise muze Zadavatel uvést
tuto Studii na externim webu pro sdileni udaju
300718_EMEA_PI XXX _Institutional CTAg_16Dec25

EVIDERA Confidential Information

published by the International Society for
Pharmacoepidemiology (“‘ISPE -GPP”), any
local governmental authority; and (ii) where
appropriate, document the roles and
responsibilities where more than one person
may be providing the Services.

f. shall comply with all applicable,
rules and regulations, including those related
to anti-bribery and corruption compliance as
more specifically set forth in Exhibit B
attached hereto and incorporated by reference
herein.

5. Regulatory Inspections and Audits

In the event Institution or Principal
Investigator receives notice that the Study 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
EVIDERA immediately. In the event the party
does not receive prior notice of said
investigation or audit, the party shall notify
EVIDERA 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.

6. Study Transparency and
Publication Rights

a. Should Sponsor elect, Sponsor
will post (1) a Study Protocol summary on a
publicly available Protocol register and (2) a
Study results summary on a publicly available
result register no later than twelve (12) months
following completion of the Study at all Study
sites as defined in the Study Protocol. Posting
of summary Study results may occur prior to
publication of Study results in the peer-
reviewed literature. Sponsor will also post full
Study Protocol and statistical analysis plan at
the time of results summary posting. After the
Study is published in a scientific journal,
Sponsor may list the Study on an external
website for patient-level data sharing for
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na urovni pacientd pro dalSi vyzkum a muze
také zpfistupnit uplnou zpravu ze Studie v
sregistru  klinickych hodnoceni spolecnosti
GSK* na svych verejné pristupnych webovych
strankach, na adrese xxx

b. Prvni zvefejnéni a vSechna
nasledna zverejnéni vysledkl Studie ze vSech
Center, kde byla Studie provadéna (dale jen
,Publikace Zadavatele“) nebo zvefejnéni
vysledkt Studie (v pfisluSnych pripadech)
bude koordinovat Zadavatel. Jakakoli ucast
Hlavniho zkouSejiciho nebo jinych zastupcu
Poskytovatele jako jmenovaného autora
publikace Zadavatele bude stanovena v
souladu s Mezinarodnim vyborem pro
jednotné pozadavky na rukopisy editoru
lékaFskych ¢asopist (dale jen ,ICMJE®) (nebo,
jsou-li pfisn&jsi, s kritérii autorstvi konkrétniho
Casopisu). Poskytovatel a Hlavni zkouSejici
berou na védomi, ze samotné zarazeni
subjektd Studie neni kvalifikaci pro autorstvi.
Bude-li Hlavni zkouSejici nebo jiny zastupce
Poskytovatele jmenovanym autorem
publikace Zadavatele, pfed zahajenim prace
na publikaci Zadavatele uzavie jako autor
pisemnou autorskou smlouvu.

C. Zadavatel muze  zvefejnit
jména Hlavniho zkousSejiciho a Poskytovatele
jako  sou€ast seznamu  vyzkumnych
pracovniku a instituci provadéjicich Studii pfi
zvefejiovani  Protokolu nebo  souhrnu
vysledku (v pFislusnych pfipadech).
Poskytovatel a Hlavni zkouS$ejici souhlasi s
tim, Ze Zadavatel je opravnén zvefejnit vysi
financovani, které Poskytovateli na provadéni
Studie poskytl, a ze v ramci tohoto zvefejnéni
je opravnén ztotoznit Poskytovatele a
Hlavniho zkouSejiciho. Hlavni zkousSejici
souhlasi s tim, ze kdykoliv bude vefejné
vystupovat nebo publikovat ¢lanek ¢&i stat o
zalezitosti, ktera souvisi se  Studii,
Hodnocenym pfipravkem nebo jinak se
Zadavatelem, uvede, Ze v této Studii pusobil
jako Zkousejici.

d. Poskytovatel mize v souladu s
védeckymi standardy a na védeckém foru
zverejnit nebo prezentovat vysledky Studie
ziskané z udaju ze Studie nalezejicich
Poskytovateli (dale jen .Publikace
Poskytovatele“), za predpokladu, Zze
300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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further research and may also make available
the full Study report on the “GSK Study
Register” on its public-facing website, xxx

b. First publication and all
subsequent publications of the Study results
from all Study sites (“Sponsor

Publication(s)”) or disclosure(s) of the Study
results (where applicable) shall be coordinated
by Sponsor. Any participation of Principal
Investigator or other representatives of
Institution as a named author of the Sponsor
Publication will be determined in accordance
with the International Committee of Medical
Journal Editors (“ICMJE”) Uniform
Requirements for Manuscripts (or if more
stringent, the authorship criteria of the specific
journal). The Institution and Principal
Investigator acknowledge that the enroliment
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 Sponsor Publication, as an
author (s)he will enter into a written author
agreement prior to the beginning of the work
on the Sponsor Publication.

C. Sponsor may make public the
names of the Principal Investigator and the
Institution as part of a list of investigators and
institutions conducting the Study when making
either Protocol or results summary register
postings (where applicable). Institution and
Principal Investigator agree that Sponsor may
make public the amount of funding provided to
Institution by Sponsor for the conduct of the
Study 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 Study or Study
product or that otherwise relates to Sponsor,
Principal Investigator will disclose that they
were an Investigator for the Study.

d. 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
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Publikace Poskytovatele nezvefejni zadné
Duvérné informace Zadavatele kromé
vysledku Studie ziskanych z udaji ze Studie
nalezejicich  Poskytovateli.  Poskytovatel
predlozi pfipadnou navrhovanou Publikaci
Poskytovatele zadavateli k posouzeni a
pfipominkovani nejméné tficet (30) dnl pred
prfedanim Publikace Poskytovatele jakékoli
tfeti strané. Pokud Zadavatel pozada o odklad
z duvodu podani patentovych prihlasek
tykajicich se Nového IP, zavazuje se
Poskytovatel pozdrzet pfedloZeni Publikace
Poskytovatele jakékoli tfeti strané az o sto
dvacet (120) dnG od Zzadosti Zadavatele.
Poskytovatel dale souhlasi s tim, Ze pfipadna
Publikace Poskytovatele muze byt zvefejnéna
az po vydani Publikace nebo Publikaci
Zadavatele a v souladu s veSkerymi limity a
omezenimi, ktera se na ni mohou vztahovat,
za predpokladu, Ze Publikace Zadavatele
bude pfedlozena do osmnacti (18) mésicl od
posledni navstévy posledniho subjektu Studie
ve vsech centrech, jak je definovano v
Protokolu Studie. V publikaci Poskytovatele se
bude odkazovat na Publikaci (Publikace)
Zadavatele. Poskytovatel souhlasi s tim, ze v
pfipadné Publikaci Poskytovatele bude
uvedena finanéni podpora Studie ze strany
Zadavatele. Poskytovatel zajisti, aby Hlavni
zkouS$ejici dodrzoval povinnosti uvedené v
tomto bodé.

7. Duvérnost
a. Poskytovatel a jeho
zaméstnanci a zastupci, jakoz i Hlavni

zkouSejici nesméji sdélovat zadné treti strané
ani pouzivat k jinym ucelim nez k plnéni svych
povinnosti podle této Smlouvy Zzadné udaje,
zaznamy

nebo jiné informace sdélené Poskytovateli a
Hlavnimu zkouSejicimu nebo které byly
ziskany v dusledku této Studie, bez
predchoziho pisemného souhlasu Zadavatele
(nebo spole¢nosti EVIDERA, podle okolnosti)
(dale spole¢né jen ,Davérné informace®).
Tyto Duvérné informace zUstavaji davérnym a
zakonem chranénym majetkem Zadavatele
(nebo pfipadné EVIDERA) a budou sdéleny
pouze v nezbytné nutném rozsahu Hlavnimu

zkouSejicimu, Studijnimu tymu a
zaméstnancim nebo zastupcim
Poskytovatele. Poskytovatel bude
shromazdovat, zaznamenavat, pouZivat,
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Sponsor Confidential Information other than
the Study results from Institution’s Study data.
Institution shall submit to Sponsor for review
and comment any proposed Institution
Publication at least thirty (30) days prior to
submitting the Institution Publication to any
third party. If Sponsor 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
Sponsor’s request. Institution also agrees that
any Institution Publication shall only be made
after the Sponsor Publication(s), and
consistent with any limitations and restrictions
that may apply, provided that the Sponsor
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
Sponsor Publication(s). Institution agrees that
Sponsor’s financial support of the Study will be
disclosed in any Institution Publication.
Institution shall ensure that Principal
Investigator complies with the obligations
identified in this subclause.

7. Confidentiality

a. Institution and its employees
and agents, and Principal Investigator shall
not disclose to any third party or use for any
purpose other than in the fulfillment of their
respective obligations hereunder, any data,
records or other information disclosed to
Institution and Principal Investigator by
Sponsor or EVIDERA, or generated as a result
of this Study, without the prior written consent
of Sponsor (or EVIDERA, as the case may be)
(hereinafter, collectively “Confidential
Information”). Such Confidential Information
shall remain the confidential and proprietary
property of Sponsor (or EVIDERA, as the case
may be) and shall be disclosed only to
Principal Investigator, Study Staff and the
Institution’s employees or agents on a “need
to know” basis. Institution shall collect, record,
use, retain, access, transfer, store and
safeguard  Confidential  Information in
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uchovavat, pfistupovat, prfevadét, ukladat accordance with generally accepted industry
achranit Duvérné informace v souladu standards and the terms of this Agreement.

s obecné pfijimanymi oborovymi standardy

a podminkami této Smlouvy.

