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ZMLUVA O KLINICKOM SKUSANI

CLINICAL TRIAL AGREEMENT

uzatvorend podla § 269 ods. 2 a nasl. zdkona ¢.
513/1991 Zb. Obchodny zdkonnik v platnom
zneni (d’alej len ,,Obchodny zakonnik™) (d’alej
len ,,Zmluva®)

concluded pursuant to Section 269 (2) of Act
no.513/1991 of Coll., the Commercial Code,
as amended (hereinafter referred to as the
“Commercial Code”) (hereinafter referred to
as the “Agreement”)

Medzi

Between

Jounce Therapeutics, Inc.

Memorial Drive, Cambridge, MA 02139, USA
Zikonny zistupca sponzora v Eurépskej Unii:
Medical Pharma Services, s.r.o., Tibetska 806/2,
Prague 6, 160 00 Czech Republic,

zapisand v obchodnom registri vedenom pri
mestskom sdde v Prahe, vlozka ¢islo 95112,
konatelia: Natalia Denisova a Grigory Chudakov
(d’alej len “Zadavatel™)

Jounce Therapeutics, Inc.Registered office:
780 Memorial Drive, Cambridge, MA 02139,
USA

Sponsor legal representative in the European
Union: Medical Pharma Services, s.r.o.,
Tibetska 806/2, Prague 6, 160 00 Czech
Republic

Registered with the Commercial Register kept
by the Municial Court in Prague, Insert no.
95112 Represented by: Natalia Denisova a
Grigory Chudakov (hereinafter referred to as
the “Sponsor™)

DIC: 2021191084
Zriadena Zriad'ovacou
1970/1991-A/IV-1 zo dna
neskorsich rozhodnuti
Statutarny organ: JUDr. Vladislav Srojta, riaditel
(d’alej len “Centrum™)

listinou MZ SR ¢
14.6.1991, v zneni

A AND

Fakultna nemvocnica Trnava FakultnA nemocnica ) Trnava with its
S0 sidlom: A. Zarnova 11,917 75 Trnava registered seat at: A. Zarnova 11, 917 75
ICO: 00610381 Trnava

ID No.: 00610381

VAT No.: 2021191084

established by the decision of the Ministry
of Health of the Slovak Republic no.
1970/1991-A / IV-1 of 14.6.1991 dated, as
amended

Represented by: JUDr. Vladislav Srojta, director
(hereinafter referred to as the “Center”)

A

AND

MUDr. Marian Stresko, PhD., ditum narodenia:
_adresa bydlisk - ,
(d'alej len “Hlavny

skusajuci”)

MUDr. Marian Stresko, PhD., title, date of
birth and address of the principal
investigator _

(hereinafter referred to as
the “Principal Investigator”)

(Centrum a Hlavny skuSajici spolu dalej len
“Zmluvni partneri”, Zadiavatel s Centrom a
Hlavnym skuiSajicim spolu d’alej len ,, Zmluvné
strany™)

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, thc Sponsor with the
Centre and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Party”)

Preambula

Preamble
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VZHCADOM K TOMU, ZE Zadivatel | WHEREAS, the Sponsor asked the
poZziadal Zmluvnych partnerov, aby vykonali | Contracting Partners to conduct a clinical trial
klinické skiiSanie s ndazvom ,,Skrining na zaradenie | named “Eligibility Screening and Tissue
a odber tkaniva u dospelych pacientov s diagnézou | Procurement Study in Adult. Patients
metastatického NSCLC, ktori doteraz neuZzivali | Diagnosed with Metastatic NSCLC Who
inhibitor PD-1/PD-L1* (d'alej len ,Klinické | Are

skusanie*), ktoré je blizie popisané v protokole ¢. | PD-1/PD-L1 Inhibitor-Naive” (hereinafter
JTX-4014-PS2, ktory bude Zmluvnym partnerom | referred to as the “Clinical Trial”) as
odovzdany Zadavatelom a ktory mdZze byt | described in more detail in protocol no. JTX-
Zadavatel'om jednostranne dopliovany (d’alej len | 4014-PS2 which will be provided to the
"Protokol"). Contracting Partners by the Sponsor and
which may be unilaterally updated by the
Sponsor (hereinafter referred to as the
“Protocol™).