Povinnosti mi€enlivosti a omezeného
pouziti podle tohoto odstavce 7 se
nevztahuji na:

1 informace, které jsou
nebo se stanou verejné dostupné bez
zavinéni Poskytovatele nebo Hlavniho
zkousejiciho;

(2) informace, které jsou
Poskytovateli a/nebo Hlavnimu
zkousSejicimu sdéleny treti stranou,
ktera je opravnéna tyto informace
sdélovat;

(3) informace, které jsou jiz
znamy Poskytovateli a/nebo Hlavnimu
zkouSejicimu, jak dokladaji pfedchozi
pisemné zaznamy;

(4) informace, které byly
nezavisle vyvinuty bez pouziti nebo
prospéchu z informaci;

(5) informace zvefejnéné
Poskytovatelem a/nebo  Hlavnim
zkousSejicim v souladu s odstavcem 6
této Smilouvy;

(6) informace, které musi
byt zpfistupnény vladnimu organu
nebo na zakladé rozhodnuti soudu
prislusné jurisdikce; za predpokladu,
ze je v8ak Zadavatel (nebo pfipadné
spole¢nost EVIDERA) v pfiméfeném
predstihu informovan a Hlavni
zkousSejici a Poskytovatel podniknou
vesSkeré pfiméfené kroky k omezeni
rozsahu takového zvefejnéni a budou
spolupracovat se Zadavatelem (nebo
pfipadné spole¢nosti EVIDERA) ve
snaze omezit takové zpfistupnéni;
nebo

(7) zdravotni informace o
uCastnikovi  Studie, pokud jsou
nezbytné pro jeho odpovidajici
|ékarskou péci.
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The obligations of confidentiality and
limited use under this Section 7 shall
not apply to:

(1) information that is or
becomes publicly available through no
fault of Institution or Principal
Investigator;

(2) information that is
disclosed to Institution and/or Principal
Investigator by a third party legally
entitled to disclose such information;

(3) information that is
already known to Institution and/or
Principal Investigator as demonstrated
by its prior written records;

(4) information  that is
independently developed without the
use or benefit of Information;

(5) information  that is
published by Institution and/or
Principal Investigator in accordance
with Section 6 of this Agreement;

(6) information  that is
required to be disclosed to a
government authority or by order of a
court of competent jurisdiction;
provided, however, that reasonable
advance notice is given to Sponsor (or
EVIDERA, as the case may be), and
Principal Investigator and Institution
take all reasonable steps to limit the
scope of such disclosure and
cooperate with Sponsor (or EVIDERA
as the case may be) in its efforts to
limited such disclosure; or,

(7) a Study subject’s
medical information, as necessary for
the appropriate medical care of the
Study subiject.
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8. Publicita a pouzivani jmen
a. Spole¢nost EVIDERA a

Zadavatel mohou pouzivat, odkazovat na a
Sifit pretisky védeckych, |ékafskych a jinych
publikovanych ¢lanku, které uvadéji nazev
Poskytovatele a/nebo jméno  Hlavniho
zkouSejiciho v souladu s platnymi autorskymi
zakony, pokud takové pouZiti nepfedstavuje
podporu jakéhokoli komeréniho produktu
nebo sluzby ze strany Poskytovatele nebo
Hlavniho zkouSejiciho. Poskytovatel nesmi
zverejnit a/nebo zajisti, aby Hlavni zkouSejici
nezverejnil existenci této Smlouvy nebo jeji
spojeni se spole¢nosti EVIDERA nebo
Zadavatelem ani nepouzil jméno Zadavatele
nebo EVIDERA v zadné tiskové zprave,
¢lanku nebo jiném zplsobu komunikace s
vefejnosti bez vyslovného pFedchoziho
pisemného souhlasu strany, jejiZ jméno je
pfedmétem potencialniho zvefejnéni.

(b) EVIDERA a Zadavatel jsou
dale opravnéni pro uéely provadéni této Studie
pouzivat kontaktni Udaje Poskytovatele
a Hlavniho zkouS$ejiciho a stav Studie ve
zpravodajich specifickych pro tuto Studii a na
celosvétovych webovych strankach.
Zpravodaje mohou byt rozesilany v3em
zUCastnénym pracovistim a ucelem prispévki
na webovych strankach je poskytovani
informaci o Studii potencialnim pacientim,
aby mohli kontaktovat zu&astnéna centra.

C. Poskytovatel a Hlavni
zkousSejici mohou bez pfedchoziho souhlasu
Zadavatele uvést jakékoli informace tykajici se
Studie, které jsou k dispozici na webovych
strankach xxx

9. Prava dusevniho vlastnictvi

a. Poskytovatel neprodlené a
pisemné oznami Zadavateli jakykoli objev,
vysledek vyvoje, vynalez (at uz patentovatelny
Ci nikoli), upravu, zlepSeni, recepturu, proces,
slozeni latky, vzorec, pouziti, zplsob pouziti
nebo podani, specifikaci, po€itatovy program
nebo model a souvisejici dokumentaci, know-
how (vCetné vSech technickych informaci,
utajovanych i neutajovanych), obchodni
tajemstvi nebo autorské dilo spolu se viemi
jejich preklady, upravami, odvozeninami a
kombinacemi a ve8kerou dokumentaci,
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8. Publicity and Use of Names

a. EVIDERA and Sponsor may
use, refer to and disseminate reprints of
scientific, medical and other published articles
which disclose the name of Institution and/or
Principal  Investigator  consistent  with
applicable copyright laws, provided such use
does not constitute an endorsement of any
commercial product or service by Institution or
Principal Investigator. Institution shall not
disclose and/or shall ensure that the Principal
Investigator shall not disclose the existence of
this Agreement or its association with
EVIDERA or Sponsor or use the name of
Sponsor or EVIDERA in any press release,
article or other method of communication with
the general public, without the express prior
written approval of the party whose name is
the subject of the potential disclosure.

b. In addition, EVIDERA and
Sponsor may use Institution and Principal
Investigator contact details and Study status in
Study specific newsletters and on the
worldwide web for the purpose of conducting
this Study. Newsletters may be distributed to
all participating sites and postings to the
worldwide web are for the purpose of providing
information to potential patients regarding the
Study giving them the ability to contact
participating sites.

C. Institution and Principal
Investigator may without prior consent from
Sponsor list any information regarding the
Study which is available on xxx website.

9. Intellectual Property Rights

a. Institution will notify Sponsor,
promptly and in writing, of any discovery,
development, invention (whether patentable
or not), modification, improvement, formula,
process, composition of matter, formulation,
use, method of use or delivery, 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, adaptations,
derivations, and combinations thereof, and all
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specifikacemi, nakresy, grafikou, databazemi,
nahravkami a jinymi dily podléhajicimi
autorskym pravam, vytvofenymi
Poskytovatelem, Hlavnim zkou$ejicim nebo
Studijnim tymem: (1) v souvislosti se Studii,
nebo (2) které zahrnuji Davérné informace

Zadavatele (dale jen ,Nové dusevni
vlastnictvi“ neboli ,,Nové IP“)").
b. Poskytovatel timto postupuje

Zadavateli a/nebo pfidruzenym subjektim
Zadavatele veSkera prava, vlastnické tituly a
podily k novému duSevnimu vlastnictvi,
zejména vSechna autorska prava k jakékoli
publikaci Zadavatele, kazdé z nich bez dalSiho
protiplnéni ze strany Zadavatele, a zajisti, aby
tak ucinili také Hlavni zkouSejici a Studijni
tym.

C. Na Zadost Zadavatele
podepiSe Poskytovatel pfipadné listiny nebo
poda svédectvi a zajisti, aby taktéz ucinili i
Hlavni zkouSejici a ¢lenové Studijniho tymu, a
to v rozsahu, ktery Zadavatel povazuje za
nezbytny k tomu, aby Zadavatel a pfidruzené
subjekty Zadavatele mohli sepsat, podat a
soudné uplatiiovat patentové pfihlasky,
obhajovat patenty nebo jinak chranit podil
Zadavatele na Novém dusevnim vlastnictvi.
Zadavatel proplati Poskytovateli pfiméfené
a nezbytné vydaje, které mu vzniknou.

d. SpoleCnost EVIDERA  ani
Zadavatel nesmi na zakladé této Smlouvy
pfevadét na Poskytovatele nebo Hlavniho
zkouS$ejiciho Zadna patentova prava, autorska
prava ani jina vlastnicka prava Zadavatele.

10. Vztah nezavislych smluvnich
partneru

a. Poskytovatel, jeho
zaméstnanci a zastupci poskytuji Sluzby pro
spolecnost EVIDERA nebo Zadavatele coby

nezavisla smluvni strana, a nikoli jako
zaméstnanec i zastupce  spoleCnosti
EVIDERA nebo Zadavatele. Poskytovatel

nema opravnéni uzavirat zavazné smlouvy
jménem  EVIDERA nebo Zadavatele.
Poskytovatel ani jeho pfisluSni zaméstnanci a
zastupci nejsou opravnéni k ucasti na zadném
planu zaméstnaneckych vyhod spoleénosti
EVIDERA nebo Zadavatele ani nesmi pobirat

300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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documentation, specifications, drawings,
graphics, databases, recordings, and other
copyrightable works made by Institution,
Principal Investigator, or Study Staff: (1) in
connection with the Study; or (2) which
incorporates Sponsor Confidential Information
(“New Intellectual Property” or “New IP”).

b. Institution hereby assigns and
will cause to be assigned by Principal
Investigator and Study Staff, to Sponsor
and/or to Sponsor’s Affiliates any and all
rights, title, and interest in any New IP,
including, without limitation, all copyright
interests in any Sponsor Publication each
without additional consideration from Sponsor.

C. If Sponsor requests, Institution
will  execute and will cause Principal
Investigator and Study Staff to execute any
instruments or testify as Sponsor deems
necessary for Sponsor and Sponsor’s
Affiliates to draft, file, and prosecute patent
applications, defend patents, or to otherwise
protect Sponsor's interest in New IP. Sponsor
will reimburse Institution for reasonable and
necessary expenses incurred.

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

10. Independent Contractor
Relationshi

a. Institution, and its/his/her
employees and agents, are performing
Services for EVIDERA or Sponsor as

independent contractor and not as employee
or agent of EVIDERA or Sponsor. Institution
shall not have the authority to enter into
binding obligations on behalf of EVIDERA or
Sponsor. Institution, and its respective
employees and agents, shall not participate in
any EVIDERA or Sponsor employee benefit
plans nor receive any other compensation
beyond that stated herein.
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zadné jiné odmény nad ramec odmén
uvedenych v této Smlouvé.

b. Platby za Sluzby poskytované
na zakladé této Smlouvy budou vyplaceny
vplné vysi vsouladu se Smlouvou, bez
odpoc¢td na danich jakéhokoli druhu a
v souladu s tim, Zze Poskytovatel nema status
zaméstnance. Ve8keré dané splatné v
disledku plateb EVIDERA Poskytovateli jsou
vyhradni odpovédnosti Poskytovatele a
Poskytovatel je povinen v€as uhradit vSechny
dané, za které nese odpovédnost.

11. Odskodnéni

a. EVIDERA odSkodni, bude hgjit
a zbavi Poskytovatele odpovédnosti za
veskeré ztraty, ujmy, Skody, naklady nebo
vydaje, zejména véetné primérenych nakladu
na pravni zastoupeni, které Poskytovateli
vzniknou v duasledku nedbalosti nebo
umysiného protipravniho jednani spoleénosti
EVIDERA nebo poruseni této Smlouvy.

b. Poskytovatel odskodni, bude
hajit a zbavi spolenost EVIDERA a
Zadavatele odpovédnosti za veskeré ztraty,
ujmy, Skody, naklady nebo vydaje, zejména
v€éetné pfiméfenych nakladd na pravni
zastoupeni, které spole¢nosti EVIDERA nebo
Zadavateli vzniknou v duasledku nedbalosti
nebo umysiného protipravniho jednani
Poskytovatele a/nebo Hlavniho zkous$ejiciho
nebo poruseni této Smlouvy ze strany
Poskytovatele a/nebo Hlavniho zkou$ejiciho.

C. Od8kodnéni Zadavatele
Separatni dopis o odSkodnéni mezi
Zadavatelem a Poskytovatelem bude uzavfen.

12. Oznameni o zakazu ¢innosti a
zbaveni zpusobilosti

Pokud kdykoli béhem platnosti této
Smlouvy Poskytovatel, Hlavni zkou$ejici nebo
jakakoli osoba zaméstnana nebo najata
Poskytovatelem za ucelem provedeni Studie:
(i) je pfedmétem vySetiovani FDA za ucelem
vylou€eni nebo zakazu Cinnosti, (i) je
vylou€ena nebo je ji zakazana Cinnost, nebo
(i) se dopusti jakéhokoli jednani nebo
Cinnosti, které by mohly vést k vyse
300718_EMEA_PI XXX _lnstitutional CTAg_16Dec25
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b. Payments for Services
rendered under this Agreement shall be made
in full in accordance with the Agreement,
without deductions for taxes of any kind, in
conformity with Institution’s non-employee
status. Any taxes due and payable as a result
of the payments by EVIDERA to Institution
shall be Institution’s sole responsibility and
Institution shall timely pay all such taxes for
which it is liable.

11. Indemnification

a. EVIDERA shall indemnify,
defend and hold harmless Institution from any
and all losses, injuries, harm, costs or
expenses, including without limitation,
reasonable attorney's fees, incurred by
Institution as a result of EVIDERA’s
negligence or willful misconduct, or breach of
this Agreement.

b. Institution  shall  indemnify,
defend and hold harmless EVIDERA and
Sponsor from any and all losses, injuries,
harm, costs or expenses, including without
limitation, reasonable attorney's fees, incurred
by EVIDERA or Sponsor as a result of the
negligence or willful misconduct of, or breach
of this Agreement by, Institution and/or
Principal Investigator.

C. Sponsor Indemnification
A separate Letter of Indemnification
will be executed.

12. Notice of Debarment and
Disqualification

If at any time during the term of this
Agreement, Institution, Principal Investigator,
or any person employed or retained by the
Institution to perform the Study: (i) comes
under investigation by FDA for debarment
action or disqualification, (ii) is debarred or
disqualified, or (iii) engages in any conduct or
activity which could lead to any of the above
mentioned disqualification or debarment
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uvedenému vylou€eni nebo zakazu cinnosti,
je povinna o tom neprodlené informovat
spole¢nost EVIDERA a Zadavatele.

13. RuUzna ujednani

a. V této smlouvé se pojmem
,Pridruzena spole¢nost® rozumi jakakoli
spole¢nost nebo jiny subjekt, ktery ovlada, je
ovladan nebo je pod spoleCnou kontrolou
Zadavatele, EVIDERA nebo Poskytovatele
nebo jakéhokoli nastupnického subjektu. Ma
se za to, Ze korporace nebo jiny subjekt ovlada
jinou korporaci nebo subjekt, pokud: (i) pfimo
nebo nepfimo vlastni vice neZ padesat
procent (50 %) akcii nebo jinych podilt
s hlasovacim pravem, (ii) ma pravomoc volit
vice nez polovinu C¢&lend predstavenstva
takové jiné korporace nebo subjektu nebo (iii)
je schopen na zéakladé smlouvy nebo jinak Fidit

zaleZitosti takové jiné Kkorporace nebo
subjektu.
b. Poskytovatel mize disponovat

tou casti svého Casu a zdroj, ktera neni
vazana na spole¢nost EVIDERA podle této
Smlouvy, zpusobem, ktery si Poskytovatel a
Hlavni zkouSejici zvoli.

c. Souhlasem s podminkami této
Smlouvy a poskytovanim Sluzeb podle ni
Poskytovatel neporusi zadné podminky Zadné
smlouvy o poskytovani sluzeb nebo
zameéstnani s jinou fyzickou nebo pravnickou
osobou.

d. = Tato Smlouva se fidi pravnimi
pfedpisy Ceské republiky bez ohledu na
ustanoveni o kolizi pravnich predpisu.

e. Tato Smlouva spolu se vSemi
pfilohami, harmonogramy nebo  jinymi
dokumenty, které jsou jeji soucasti,

predstavuje uplnou dohodu mezi stranami a
nahrazuje vSechny pfedchozi dohody, at' uz
pisemné, ustni nebo jiné.

f. Tato Smlouva mlze byt
zménéna pouze vzajemné dohodnutym
dodatkem (podle potfeby) podepsanym
Stranami.
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actions, said party shall immediately notify
EVIDERA and Sponsor of same.

13. Miscellaneous

a. As used in this Agreement,
“Affiliate(s)’ means any corporation or other
entity which controls, is controlled by, or is
under common control with Sponsor,
EVIDERA or Institution or any successor
entity. A corporation or other entity shall be
deemed to control another corporation or
entity if: (i) it owns, directly or indirectly greater
than fifty percent (50%) of the voting shares or
other interest, (ii) has the power to elect more
than half the directors, of such other
corporation or entity, or (iii) has the ability, via
contract or otherwise to direct the affairs of
such other corporation or entity.

b. Institution shall be free to
dispose of such portion of its time and
resources which are not obligated to
EVIDERA hereunder in such manner as
Institution and Principal Investigator choose.

C. By agreeing to the terms and
conditions of this Agreement and by
performing the Services hereunder, Institution
will not be violating of any terms and
conditions of any agreement for services or
employment with any other individual or entity.

d. This Agreement shall be
construed in accordance with the laws of the
Czech Republic without regard to its conflict of
laws provisions.

e. This Agreement together with
any and all exhibits, schedules or other
documents executed herewith, constitutes the
entire agreement between the parties and
supersedes all prior agreements, whether
written, oral or otherwise.

f. This Agreement may only be

modified in a mutually agreed amendment (as
necessary) signed by the Parties.
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g. Tato Smlouva nesmi byt
Poskytovatelem postoupena ani pfevedena
bez pfedchoziho pisemného souhlasu
spolecnosti EVIDERA a Zadavatele.
Spole¢nost EVIDERA mize tuto Smlouvu
postoupit Zadavateli nebo jim povéfené osobé
na zakladé pisemného oznameni
Poskytovateli, pficemz po datu nabyti
uCinnosti takového postoupeni Poskytovatel
navzdy  zprosti spoleCnost EVIDERA
pfipadnych narokd a odpovédnosti
vyplyvajicich z této Smiouvy.

h. Poskytovatel muze  vykon
nékterych svych &innosti podle této Smlouvy
zadat subdodavateli (v€etné zastupcu),
kteremu Poskytovatel delegoval jakoukoli
funkci tvofici soucast Studie, véetné treti
strany, které subdodavatel dale deleguje
jakoukoli Cast Studie (dale jen
~Subdodavatel“) schvalenou Zadavatelem
pisemné; za predpokladu, Zze (1) takovy
schvaleny Subdodavatel vykonava tyto
Cinnosti v souladu s podminkami této
Smlouvy; (2) Poskytovatel zajisti, aby byl takto
schvaleny  Subdodavatel = odpovidajicim
zpusobem vazan podminkami této Smlouvy a
dodrzoval je, a (3) Poskytovatel i nadale
odpovidda za plnéni ze strany takového
schvaleného Subdodavatele.

i. Pokud dojde k jakékoli udalosti
vy88i moci v souvislosti se Zadavatelem,
EVIDERA nebo Poskytovatelem, ktera
ovliviiuje nebo muze ovlivnit pinéni jakékoli z
jejich  povinnosti podle této Smlouvy, je
povinen o tom neprodlené informovat ostatni
strany a uvést podrobnosti o udalosti a
veskerych opatfenich, ktera pfijima nebo
navrhuje pfijmout ke zmirnéni jejich dopadu.
Zadna smluvni strana neporusi tuto Smiouvu,
ani neponese odpovédnost vici druhé strané,
pokud je jakékoli prodleni pfi plnéni nebo

neplnéni  jakékoli z jejich  povinnosti
zpusobeno vy388i moci. Vys§i moc vSak
nemuUze byt pouzita Zadavatelem ani

spole¢nosti EVIDERA v pfipadé nesplnéni
jakékoli platebni povinnosti podle této
Smlouvy. Pokud udalost vy$si moci trva déle
nez pét (5) po sobé jdoucich pracovnich dnd,
Zadavatel, spole¢nost EVIDERA a
Poskytovatel zahgji jednani s cilem dohodnout
se na alternativnich opatfenich, ktera mohou
byt pfiméfené zavedena. Pokud vSak vyssi
300718_EMEA_PI XXX _lInstitutional CTAg_16Dec25
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g. This Agreement may not be
assigned or transferred by Institution without
the prior written consent of EVIDERA and
Sponsor. EVIDERA may assign this
Agreement to Sponsor or its designee upon
written notice to Institution, in which case
Institution shall release and forever discharge
EVIDERA from any and all claims and liability
arising out of this Agreement after the effective
date of such assignment.