VZHLEADOM K TOMU, ZE Zmluvni partneri | WHEREAS, the Contracting Partners possess
disponuji znalostami, skisenostami a zdrojmi | knowledge, experience and  resources
potrebnymi na vykonanie Klinického skdSania | necessary for conducting the Clinical Trial,
podla ich najlepsicho vedomia maji pristup k | have - to the best of their knowledge - access
pozadovanému poctu subjektov skisania podla | to the required number of trial subjects based
kritérii pre zaradenie alebo vyradenie tak, ako si | on the inclusion or exclusion criteria as laid
vymedzené v Protokole, a si ochotni Klinické | down in the Protocol and are willing to conduct

skiSanie vykonat'. the Clinical Trial.
Cl. 1 - Predmet Zmluvy Article 1 — Subject of the Agreement
1.1 Predmetom tejto Zmluvy je vykonanie | 1.1 The subject of the Agreement is the

Klinického skuSania v Centre a rozdelenie | performance of the Clinical Trial at the Center
povinnosti suvisiacich s Klinickym skudSanim | and the division of Clinical Trial-related
medzi Zaddvatela a Zmluvnych partnerov. | obligations among the Sponsor and the
Predmetom tejto Zmluvy si zavizky Zmluvnych | Contracting Partners. The subject of the
partnerov tykajice sa vykonania Klinického | Agreement are covenants of the Contracting
skiSania za podmienok dohodnutych v tejto | Partners to conduct the Clinical Trial under the
Zmluve a ziviizok Zadavatela k dhrade odmeny | terms and conditions agreed herein and the
za sprivne vykonanie Klinického skiSania. | covenant of the Sponsor to pay remuneration
Akékol'vek odchylky od Protokolu a dodatky k | for a duly conducted Clinical Trial. Any
Protokolu, vrdtane avSak nielen akéhokol'vek | deviations from the Protocol or amendments of
vySetrovania  alebo  skiSania  dopliujicich | the Protocol, including without limitation, any
klinickych ¢i laboratérnych parametrov, vyzaduji | investigation or evaluation of additional
predchddzajici pisomny stihlas Zaddvatela. clinical or laboratory parameters, require the
prior written approval of the Sponsor.

1.2 Klinické skisanie lickov sa vykondva podla | 1.2 The Clinical Trial is performed pursuant to
§29 az 44 zakona ¢. 362/2011 Z.z. o liekoch a | Sections 29 to 44 of No. 362/2011 Coll., on
zdravotnickych poméckach a o zmene a doplneni | pharmaceuticals and medical devices and on
niektorych zdkonov v zneni neskorSich predpisov | amendments to certain acts (hereinafter the
(d’alej len “zakon o liekoch™). “Pharmaceuticals Act”).

CL. 2 - Povinnosti Zmluvnych partnerov Article 2 — Obligations of the
Contracting Partners

2.1 Zmluvni partneri sa zavdzuji vykonat a | 2.1 The Contracting Partners shall conduct
zdokumentovat’ Klinické ski$anie hospodarne as | and document the Clinical Trial in a diligent
nileZitou odbornou starostlivostou v prisnom | and efficient manner in strict compliance with
sulade s (a) Protokolom; a (b) podmienkami tejto | (a) the Protocol; and (b) the terms and
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Zmluvy; a (¢) etickymi zisadami Helsinskej | conditions of this Agreement; and (c) the
deklaricie; a (d) Harmonizovanym trojstrannym | ethical principles of the Declaration of
usmernenim ICH pre spravnu klinickd prax | Helsinki; and (d) the ICH Harmonised
vratane jeho ndslednych zmien a vSeobecne | Tripartite Guideline for Good Clinical
akceptovanymi normami spravnej klinickej | Practice as amended from time to time as well
praxe; a (e) vSetkymi prisluSnymi pravnymi | as generally accepted standards of Good
predpismi; a (f) vSetkymi prikazmi a smernicami | Clinical Practice; and (e) all applicable legal
prisluinych orgdanov verejnej moci a sprivy, | regulations; and (f) all orders and directives
zdravotnych poistovni a etickych komisii, ak také | of  competent public administration
existuji; (g) so vSeobecnymi podmienkami | authorities, health insurance companies and
Zadavatel'a (pokial' ich Zadavatel vydal a | ethics committees, if any; (g) general terms
poskytol Centru) o vykondvani klinickych | and conditions of Sponsor (provided that
skdSani, s vynimkou tych podmienok, ktoré si | Sponsor has issued them and submitted them
modifikované touto Zmluvou. Centrum sa | to the Centre) on the conduct of clinical
zavizuje poskytnit primerané zdroje a vybavenie | studies, except for the conditions modified by
na vykondvanie Klinického skiSania. this Agreement. The Center shall provide
adequate resources and facilities for the
performance of the Clinical Trial.