h. Institution may subcontract the
performance of certain of its activities under
this Agreement to a third party (including
agents) to whom Institution has delegated any
function(s) constituting a part of the Study,
including a third party to whom a subcontractor
further delegates any part of the Study
(“Subcontractor’) approved by Sponsor _in
writing; provided, that (1) such approved
Subcontractor performs such activities in a
manner consistent with the terms and
conditions in this Agreement; (2) Institution
causes such approved Subcontractor to be
bound by and comply with the terms of this
Agreement, as applicable; and, (3) Institution
remains liable for such  approved
Subcontractor’s performance.

i. If any Force Majeure occurs in
relation to Sponsor, EVIDERA 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 other 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 EVIDERA to fail to meet any
payment obligation hereunder. If the event of
Force Majeure continues for more than five (5)
consecutive  business days, Sponsor,
EVIDERA and Institution shall enter into
discussions to agree upon what alternative
arrangements may reasonably be putin place.
However, if any Force Majeure prevents
Sponsor, EVIDERA or Institution from carrying
out its obligations for more than one (1) month,
then the other parties may terminate this
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moc brani Zadavateli, spole¢nosti EVIDERA
nebo Poskytovateli v plnéni jejich zavazkd po
dobu delSi nez jeden (1) mésic, pak mohou
ostatni smluvni strany tuto Smlouvu ukongit
pisemnym oznamenim. Jak je pouZzito v tomto
pismenu (j), ,vy$8i moc*“znamena, ve vztahu
k Zadavateli, spole¢nosti EVIDERA nebo
Poskytovateli (dale jen ,Dotfena strana“),
jakékoli okolnosti mimo pfiméfenou kontrolu
Dotéené strany nebo jejiho pFidruzeného
subjektu, které pfimo brani nebo maji
podstatny nepfiznivy vliv na plnéni povinnosti
DotCené strany podle této Smlouvy, a
zahrnuje jakoukoli z nasledujicich okolnosti: (i)
mimofadna udalost zplUsobena pfirodnimi
silami, povoden, sucho, zemétfeseni nebo jina
prirodni katastrofa, valka, hrozba valky nebo
pripravy na valku, ozbrojeny konflikt; (ii)
teroristicky utok, obCanska valka, obCanské
nepokoje nebo vzpoury; (iii) epidemie nebo
pandemie; (iv) jakykoli zakon nebo vladni
pfikaz, pravidlo, nafizeni nebo pokyn nebo
jakékoli opatfeni pfijaté vladnim subjektem,
mimo jiné v€etné uloZeni embarga, vyvozniho
nebo dovozniho omezeni, kvoty nebo jiného
omezeni €i zakazu, nebo neudéleni potiebné
licence nebo souhlasu; a (v) v rozsahu, ktery
je mimo kontrolu Dotéené strany, jakykoli
pracovnépravni spor, vCetné generalnich
stavek, pracovnich akci v kolektivu nebo
vyluk, s vyjimkou jakéhokoli takového
pracovnépravniho sporu, véetné stavek,
pracovnich akci nebo vyluk v kazdém
jednotlivém pfipadé, ktery se tyka pouze
zahrnuti zaméstnancl Dot&ené strany, jejich
pridruzenych spole€nosti nebo jejich &i jejich
Subdodavatelti, ale aby se predeslo
pochybnostem, nezahrnuje Zadnou udalost
nebo véc, ktera ve vztahu ke strané: (1) je
mozno pfi¢ist umysinému jednani, zanedbani
nebo nepfijeti pfiméfenych preventivnich
opatfeni proti takové udalosti ze strany této
Smluvni strany; nebo (2) pouze zvySuje
naklady na plnéni povinnosti této Smluvni
strany; nebo (3) je dusledkem neplnéni nebo
prodleni jakékoli tfeti strany pfi pInéni svych
povinnosti podle Smlouvy s danou stranou
(s vyjimkou situace, kdy tato tfeti strana sama
nebrani v plnéni svych povinnosti nebo je v

prodleni pfi pInéni svych povinnosti
v dusledku vy$si moci).
j- Pokud je nékteré ujednani této

Smlouvy v rozporu se zakonem, podle kterého
300718_EMEA_PI XXX _lInstitutional CTAg_16Dec25
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Agreement by notice in writing. As used in this
subsection (j), “Force Majeure” means, in
relation to Sponsor, EVIDERA 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;
(i) 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).

j- If any provision of this
Agreement conflicts with the law under which
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ma byt tato Smlouva vykladana, nebo pokud
je nékteré takové ujednani soudem shledano
neplatnym, bude takové ujednani povazovano
za preformulované tak, aby co nejvice
odrazelo plavodni zamér stran v souladu s
platnymi zakony, a zbyvajici ¢ast této Smlouvy
zUstane v plné platnosti a G¢innosti.

k. Tato Smlouva je zavazna pro
smluvni strany, jejich dédice, nastupce a
povolené postupniky. Spole¢nost EVIDERA
prohladuje, Ze Zadavatel udélil spoleCnosti
EVIDERA pisemné opravnéni zavazat
Zadavatele povinnostmi, které jsou pro
zadavatele vyslovné uvedeny v této Smiouvé.

l. Neuplatnéni prav nebo
shovivavost kterékoli ze stran v souvislosti s
poruSenim jakéhokoli ujednani této Smiouvy,
nebo jakéhokoli platného z&kona, nebude
povazovano za zfeknuti se prav v souvislosti s
jakymkoli naslednym porusenim jakéhokoli
ujednani této Smlouvy.

m. Odstavce 2, 3,6, 7,8, 11a 13
a pfiloha C zlstavaji v platnosti i po ukon&eni
této Smiouvy.

n. Veskera oznameni, ktera jsou
podle této Smlouvy vyZadovana nebo
povolena kteroukoli ze smluvnich stran, musi
byt ucinéna pisemné& a povazZuji se za
doru¢ena v den jejich pfijeti, pokud jsou
doru€ena osobné, e-mailem s poZadovanym
potvrzenim o doruc€eni od pfijemce e-mailu,
uznavanou pfepravni sluzbou nebo pét (5) dni
po datu razitka poSty, pokud jsou zaslana
doporucenou nebo certifikovanou zasilkou s
potvrzenim o doruéeni a predplacenym
postovnym na nasledujici adresu:

V pfipadé spoleCnosti EVIDERA:

EVIDERA Ltd.

The Ark, 201 Talgarth Rd,
London W6 8BJ, United Kingdom
K rukam: pravni oddéleni

V pfipadé Poskytovatele:

Statni zdravotni Ustav
Srobarova 49/48, 100 00 Praha 10, Ceska
republika
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this Agreement is to be construed, or if any
such provision is held invalid by a court, such
provision shall be deemed to be restated to
reflect as nearly as possible the original
intentions of the parties in accordance with
Applicable Law and the remainder of this
Agreement shall remain in full force and effect.

k. This Agreement shall be
binding upon the parties, their heirs,
successors, and permitted assigns. EVIDERA
represents that Sponsor has granted
EVIDERA written authority to bind Sponsor to
the Sponsor obligations expressly included in
this Agreement.

l. Waiver or forbearance by either
party with respect to a breach of any provision
of this Agreement or any Applicable Law shall
not be deemed to constitute a waiver with
respect to any subsequent breach of any
provision hereof.

m. Sections 2, 3, 6, 7, 8, 11, and
13 and Exhibit C shall survive termination of
this Agreement.

n. Any notice required or
permitted to be given hereunder by either
party hereto shall be in writing and shall be
deemed given on the date received if delivered
personally, by email with requested delivery
response from email-recipient, by recognized
overnight courier, or five (5) days after the date
postmarked if sent by registered or certified
mail, return receipt requested postage
prepaid, to the following address:

If to EVIDERA:

EVIDERA Ltd

The Ark, 201 Talgarth Rd,
London W6 8BJ, United Kingdom
Attention: Legal Department

If to Institution:

Statni zdravotni Ustav
Srobarova 49/48, 100 00 Prague 10, Czech
Republic
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XXX
XXX
XXX

Kopie pro Hlavniho zkousejiciho:

XXX
XXX
XXX
XXX

V pfipadé Zadavatele:

GlaxoSmithKline Biologicals SA

Rue de [l'Institut,89 1330 Rixensart, Belgie
Attn.: xxx

E-mail: xxx

Kopie pro pravni oddéleni Zadavatele:

GlaxoSmithKline

R&D Legal Operations

1250 S. Collegeville Road
Collegeville, PA 19426

K rukam: Vedouci pravniho oddéleni

Kazda strana miUze zménit svou
adresu pro dorudovani oznameni a kontaktni
osobu, a to oznamenim v souladu s timto
ujednanim.

0. Tato Smlouva a veskeré jeji
nasledné dodatky mohou byt vyhotoveny v
nékolika vyhotovenich, ktera spolecné tvori
jednu smlouvu. Vyména kopii této Smlouvy a
podpisovych stranek prostfednictvim faxu
nebo elektronické posty ve formatu ,portable
document format® (,PDF*) pfedstavuje uc€inné
uzavfeni a doruceni této Smlouvy a mlze byt
pro vSechny ucely pouzita namisto originalu
Smlouvy. Podpisy stran zaslané faxem nebo
elektronickou postou se pro vSechny ucely
povazuji za jejich originalni podpisy.

p. Poskytovatel souhlasi s tim, Zze
Zadavatel je tfeti stranou, ktera ma prospéch
z této Smlouvy, a muze uplatfiovat sva prava
vyplyvajici z této Smlouvy jako tfeti strana,
ktera ma prospéch. V pfipadé, 2ze tak
Zadavatel nebude schopen z jakéhokoli
ddvodu ucinit, souhlasi Poskytovatel s tim, Ze

300718_EMEA_PI XXX _lInstitutional CTAg_16Dec25
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XXX
XXX
XXX

cc to Principal Investigator:

XXX
XXX
XXX
XXX

If to Sponsor:

GlaxoSmithKline Biologicals SA

Rue de I'Institut,89 1330 Rixensart, Belgium
Attn.: xxx

Email: xxx

cc to Sponsor Legal:

GlaxoSmithKline

R&D Legal Operations
1250 S. Collegeville Road
Collegeville, PA 19426
Attention: General Counsel

Any party may change its notice
address and contact person by giving notice of
same in the manner herein provided.

0. This Agreement, and any
subsequent amendment(s), may be executed
in counterparts and the counterparts, together,
shall constitute a single agreement. The
exchange of copies of this Agreement and of
signature pages by facsimile transmission, by
electronic mail in "portable document format"
(“PDF”), shall constitute effective execution
and delivery of this Agreement and may be
used in lieu of an original Agreement for all
purposes. Signatures of the parties
transmitted by facsimile or electronic mail shall
be deemed to be their original signatures for
all purposes.

p. Institution agrees that Sponsor
is a third party beneficiary to this Agreement
and may enforce its rights hereunder as a third
party beneficiary. In the event Sponsor is not
able to do so for any reason, Institution agrees
that EVIDERA may have the benefit of
Sponsor's rights hereunder (including without
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spoleénost EVIDERA muize vyuzivat prav
Zadavatele podle této Smlouvy (mimo jiné
vCetné prav tykajicich se publikace, divérnosti
a dusevniho vlastnictvi) a maze tato prava a
vyhody pfevést na Zadavatele.

gq. Jazyk. V pfipadé rozporu mezi
podminkami anglické a Ceské verze této
smlouvy maji pfednost podminky ceské
verze.

_POSKYTOVATEL ROZUMi A BERE
NA VEDOMi, ZE VYROBA, FALZIFIKACE

NEBO UPRAVA ZE STRANY
POSKYTOVATELE, HLAVNIHO
ZKOUSEJICIHO NEBO JAKEHOKOLI
ZAMESTNANCE NEBO ZASTUPCE

POSKYTOVATELE JAKYCHKOLI UDAJU O
PACIENTECH NEBO JINYCH INFORMACI
POSKYTNUTYCH POSKYTOVATELEM
NEBO HLAVNIM ZKOUSEJicim Vv
SOULADU S TOUTO SMLOUVOU MUZE
VEST K TRESTNIMU STiHANI A SANKCIM

PROTI POSKYTOVATELI A HLAVNIMU
ZKOUSEJICIMU A K  UPLATNENI
OBCANSKOPRAVNi  ODPOVEDNOSTI

VUCI EVIDERA A ZADAVATELI.

(Tento prostor byl zamérné ponechan
prazdny; podpisy nasleduji na dalSi strance)

300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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limitation those rights concerning Publication,
Confidentiality and Intellectual Property) and
may transfer such rights and benefits to
Sponsor.

g. Language. To the extent that the
terms and conditions of the English and Czech
versions of this Agreement conflict, the terms
and conditions of the Czech version shall
prevail.

INSTITUTION UNDERSTANDS AND
ACKNOWLEDGES THAT FABRICATION,
FALSIFICATION OR ALTERATION BY
INSTITUTION, PRINCIPAL INVESTIGATOR
OR ANY EMPLOYEES OR AGENTS OF
INSTITUTION OF ANY PATIENT DATA OR
OTHER INFORMATION PROVIDED BY
INSTITUTION OR PRINCIPAL
INVESTIGATOR PURSUANT TO THIS
AGREEMENT CAN RESULT IN CRIMINAL
ACTIONS AND SANCTIONS AGAINST
INSTITUTION AND PRINCIPAL
INVESTIGATOR AND IN CIVIL LIABILITY
TO EVIDERA AND SPONSOR.

(This space intentionally left blank;
Signatures follow on next page)
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NA DUKAZ CEHOZ smluvni strany
uzavrely tuto Smlouvu k Datu ucinnosti.

Za spole¢nost EVIDERA Ltd. podepsal/a / For
EVIDERA Ltd. by:

Podpis / Signature:
Jméno/nazev / Name:
Funkce / Title:

Datum podpisu /
Date of Signature:

300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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WITNESS WHEREOF, the parties
hereto have caused this Agreement to be
executed as of the Effective Date.

Za Statni zdravotni ustav podepsal/a / For
Statni zdravotni ustav by:

Podpis / Signature:
Jméno/nazev / Name:
Funkce / Title:

Datum podpisu /
Date of Signature:

HLAVNIi ZKOUSEJiCi / PRINCIPAL
INVESTIGATOR

Svym podpisem vyjadfuji souhlas s plnénim
role a povinnosti Hlavniho zkou$ejiciho podle
této Smlouvy, a souhlasim s tim, aby
Zadavatel nebo jeho pfidruzené subjekty
zvefejnily mé jméno a platby za Studii
Poskytovateli, ke kterému jsem pfidruzen, ve
vefejné pfistupnych studijnich registrech./
By my signature | indicate my agreement to
fulfil the role and obligations of Principal
Investigator under this Agreement, and
consent to the disclosure by Sponsor or its
Affiliates of my name and of Study payments
to the institution with which | am affiliated in
publicly accessible Study registers.

Jméno/nazev / Name: xxx

Podpis / Signature:
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Priloha A Exhibit A
Rozpocéet a rozpis plateb Budget and Payment Schedule
GlaxoSmithKline GlaxoSmithKline
Protokol ¢. VEO-300718 Protocol # VEO-300718

Odhadovana hodnota smlouvy je 430.451,- K¢/ Estimated value of the Agreement
is CZK 430,451.00
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Priloha B

Dodrzovani predpist proti uplatkarstvi a
korupci

(1) Poskytovatel se zavazuje, ze
bude za vSech okolnosti piné dodrZzovat
vesSkeré Prislusné pravni predpisy, zejména
zakony o boji proti korupci, a prohlasuje, ze
neuskutecnil, nepfislibil, neschvalil,
neratifikoval ani nenabidl, ze ucini jakykoli
ukon sméfujici k predani platby nebo
poskytnuti jakékoli vécné nebo jiné hodnoty za
uCelem ovlivnéni, motivace nebo odmény
jakéhokoli  jednani, opomenuti nebo
rozhodnuti s cilem ziskat neopravnénou
vyhodu, nebo s cilem neopravnéné napomaoci
jemu samotnému nebo Zadavateli pfi
ziskavani &i udrzeni obchodnich pfilezitosti,
ani tak jakymkoli zplsobem neucinil s cilem
nebo u€inkem uplaceni ve vefejné ¢i komercni
sféfe, a zavazuje se, Ze v souvislosti s pInénim
této Smlouvy nic ze shora uvedeného, at uz
pfimo ¢i nepfimo, neuskutecni. Zaroven
prohlasuje, Ze pfijal pfiméfena opatfeni k
zajisténi toho, aby se zadny Subdodavatel,
zastupce nebo jina tfeti osoba, ktera je pod
jeho kontrolou nebo rozhodujicim vlivem,

takového jednani nedopustili. V zajmu
vylou€eni  jakychkoli ~ pochybnosti  se
konstatuje, Zze to zahrnuje odmény za

urychlené vyfizeni, coz jsou neoficialni,
nevhodné, drobné platby nebo dary nabizené
nebo poskytnuté vladnim dfednikim za
ucelem zajisSténi nebo urychleni rutinniho
nebo nezbytného ukonu, na ktery mame
zakonny narok.

(2) Poskytovatel prohlasuje a
zarucuje, Zze s vyjimkou pfipadd, které byly
Zadavateli pisemné sdéleny pfed zahajenim
platnosti této Smlouvy, (i) nema zadny zajem,
ktery by byl v rozporu s fadnym a etickym
plnénim této Smlouvy, a (ii) bude udrzovat
vztahy na zakladé rovnosti se vSemi tfetimi
stranami, s nimiz jedna jménem nebo za
Zadavatele pfi  pInéni této  Smlouvy.
Poskytovatel bude pfi nejbliz§i mozné
pFilezitosti pisemné informovat Zadavatele o
jakémkoli stfetu zajmu, ke kterému dojde pfi
plnéni této Smiouvy.

(3) Zadavatel a spole¢nost
EVIDERA jsou opravnéni Smlouvu okamzité

300718_EMEA_PI XXX _Institutional CTAg_16Dec25
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Exhibit B

Anti-Bribery and Corruption Compliance

(1) Institution agrees that it shall
comply fully at all times with all Applicable
Law, 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
Sponsor in obtaining or retaining business, or
in any way with the purpose or effect of public
or commercial bribery, and warrants that it has
taken reasonable measures to prevent
Subcontractors, agents or any other third
parties, subject to its control or determining
influence, from doing so. For the avoidance of
doubt this includes facilitating payments,
which are unofficial, improper, small payments
or gifts offered or made to government officials
to secure or expedite a routine or necessary
action to which we are legally entitled.

(2) Institution  represents  and
warrants that except as disclosed to Sponsor
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
Sponsor in performance of this Agreement.
Institution shall inform Sponsor in writing at the
earliest possible opportunity of any conflict of
interest that arises during the performance of
this Agreement.

(3) Sponsor and EVIDERA shall
be entitled to terminate the Agreement
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vypovédét pisemnym oznamenim
Poskytovateli, pokud Poskytovatel nesplni své
povinnosti v souladu s touto Prilohou B
a/nebo porusi jakékoli prohlaseni, zaruky
nebo ujednani stanovené v této Priloze B.
Poskytovatel nema vuc¢i Zadavateli ani
EVIDERA narok na nahradu jakékoli ztraty
jakékoli povahy v dusledku ukonéeni této
Smlouvy v souladu s touto Prilohou B.