2.2 Klinické skusanie bude v Centre vykondvané | 2.2 The Clinical Trial at the Center shall be
pod dohl'adom Hlavného skiSajiceho, ktory je | conducted under the supervision of the
zodpovedny za jeho riadny priebeh. Hlavny | Principal Investigator who shall be responsible
skdsajici je zodpovednym veddcim skupiny | for due course of the Clinical Trial. The
skisajuicich v pripade, ze Klinické skiSanie je v | Principal Investigator is the responsible head of
Centre vykondvané viac ako jednym skuSajicim | the group of investigators in case the Clinical
(dalej len ,Skasajiaci). Hlavny skuasajici je | Trial is conducted at the Center by several
zodpovedny za celkovii pohodu subjektov | investigators (hereinafter referred to as
skuSania zacastiujucich sa Klinického skisania z | “Investigators™). The Principal Investigator is
hladiska poskytovania zdravotnickych sluzieb na | responsible for the well-being of the trial

rimeranej odbornej drovni. subjects participating in the Clinical Trial in
P ] ) ) P pating !
terms of professional medical services
provided.

2.3 Hlavny skdSajici  sicasne  slazi  pre | 2.3 The Principal Investigator also serves as the
Zadavatela ako kontaktnd osoba v Centre vo | contact person for Sponsor with regard to the
vztahu ku Klinickému skaSaniu, pokial' nie je | Clinical Trial at the Center, unless this
nizSic v tejto Zmluve stanovené inak. Hlavny | Agreement specifies otherwise. The Principal
skugajici vykondva Klinické skdSanie v ramci | Investigator shall conduct the Clinical Trial as
svojho pracovného pomeru k Centru. part of his or her employment at the Center.

2.4 Centrum sa zavizuje umoznit' a Hlavny | 2.4 The Center shall allow and the Principal
skiSajici sa zaviizuje zabezpecit, aby Skusajici a | Investigator shall ensure that the Investigators
ostatné osoby zahrnuté do vykondvania | and other persons involved with the Clinical
Klinického skidsania (dalej len .Clenovia | Trial (hereinafter referred to as “Clinical
Studijného  timu“) konali v sdlade s | Trial Team Members”) comply with the
podmienkami tejto Zmluvy. Centrum sa | terms and conditions of this Agreement. The
prostrednictvom Hlavného skisajiceho zavizuje | Center shall ensure through the Principal
zabezpetit, 7e povodni aj novi Clenovia | Investigator that original and new Clinical
Studijného  timu  sd  riadne  preSkoleni, | Trial Team Members are appropriately
kvalifikovani a vzdelani, obzvldst, Ze sa | trained, qualified and educated, in particular
zicastiuju  vietkych Skoliacich stretnuti o | that they participate in all training sessions
Klinickom skusani, vratane Skoleni na spravnu | regarding the Clinical Trial, including any
klinickd prax vyZzadovanych a zabezpecovanych | good clinical practice training required and
Zaddvatelfom (Clenovia $tudijného timu vSak | organized by the Sponsor (Clinical Trial Team
nemusia §kolenie na sprdvnu klinicki prax | Members, who have a good clinical practice
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absolvovat, ak sa preukdZzu certifikitom z | certificate thatisnotolder than 3 years as of the

absolvovaného Skolenia spravnej klinickej praxe | first day of the Clinical Trial, are not required

nie star§im ako 3 roky odo dia zacatia Klinického | to participate in good clinical practice

skifania). Zaddvatel mad priavo odmietnut’ | training). The Sponsor shall have the right to

konkrétnych Clenov §tudijného timu, ak sa | reject specific Clinical Trial Team Members,

Zaddvatel’ domnieva, Ze nie st prislusne vzdelani | if the Sponsor deems them not appropriately

a / alebo kvalifikovani. Clenovia §tudijného timu | educated and/or qualified. Clinical Trial Team

sti zamestnanci Centra. Clenovia §tudijného timu | Members are employees of the Center. Clinical

a Hlavny skisajdci sa budd zacastiiovat 8koleni, | Trial Team Members and the Principal

ktoré v stvislosti s Klinickym skiSanim pre tieto | Investigator shall attend trainings organized

osoby Zaddvatel zorganizuje a Centrum je | for them by the Sponsor in connection with the

povinné takito d¢ast umoznit. Zaddvatel’ nahradi | Clinical Trial, and the Center shall allow such

primerané cestovné a ubytovacie ndklady | persons to attend. The Sponsor shall reimburse

stivisiace so vzdeldvanim podl'a tohto ¢ldnku, ak to | reasonable travel and accommodation costs, if
bude potrebné, ale za Gast’ na tomto vzdeldvani | applicable related to the trainings under this

nendlezi Géastnikom ani nikomu inému Ziadna | article, but no remunerationshall be provided to

odmena. participants or any other persons for attending

such trainings.