(4) Poskytovatel bude hajit,
odSkodriovat a chranit spoleénost EVIDERA
(a jeji vedouci pracovniky, feditele,
zaméstnance, zastupce a  pfidruzené
spole¢nosti) pfed jakymikoli sankcemi,
ztratami, zavazky a vydaiji, které spolecnosti
EVIDERA vzniknou v duasledku poruseni
jakékoli povinnosti Poskytovatele a Hlavniho
zkousejiciho podle této Prilohy B. Povinnost
odskodnit spole¢nost EVIDERA podle této
Prilohy B za poruSeni protikorupéniho zakona
nepodléha omezeni odpovédnosti, pokud
existuje, stanoveném v odstavci 12 Smiouvy.
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immediately on written notice to Institution, if
Institution fails to perform its obligations in
accordance with this Exhibit B and/or
breaches any of the representations,
warranties or covenants set forth in this
Exhibit B. Institution shall have no claim
against Sponsor or EVIDERA  for
compensation for any loss of whatever nature
by virtue of the termination of this Agreement
in accordance with this Exhibit B.

(4) Institution shall defend,
indemnify and hold EVIDERA (and its officers,
directors, employees, agents and Affiliates)
harmless from any penalties, losses, liabilities
and expenses incurred by EVIDERA as a
result of Institution and Principal Investigator’s
breach of any of its obligations under this
Exhibit B. The obligation to indemnify
EVIDERA under this Exhibit B for violations of
an Anti-Corruption Law shall not be subject to
the limitation of liability, if any, set out in
Section 12 of the Agreement.
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» Pf'ilol]a C ] ] .
PRILOHA O OCHRANE OSOBNICH UDAJU

Exhibit C
DATA PRIVACY SCHEDULE

PODMINKY OCHRANY OSOBNICH UDAJU —
OMEZENE OSOBNI UDAJE

1.1 Tato pfiloha o ochrané osobnich udaju
tvofi soucCast smlouvy o klinickém hodnoceni
(dale jen ,Smlouva“) mezi spole¢nosti CRO

jednajici  jménem spoleCnosti GSK a
poskytovatelem pfi provadéni klinického
hodnoceni podle protokolu & 300718

spole¢nosti GSK. V pfipadé jakéhokoli rozporu
mezi podminkami této pfilohy a podminkami
smlouvy bude mit v otazkach ochrany osobnich
udaju prednost tato pfiloha. Pojmy, které se
v anglické verzi této pfilohy uvadéji s velkym
pismenem a které v ni nejsou definovany, maji
takovy vyznam, jimz se vykladaji v jinych
Castech smlouvy. Pojmy, které se v anglické
verzi této pfilohy uvadéji s velkym pismenem
a které vni definovany jsou, maji takovy
vyznam, jimz se vykladaji v této pfiloze nebo
podle zakonU o ochrané osobnich udajd.
Jakymkoli odkazem na GSK se mini stejny
smluvni subjekt GSK, jaky je definovan ve
smlouvé, jakoz i vSechny souvisejici pfidruzené
spolecnosti jak je definovano v této pfiloze.

1.2 Definice

Adekvatni zemi se rozumi jakakoli zemé, u niz
maji vlada Spojeného kralovstvi a/nebo
Evropska komise za to, Ze v pfisludnych
pripadech zajiStuje odpovidajici miru ochrany
podle Clanku 45(3) nafizeni GDPR a GDPR
Spojeného kralovstvi.

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

Plathym zakonem (platnymi zakony) se
rozumi vS8echny zakony, regulacni pozadavky,
stanovy nebo vyhlaSky vztahujici se na
podnikani smluvni strany nebo pInéni jejich
povinnosti podle této smlouvy, v€etné SKP.

Souvisejici pridruzenou spoleénosti se
rozumi kazda spoleénost pfidruzena ke
spoleCnosti GSK, kterd ma v postaveni treti
strany prospéch ze sluzeb souvisejicich s
klinickym hodnocenim (GSK na vyzadani
poskytne jejich seznam poskytovateli).

DATA PROTECTION TERMS — RESTRICTED
PERSONAL INFORMATION

1.1 This Privacy Schedule forms a part of
the Clinical Trial Agreement (hereinafter,
the “Agreement”) by and between CRO, acting
on behalf of GSK and Institution for the conduct
of the Clinical Trial under GSK Protocol
300718. In the 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 shall
have the same meaning ascribed in the
Agreement, as well as any Covered Affiliate as
defined in this Schedule.

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 and the
UK 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 spoleénost
EVIDERA., kteragjménem spole¢nost GSK

provadi zpracovani osobnich udajl v klinickém
hodnoceni tak, Ze jedna v postaveni
zpracovatele za spole¢nost GSK.

Zakony o ochrané osobnich udaji se rozumi
obecné nafizeni o ochrané osobnich udajl
(EU) 2016/679 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich udaju
a volném pohybu téchto udaju a veskeré platné
zakony a/nebo predpisy, které implementuiji
a/nebo uplatnuji odchylky podle né&j a/nebo jej
nahrazuji nebo zneplatrivji (dale jen GDPR),
britské nafizeni GDPR, které upravuje britsky
zakon o ochrané osobnich udaji z roku 2018,
a veskeré ostatni zakony tykajici se zpracovani
osobnich Udajl, které vstoupi v platnost.

Spravna klinicka praxe neboli SKP znamena
stavajici postupy vyzadované v rozsahu
platném v zemi, ve které se klinické hodnoceni
provadi, jednim nebo vice z nasledujicich
dokumentl: (1) zdsadami  harmonizované
tfistranné smérnice ICH pro spravnou klinickou
praxi (CPMP/ICH/135/95) E6 a E11; (2)
nafizenim Evropského parlamentu a Rady
(EU) ¢&. 536/2014 ze dne 16. dubna 2014
o klinickych hodnocenich humannich 1é€ivych
pfipravkl a o zruSeni smérnice 2001/20/ES
a veSkerych mistnich zakond, pravidel a
pfedpisu, které takové nafizeni implementuiji;
(3) ustanovenimi hlavy 21 Kodexu federalnich
predpist (mimo jiné v€etné Casti 11, 50, 54, 56,
312, 314, 320, 601 a 610) a v8emi pravidly,
predpisy, nafizenimi a pokyny zvefejnénymi na
jejich zakladé; a/nebo (4) jakymikoli dalSimi
pravnimi a etickymi pozadavky a profesnimi
standardy.

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

Osobnimi informacemi neboli osobnimi
udaji se rozumi jakékoli osobni udaje tykajici
se ztotoZznéné nebo ztotoznitelné osoby, jak ji
definuji platné zakony o ochrané osobnich
udaju.

Clinical Research Organization or CRO
means GSK’s service provider EVIDERA.
which  processes the Study Personal

Information on behalf of GSK, by acting as a
processor of GSK.

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; (3)
provisions of Title 21 of the Code of Federal
Regulations (including without limitation Parts
11, 50, 54, 56, 312, 314, 320, 601 and 610) and
all rules, regulations, order, and guidance
published thereunder ; and/or (4) any other
legal and ethical requirements and professional
standards.

Investigator means the individual(s)
responsible for the conduct of the Clinical Trial
at Institution and for direct supervision of
Clinical Trial Staff.

Personal Information or Personal Data
means any personal data relating to an
identified or identifiable individual, as defined in
the Applicable Data Protection Laws.
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Vzorovymi dolozkami upravujicimi vztah
zpracovatel — spravce se rozumi (i) pfiloha
spoleéné s CTVRTYM MODULEM: Pfedani od
zpracovatele spravci (k dispozici na

https://ec.europa.eu/info/system/files/1 _en an

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_an
nexe acte autonome cp partl v5 0.pdf),

nexe acte autonome cp partl v5 0.pdf),
ktera je zaclenéna do této pfilohy 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 udaje pacientd v
klinickém hodnoceni zpracovavané pro ucely
klinického hodnoceni: které poskytovatel
shromazduje nebo vytvari jménem spolecnosti
GSK na zakladé této smlouvy nebo v
souvislosti s ni a/nebo které poskytovatel
shromazduje nebo wvytvafi a poskytuje
spole¢nosti GSK na zakladé této smlouvy nebo
v souvislosti s ni, vCetné pfipadl, kdy jsou
osobni udaje z klinického hodnoceni sdileny se
spoleCnosti  GSK  prostfednictvim  jim
jmenované CRO.

Tymem klinického hodnoceni se rozumi
jednotlivei  poskytujici  sluzby  souvisejici
s klinickym hodnocenim poskytované
poskytovatelem jménem poskytovatele, mimo
jiné véetné spoluzkousSejicich, koordinatora
klinického hodnoceni a dalSich zaméstnancu,
zastupcl poskytovatele a/nebo spole€nosti
GSK schvalenych subdodavatell
poskytovatele.

Subjektem (subjekty) v klinickém
hodnoceni (neni pouzitelné v tomto klinickém
hodnoceni) se rozumi kazdy jednotlivec, ktery
v souladu s platnymi zakony pfed zahajenim
jakéhokoli postupu souvisejiciho s klinickym
hodnocenim odevzdal formulaf informovaného
souhlasu abyl zafazen do klinického
hodnoceni.

Dodatkem platnym ve Spojeném kralovstvi
se rozumi dodatek o mezinarodnim pfedavani
udaju ke standardnim smluvnim dolozkam
Komise EU, ktery byl pfijat dozorovym organem
ve Spojeném kralovstvi (dale jen ,ICO%),
vstoupil v platnost dne 21. bfezna 2022 a je do
této pfilohy zaclenén formou odkazu na jeho
text ve znéni pozdéjSich aktualizaci, zmén,
nahrazeni nebo zneplatnéni ze strany ICO.

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 Trial Subjects
processed for the purpose of the Clinical Trial:
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 Trial Personal Information
is shared with GSK through its appointed
CRO.

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

Clinical Trial Subject(s) (not applicable on this
Clinical Trial) means each individual who
provided an informed consent form and is
enrolled in the Clinical Trial, prior to the
commencement of any  Study-related
procedure, in accordance with Applicable Law.

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.
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Pojmy spravce, posouzeni vlivu na ochranu
osobnich udaju, subjekt udaji, poruseni
zabezpeceni osobnich udaji, zpracovatel,
zpracovani, poskytovatel a dozorovy organ
maji takovy vyznam, jimz se vykladaji podle
pFislusnych zakonu o ochrané osobnich udaju.