2.5 Centrum sa zavizuje umoznit Hlavnému | 2.5 The Center shall make it possible for the
skisajicemu, Skusajicim a Clenom Studijného | Principal Investigator, Investigators and
timu, zidcastnovat’ sa podla potreby stretnutia | Clinical Trial Team Members, as required, to
skusajicich a telekonferencii uskuto¢novanych v | participate in Investigators’ meetings and
priecbehu  Klinického skidSania v rozsahu | teleconferences held in the course of the
pozadovanom Zaddvatel'om. Clinical Trial to the extent requested by the
Sponsor.

2.6 Kazdé uzatvorenie subdodavatel'skej zmluvy, | 2.6 Any subcontracting of any of the Center’s
ktorej predmet plnenia tretej strany sa bude tykat' | obligations under this Agreement to a third party
ktorejkol'vek z povinnosti Centra na zdklade tejto | requires the prior written consent of the
Zmluvy si vyZzaduje predchddzajici pisomny | Sponsor. Granting of such consent shall be
sihlas Zaddvatel'a. Udelenie takéhoto sdhlasu je | within the Sponsor’s sole discretion. In the case
na vyluénom rozhodnuti Zaddvatela. V pripade | that such Sponsor’s consent is granted, the
udelenia takéhoto sdhlasu zo strany Zadavatela | Center shall:

Centrum:

2.6.1 je povinné zabezpecit u subjektu, na ktorého | 2.6.1 make sure that such subcontractors
svoju povinnost  prenasa, dodrziavanie | observe the terms and conditions (a) that are
podmienok, (a) ktoré si vzhladom k charakteru | relevant to the nature of requested services and
pozadovanej sluzby relevantné a podobné | similar to the terms and conditions of this
podmienkam tejto Zmluvy vritane, aviak niclen, | Agreement, including — without limitation - the
lehdt na plnenie povinnosti, (b) na zdklade ktorych | timelines for fulfilling obligations, (b) based on
tretia strana postdpi vietky prava k vysledkom | which the third party shall assign all rights with
svojej ¢innosti / Klinického skuiSania na Centrum | regard to the results of its performance/the
alebo Zaddvatel'a a (c) podla ktorych tretia strana | Clinical Trial to the Center or the Sponsor and
umozni  Zaddvatelovi alebo tretim stranam | (c) based on which the third party shall allow
Zmluvne opravnenym Zaddvatel'om a prisluSnym | the Sponsor or third parties contracted by the
regula¢nym tdradom vykonanie auditov a in§pekcii | Sponsor and competent regulatory authorities
u takejto tretej strany, ¢o sicasne neznamend | to perform audits and inspections at such a
obmedzenie povinnosti Centra vo vztahu k | third party’ site, whereas this shall not limit the
auditom a in3pekcie; a Center’s obligations with respect to audits and
inspections; and

2.6.2 bude niest’ zodpovednost’ za riadne plnenie | 2.6.2 be responsible for due performance of all
vietkych  povinnosti, ktoré budi predmetom | subcontracted duties.

subdodavatel'skych zmliv.
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2.7 Zmluvni partneri sa zaviizuji vynaloZit vietko | 2.7 The Contracting Partners agree to make
Gsilic na zaradenie subjektov skidSania do | maximum efforts to enroll trial subjects in the
Klinického skisania v stlade s poziadavkami na | Clinical Trial in accordance with the inclusion
zarad'ovanie a  lehotami ustanovenymi v | requirements and timelines set forth in the
Protokole. Centrum sa zavizuje zaradit' aspoii 1 | Protocol. Center agrees to enroll at least one (1)
(jeden) subjekt  skidfania. Sicasné lehoty | trial subjects. The current timelines for
vzt'ahujice sa k vykondvaniu Klinického skisania | conducting the Clinical Trial are as follows:

st nasledovné:

2.7.1 Predpokladany zac¢iatok ndboru subjektov | 2.7.1 Recruitment of trial subjects is expected
skisania je Oktéber / 2020 a predpokladané | to begin on October / 2020 and to be
ukoncenie Maj / 2021. Nabor subjektov skiSania | completed by May/2021. Recruitment of trial
sa vZdy riadi aktudlnymi podmienkami Protokolu. | subjects is always governed by current terms
and conditions of the Protocol.