1.3 VSeobecné podminky

a) pro ucely této smlouvy CRO jménem
spole¢nosti GSK a poskytovatel souhlasi s tim,
ze ve vztahu k osobnim udajiim z klinického
hodnoceni zpracovavanym podle této smlouvy:
(i) bude spoleCnost GSK povazovana za
spravce; (i) poskytovatel jedna jako
zpracovatel osobnich Udaju v klinickém
hodnoceni podle pfislusnych zakonu o ochrané
osobnich udaju a budou platit podminky pro
zpracovatele v odstavci 1.4

b) Popis zpracovani:
TRVANI, POVAHA A UCEL ZPRACOVANI

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
zakony.

Povaha a ucel zpracovani

GSK: Za ulelem plnéni  povinnosti
vyplyvajicich ze smlouvy; provadéni vyzkumu
v souladu s protokolem klinického hodnoceni
(v€etné  jakychkoli  dodatkd  k protokolu
klinického hodnoceni); plnéni povinnosti
ulozenych platnymi zakony (napf. hlaseni
o bezpec&nosti); fizeni klinického hodnoceni
a monitorovani spravnosti jeho realizace;
provadéni dalSiho védeckého vyzkumu; ziskani
registrace.

CRO/EVIDERA: Za ucelem fizeni klinického
hodnoceni a monitorovani jeho spravné
realizace jménem spolecnosti GSK.

Poskytovatel: Za ucCelem sprava klinického
hodnoceni (napf. komunikace se spolecnosti
GSK a/nebo s poskytovateli sluzeb spole€nosti
GSK); plnéni povinnosti uloZzenych platnymi
zakony (napf. kodovani udaju subjektu

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.

1.3 General terms

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

b) Description of Processing:

DURATION, NATURE AND PURPOSE OF
PROCESSING

Duration of Processing

Unless stated otherwise in the Agreement, or
agreed in writing between the parties, Clinical
Trial Personal 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 Trial
Protocol (including any amendments to the
Clinical Trial Protocol); meeting the obligations
imposed by Applicable Laws (e.g., safety
reporting); managing the Clinical Trial and
monitoring its  correct  implementation,
conducting further scientific research, seeking
market approval.

CRO/EVIDERA: For the purposes of managing
the Clinical Trial and monitoring its correct
implementation on behalf of GSK.

Institution: For the purpose of managing the
Clinical Trial (e.g., communicate with Sponsor
and/or Sponsor service providers); meeting the
obligations imposed by Applicable Laws (e.g.,
key-coding Clinical Trial Subjects’ data and
keep the matching table on site);
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klinického hodnoceni a udrZzovani srovnavaci
tabulky na centru.)

OSOBNIi UDAJE

Jednotlivci mohou byt: ZkouSejici lékari
v klinickém  hodnoceni, tym  klinického
hodnoceni, pacienti v klinickém hodnoceni
(neni pouzitelné v tomto klinickém hodnoceni)
Kategorie osobnich udajud v klinickém
hodnoceni mohou zahrnovat: U
zkousejicich lékaru klinického hodnoceni, tymu
klinického hodnoceni: Osobni kontaktni udaje
(napf. adresa, e-mail a telefonni Cislo a/nebo
udaje v dokladu totoznosti), profesni udaje,
osobni zivotopisné udaje (napf. vék, pohlavi
a narodnost).

U pacientt v klinickém hodnoceni: Kédované
Udaje aosobni kontaktni  udaje  kvdli
bezpecnostnim duvodim (jak je pouzitelné
v tomto klinickém hodnoceni).

Zvlastni kategorie osobnich udaji v
klinickém hodnoceni mohou zahrnovat:
Lékarské nebo zdravotni informace

(v€éetné rodinné anamnézy), a pokud jsou
zahrnuty v protokolu klinického hodnoceni,
i informace o etnickém plvodu nebo rase,
sexualni orientaci nebo pohlavnim Zivoté,
genetické informace, biometrické udaje (v€etné
obrazku), lidské biologické vzorky (napf. vzorky
krve, bunék a tkané).

d) Po ukon&eni klinického hodnoceni
zUstane tato pfiloha v platnosti a bude i nadale
pIné ucinna.

1.4 Modul s podminkami zpracovatele
a) VSeobecné podminky
(i) Pfedmét zpracovani, doba trvani,

povaha a ucel zpracovani, typ osobnich udaju
v ramci klinického hodnoceni a kategorie osob,
jejichz udaje jsou poskytovatelem
zpracovavany na zakladé této smlouvy, jsou
popsany v odstavci Popis zpracovani této
prilohy.

(i) Kazda smluvni strana bude plnit své
povinnosti podle zakonl o ochrané udaju
v souvislosti se zpracovanim osobnich udaju
klinického hodnoceni. Tyto podminky nezbavuji
poskytovatele povinnosti plnit zavazky, které se
na né&j vztahuji podle platnych zakonl o
ochrané osobnich udaju.

PERSONAL INFORMATION

Individuals may include: Clinical Trial
Investigators, Clinical Trial Staff, Clinical Trial
Subjects (not applicable on this Clinical Trial)
Categories of Clinical TrialPersonal
Information may include: For Clinical Trial
Investigators, Clinical Trial Staff: 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 Trial Subjects: Key-coded data and
personal contact details for safety purposes (as
applicable for this Clinical Trial).

Special categories of Clinical Trial Personal
Information may include: Medical or health
information (including family medical history),
and, if included in the Clinical Trial Protocol,
ethnicity or race, sexual orientation or sex life,
genetic information, biometric data (including
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

(i) 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.
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(i) Poskytovatel: bude zpracovavat osobni
informace klinického hodnoceni, v€etné mimo
jiné mezinarodniho pfenosu osobnich udaju

v klinickém hodnoceni pouze za ucelem
provadéni klinického hodnoceni jménem
spoleCnosti GSK na zakladé smlouvy a

v souladu s pokyny CRO jménem GSK a
plathnymi zakony; oznami spolecnosti GSK,
pokud by podle rozumného nazoru
poskytovatele pokyny GSK porusovaly zakony
o ochrané udajl; poskytne GSK soucinnost pfi
jakémkoli hodnoceni dopadu na ochranu udaja
a/nebo hodnoceni pfenosu udaji souvisejicich
se zpracovanim osobnich udaja klinického
hodnoceni na zakladé smlouvy; ihned informuje
GSK/CRO, pokud obdrzi jakoukoli komunikaci
od jakéhokoli dozorového organu tykajici se
zpracovani  osobnich  ddajd v klinickém
hodnoceni nebo plnéni strany v souladu se
zakony o ochrané udajia, a pomahat CRO
jménem GSK pfi reakci na takovou komunikaci.

(iv) Poskytovatel: umozni pristup
k osobnim udajum z klinického hodnoceni
pouze tymu klinického hodnoceni a/nebo
zkousejicim a/nebo poskytovatelim sluzeb
GSK zapojenym do klinického hodnoceni, ktefi
tento pfistup potfebuji k ucelim provadéni
klinického hodnoceni, a zajisti, aby tito
jednotlivei  udaje  z klinického hodnoceni
zpracovavali pouze v souladu s pokyny CRO
jménem spole€nosti GSK; umozni pfistup
k osobnim udajum z klinického hodnoceni
pouze ve formé kodované klicem, pokud to
neni vyZadovano platnymi zakony jinak;
nebudou mit Zadné pravo zpracovavat osobni
udaje z klinického hodnoceni pro svuj vlastni
obchodni prospéch v jakékoli formé, vcetné
(nikoli vSak vylu¢né) ve formé deidentifikované
nebo anonymizované: nebude zvefejnovat,
uvolfovat nebo pFenaset osobni udaje
z klinického hodnoceni tfetim stranam nebo
podnikim, 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 udaje
z klinického hodnoceni podle plathého zakona,

(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
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.
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informuje o tom GSK/CRO, pokud to takovy
zakon dovoluje.

(vi) \% pripadé, ze poskytovatel
predpoklada, Zze neni schopen splnit
pozadavky, které byly rozumné stanoveny
spolecnosti GSK/CRO, ihned to oznami

spole¢nosti GSK/CRO, pficemz GSK/CRO ma
pravo ukonéit jakoukoli zakladni smlouvu, o
kterou se tato pfiloha opira.

b) Oznameni o ochrané osobnich udaji
a informovany souhlas jednotlivce. Pokud

neni vyslovné pisemné dohodnuto jinak,
poskytovatel  jménem GSK informuje
jednotlivce, ktefi se uCastni klinického

hodnoceni, o zpracovani jejich osobnich udaju
a ziska od nich souhlas, ktery vyZaduji platné
pravni predpisy a zakony o ochrané osobnich
udajd, pokud je souhlas vyzadovan jako pravni
zaklad, a to tak, Ze jim spoleCnost GSK
poskytne oznameni o ochrané osobnich udaju
pro Kklinicky personal a vySetfovatele a
shromazdi jejich informovany souhlas v
souladu s formulafem informovaného souhlasu
GSK (pro ucastniky klinického hodnoceni).

c) Prava jednotlivcll. Pokud jednotlivec
poda poskytovateli pisemnou Zadost, ve které
uplatni néktera prava dle zakonlu o ochrané
osobnich udaju tykajici se osobnich 0dajl
¢lend 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 spole¢nost GSK/CRO mohla
reagovat v souladu se zakony na ochranu
osobnich udajl. Pokud ma spole¢nost GSK
pouze klicem kodované osobni udaje v
klinickém hodnoceni, poskytovatel zajisti
veskerou nezbytnou spolupraci k uspokojeni
poZzadavku jednotlivce  uc€astniciho  se
klinického hodnoceni a informuje tohoto
jednotlivce o pfijatych opatfenich.

d) Bezpecnostni opatieni a poruseni
osobnich udaji. Poskytovatel zavede a bude
udrzovat vhodna technickd a organizaéni
bezpeCnostni opatfeni, vCetné mimo jiné
opatfeni uvedenych v ¢asti ,Bezpeénostni
opatieni“ nize. Aniz jsou dotfeny pozZadavky