2.7.2 Hlavny skudSajici a Centrum suhlasia, Ze | 2.7.2 The Principal Investigator and Center
Zadavatel’ moZe jednostranne kedykol'vek zmenit' | agree that the Sponsor may unilaterally change
pocet subjektov skdSania, ktorych Hlavny | the number of trial subjects that the Principal
skdSajici do Klinického skisania moZe zaradit' | Investigator shall include in the Clinical Trial
afalebo ¢asovy harmonogram ndboru, a to | and/or the recruitment timeframe by issuing a
prostrednictvom vydania prislusného pokynu ku | relevant instruction for the Clinical Trial. Such
Klinickému skdSaniu. Takyto pokyn sa nebude | an instruction shall not concern the already
vztahovat na uz zaradenych subjektov skiSania. included trial subjects.

2.8 Hlavny skiSajici sa zavizuje do Klinického | 2.8 The Principal Investigator agrees to include
skusSania zaradit' iba riadne spdsobilé subjekty | in the Clinical Trial only such trial subjects that
skiSania v sulade s Protokolom a ozndmit | are duly suitable for the Clinical Trial in
zaradenie subjektu skdSania do Klinického | compliance with the Protocol and announce the
skdsania s uvedenim ¢isla rozhodnutia o | inclusion of the trial subject to the Clinical
Klinickom skii$ani a ddtumu zaradenia subjektu | Trial specifying the decision number of the
skiSania do Klinického skidSania zdravotnej | Clinical Trial and the date of inclusion of the
poistovni  vykondvajicej verejné zdravotné | trial subject in the Clinical Trial to the health
poistenie subjektu skudSania bezodkladne po | insurance company conducting the Public
zaradeni subjektu skdgania do Klinického skisania | Health Insurance of trial subject immediately
v stlade s ustanovenim § 44 pism. o) zdkona o | after inclusion of the trial subject to Clinical
liekoch. Trial in accordance with the provisions of
Section 44 letter 0) of the Pharmaceuticals Act.

2.9 Zmluvni partneri sa zavizuji zabezpecit, ze | 2.9 The Contracting Partners agree to ensure
Klinické skusanie bude vykondvané v silade s | that the Clinical Trial shall be conducted in
povolenim alebo siithlasom k ohldseniu vydanym | compliance with the approval or consent with
Statnym tstavom pre kontrolu lie¢iv a stihlasmi | notification issued by the State Institute for
prisludnych etickych komisii. Zmluvni partneri sa | Drug Control and approvals of the competent
zavizuji poskytnit Zaddvatelovi sicinnost” pri | ethics committees. The Contracting Partners
priprave dokumentov tykajicich sa Klinického | agree to cooperate with the Sponsor in
skidSania a odovzdat’ Zaddvatelovi alebo tretej | preparing documents concerning the Clinical
strane uréenej Zadavatelom bezodkladne vietky | Trial andtoimmediately provide the Sponsoror
vyhldsenia potrebné na povolenie Klinického | a third party specified by the Sponsor with all
skdSania regulacnymi orgdnmi a / alebo etickymi | declarations necessary for the approval of the
komisiami, vratane avsak nielen (i) Vyhlasenie o | Clinical Trial by regulatory authorities and/or
finan¢nych zdujmoch, (ii) CV a (iii) potvrdenie o | ethics ~ committees, including  without
zodpovedajicom vybaveni miesta skidSania. | limitation, if applicable, (i) Financial Interest
Zmluvni partneri sa zavizuji zabezpecit, Ze | Declarations, (ii) CVs and (iii) confirmation of
poskytnuté dokumenty tykajice sa Klinického | adequate trial site facilitics. The Contracting
skaSania sd dplné a spravne. Napriklad, | Partners shall ensure that the provided Clinical
Vyhldsenie o finanénych zdujmoch musi | Trial documents are complete and correct. For
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obsahovat vietky finanéné vztahy medzi
Hlavnym skdsajicim a ktorymkol'vek Clenom
Studijného timu, a ich finanéné zdujmy, na jednej
strane a Zadavatelom alebo ktoroukol'vek
spolo¢nostou prepojenou so Zadavatel'om, na
strane druhej, vratane - avSak nielen - odmeny
alebo iného finantného prospechu prijatého
kazdym z nich od Zaddvatel'a alebo ktorejkol'vek
zo spolo¢nosti prepojenych so Zaddvatelom za
konzulta¢né ¢innosti alebo iné sluzby nepokryté
touto Zmluvou. Potvrdenia o finanénych
zaujmoch by mali byt predlozené v priebehu
Klinického skuiSania, pri jeho zmene a jeden rok
po skonc¢eni Klinického skiSania. "Prepojenou
osobou" je akdkolvek pravnickd osoba alebo
spolo¢nost, ktord (a) je ovlddanou osobou v
zmysle § 66a ods. 1 Obchodného zikonnika, (b)
Je ovladajicou osobou v zmysle § 66a ods. 2
Obchodného zdkonnika, (c) je osobou ovlddanou
tou istou ovladajicou osobou, (d) je ¢lenom tej
istej skupiny, alebo (e) ktord priamo alebo
nepriamo,  prostrednictvom  jedného  alebo
viacerych sprostredkovatel'ov, vykondva
kontrolu, je kontrolovand alebo je pod spolo¢nou
kontrolou so Zmluvnou stranou.