(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,
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

organizational 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
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Casti BezpecCnostni opatfeni, poskytovatel
oznami spole¢nosti GSK/CRO  porudeni
ochrany osobnich udaj, které se tyka osobnich
udaja v ramci klinického hodnoceni, a to
neprodlené a do 24 hodin poté, co se 0 ném
dozvi, pficemz poskytne spole¢nosti GSK/CRO
soucinnost, kterou si spole¢nost GSK/CRO v
souvislosti s takovym porusenim pfimérené
vyzada.

e) Sdileni osobnich udaju v klinickém
hodnoceni. Poskytovatel nebude: zapojovat
subdodavatele (,dil¢iho zpracovatele®) bez
predchoziho obecného povoleni CRO jménem
GSK a informuje GSK/CRO nejméné 14 dni
pfedem o jakékoli zamySlené zméné tykajici se
pfidani nebo nahrazeni subdodavatelt témi,
ktefi byli schvaleni GSK, aby tak poskytla GSK

moznost vznést namitku; pfed sdilenim
osobnich udaju klinického hodnoceni s
jakymkoli subdodavatelem uzavie s timto

subdodavatelem smlouvu obsahujici podminky
ekvivalentni tém, které jsou uvedeny v této
smlouveé; zustane plné zodpovédnou za
jakékoli selhani jakéhokoli subdodavatele pfi
plnéni jeho povinnosti v oblasti ochrany
osobnich Udajl; sdéli subdodavatelim pouze
minimalni mnozstvi osobnich udaja klinického
hodnoceni potfebnych k provadéni
subdodavatelskych aktivit; udrzi osobni udaje v
klinickém hodnoceni v souladu s podminkami
smlouvy, platnymi zakony a zakony o ochrané
osobnich udaju v bezpe&i a dlvérnosti;
neposkytne osobni udaje v  klinickém
hodnoceni zadnému svému zameéstnanci,
pokud tito jednotlivci neprosli odpovidajicim
Skolenim v oblasti ochrany udaju a nejsou
pravné nebo smluvné vazani k uchovavani
informaci v divérnosti.

f) Dodrzovani predpisi a audit. Na
zakladé oddvodnéné pisemné  zadosti
spoleCnosti GSK/CRO nebo v souladu s
oficialni zadosti, kterou spole¢nost GSK/CRO
obdrzi od pfislusného dozorového organu nebo
etické komise, poskytovatel: poskytne veskeré
informace nezbytné k prokazani souladu s
touto pfilohou; a aniz by tim bylo omezeno
jakékoli jiné pravo spole¢nosti GSK podle této
smlouvy, umozni CRO jménem spole¢nosti
GSK nebo prislusného dozorového organu di
etické komise provadét audity, a to tak, ze v
prostorach poskytovatele nebo na dalku

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-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, or a competent 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)
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zpfistupni dokumenty, zpravy a elektronické
udaje (vC€etné elektronickych zdravotnich
zaznamu) tykajici se zpracovani osobnich
udajd v ramci  klinického  hodnoceni
poskytovatelem nebo jakymkoli  dil¢im
zpracovatelem, aby CRO jménem spoleénosti
GSK mohla ovéfit soulad s touto pfilohou; pro
tyto ucely mlize mit GSK/CRO pfistup k

neSifrovanym osobnim ddajum studie v
rozsahu, ktery muze byt nezbytny.
g) Ukonéeni a vyprseni platnosti. Pokud

neni ve smlouvé vyslovné uvedeno jinak, po
ukonéeni klinického hodnoceni poskytovatel
ucini nasledujici a rovnéz zajisti aby tak ucinil
diléi zpracovatel: ihned pfestane pouzivat
osobni udaje klinického hodnoceni; a podle
volby GSK a v souladu s pokyny GSK, vrati
osobni udaje klinického hodnoceni spole¢nosti
GSK nebo zpracovateli jmenovanému GSK,
nebo smaze osobni udaje klinického hodnoceni
a vSechny kopie a vypisy z osobnich udaju
klinického hodnoceni, s vyjimkou pfipadu, kdy
se na poskytovatele vztahuje povinnost podle
platnych pravnich pfedpisu, v€etné Nafizeni
EU o klinickych hodnocenich 536/2014 nebo
jiného pfislusného nafizeni, uchovavat nékteré

nebo vSechny osobni udaje klinického
hodnoceni.
h) Mezinarodni prenosy udaju (od

poskytovatele CRO jednajici jménem GSK).
(vii)  Smluvni strany se timto zavazuji, Ze
uzaviely a budou dodrZzovat pfilohu
provadéciho rozhodnuti Komise o standardnich
smluvnich doloZkach pro pfedavani osobnich
udajd do tretich zemi podle nafizeni
Evropského parlamentu a Rady (EU) 2016/679
(dale jen ,pfiloha“) spolu s MODULEM CTYRI:
predavani udajl 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 (i)
jakakoli  odpovidajici nebo  rovnocenna

mezinarodni dohoda o pfedavani udaju nebo
dodatek ke vzorovym dolozkam pfijaty
dozorovym ufadem ve Spojeném kralovstvi,
rovnéz zaclenény do tohoto dokumentu
odkazem.

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.

g) 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 use 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 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.

(vii)  For the purposes of the P-C Model
Clauses: Institution is the data exporter in
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(viii) Pro ucely vzorovych dolozek P-C:
poskytovatel je vyvozcem udaju ve vztahu k
osobnim udajom studie a CRO jednajici
jménem spoleCnosti GSK (nebo jakychkoli
zahrnutych pfidruzenych spole¢nosti), pokud
zpracovava osobni udaje klinického hodnoceni
v zemi mimo Evropsky hospodarsky prostor,
Spojené kralovstvi nebo jakoukoli odpovidajici
zemi, je dovozcem udaja.

(ix) Pro ucely vzorovych dolozek P-C se
smluvni strany dohodly, Ze: je vybrana varianta
1 v ustanoveni 17 ,Rozhodné pravo“ a strany
se budou fidit pravem Ceské republiky a v
ustanoveni 18 ,Volba soudu a pfislusnost
soudu® se strany dohodly, Ze se budou fidit
soudy Ceské republiky.

(x) Popis prenosi: Popis prenosu vcetné
zpracovatelskych operaci, pro uc¢ely Pfilohy 1 k
vzorovym dolozkam P-C, je uveden v odstavci
,Popis zpracovani“ této smlouvy. Omezeni
ochrannych opatfeni uplatiiovanych na citlivé
Udaje jsou uvedena v casti Bezpecnostni
opatieni nize. Cetnost pfenosu je nepietrzita.
Udaje budou uchovany v souladu se zasadami
spole¢nosti GSK pro uchovavani udajli a s
platnymi zakony.

(xi) V rozsahu, v némz dochazi ke konfliktu
mezi jakymkoli ustanovenim vzorovych doloZek
P-C a jakoukoliv jinou ¢&asti tohoto pfehledu
nebo smlouvy, plati ustanoveni Vzorové
dolozky P-C.

(xii) Pokud pfenos pochazi ze Spojeného
kralovstvi, strany timto souhlasi s tim, ze
podepsaly a budou dodrzovat dodatek tykajici
se Spojeného kralovstvi, ktery zacleni vzorové
dolozky P-C do podminek uvedenych v bodech
(i) a od bodu (iii) do bodu (v) vySe.

(xiii) Pokud jakykoli ~mechanismus pro
mezinarodni pfenos osobnich udaju prestane
byt z jakéhokoli davodu platnym prostfedkem
pro splnéni omezeni pfedavani osobnich udaju
do tfeti zemé, jak je stanoveno v zakonech o
ochrané udaju, nebo z jakéhokoli jiného duvodu
pfestane platit, budou smluvni strany jednat v
dobré vife, aby se dohodly na zavedeni
alternativniho feSeni, které obéma stranam
umozni pokraovat ve zpracovani a predavani

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 Czech Republic shall apply; The courts
of Czech Republic 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 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)  If the transfer originates from the United
Kingdom, the parties hereby agree to have
entered and to abide by the UK Addendum
which shall incorporate the P-C Model Clauses
in the terms agreed under letters (i) and from
(iii) to (v) above.

(xiii)  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.
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osobnich Udajl v souladu se zakony o ochrané
udaju.

1.5 Bezpecnostni opatieni. Bez ohledu na
ustanoveni uvedena ve smlouvé:

a) Poskytovatel bude: (a) pouzivat silné
kontroly Sifrovani k ochrané vSech duavérnych
informaci spolecnosti GSK a osobnich udaju
z klinického hodnoceni pfed neopravnénym
zvefejnénim, pfistupem nebo zménou pfi
predavani do prostfedi poskytovatele bude
nebo mimo néj prostfednictvim siti tfetich stran;
(b) udrzovat kontrolni procesy v souladu
s osvédCenymi postupy v daném oboru za
ucelem detekce, prevence a obnovy v pfipadé
malwaru, vird a spywaru, véetné pravidelnych
aktualizaci  antivirového, antimalwarového
a antispywaroveho softwaru; (c) bude udrzovat
zasady, postupy a technické kontroly Fizeni
pfistupu v souladu s osvédcenymi postupy
v daném oboru, aby bylo zajisténo fFadné
opravnéni veskerého pfistupu k ddvérnym
informacim spole€nosti GSK a osobnim udajim

z klinického hodnoceni, které ma pod
kontrolou.
b) Pro ucCely tohoto odstavce se

.prostfedim poskytovatele“ rozumi kombinace
hardwaru, softwaru, operaénich systéma,
databazovych systému, nastroji a sitovych
komponent pouzivanych poskytovatelem nebo
jeho jménem k pfijimani, udrzovani,
zpracovavani, ukladani, pfistupu nebo
predavani dvérnych informaci spolecnosti
GSK a osobnich udajl v klinickém hodnoceni.

1.5 Security Measures. Notwithstanding
the provisions set in the Agreement:
a) Institution shall: (a) use
encryption controls to protect all GSK
Confidential Information and Clinical Trial
Personal 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 Trial Personal Information in its control
is appropriately authorised.

strong

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, Process, store, access or
transmit GSK Confidential Information and
Clinical Trial Personal Information.
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