example, the Financial Interest Declarations
shall contain all financial relations between,
and financial interests of, the Principal
Investigator and any Clinical Trial Team
Member, on one hand, and the Sponsor or any
of the Sponsor’s affiliates, on the other hand,
including - but not limited to - remuneration
or other financial benefits received by each of
them from the Sponsor or any of the Sponsor’s
aftiliates for consultations or other services not
covered in this Agreement. The Financial
Interest Declarations should be submitted in
the course of the Clinical Trial, upon a change
in the Clinical Trial and one year after
completion of the Clinical Trial. *Affiliate”
shall mean any legal entity or company, which
(a) 1s a controlled person pursuant to Section
66a para. | of Commercial Code, (b) is a
controlling person pursuant to Section 66a,
para. 2 of Commercial Code, (c) is a person
controlled by the same controlling person, (d) is
a member of the same group, or (e¢) which
directly or indirectly, through one or more
intermediaries, controls, is controlled by or is
under joint control with a Contracting Party.

2.10  Hlavny skdsajici sa zavizuje vSetky
subjekty skusania zodpovedajicim spdsobom
informovat’ 0 ciel'och, metodach,
predpokladanych prinosoch a  potencidlnych
rizikach Klinického skiania a o okolnostiach, za
ktorych by ich osobné ddaje mohli byt
spristupnené  Zaddvatelovi, jeho Prepojenym
osobdm, prislusinym organom, tretim strandim,
ktoré poskytuji sluzby Zadavatelovi a / alebo
etickym komisiam. Hlavny skidSajici sa zaviizuje
zabezpecit’, Ze subjekty skdSania sa ziéastnia
Klinického skdSania az potom, ¢o podpisu
informovany sthlas subjektu skiiSania poskytnuty
Zadavatel'om. Hlavny skisajici uchova origindl
takého suhlasu v zdravotnickej dokumenticii
subjektu skisania. Ak subjekt skiiSania svoj sihlas
v priebehu Klinického skisania odvold, Zmluvni
partneri nesmi vo vztahu k tomuto subjektu
vykonat Ziadne d'alSie postupy v rdmci Klinického
skiSania okrem pripadnych opatreni tykajiicich sa
dalieho sledovania predpisanych Protokolom, s
ktorymi subjekt skiSania stihlasil. Ndsledna liecba
subjektu, ktora nestvisi s Klinickym skisanim, je
vyhradnou lekdrsku zodpovednostou a priavnou
zodpovednost'ou Zmluvnych partnerov.

2.10 The Principal Investigator agrees to
appropriately inform all trial subjects of the
aims, methods, expected benefits and potential
risks of the Clinical Trial and the
circumstances under which their personal data
might be disclosed to the Sponsor, its
Affiliates, competent authorities, third parties
providing services for the Sponsor and/or
ethics committees. The Principal Investigator
agrees to ensure that the trial subjects shall not
participate in the Clinical Trial until after they
sign their informed consent provided by the
Sponsor. The Principal Investigator shall keep
the original of such consent in the trial
subjects’ medical records. If such consent is
revoked in the course of the Clinical Trial, no
further Clinical Trial-related procedures may
be performed by the Contracting Partners with
regard to the respective trial subject, except for
any  Clinical  Trial-related  follow-up
monitoring laid down in the Protocol and
consented to by the trial subject. Subsequent
treatment of the trial subject, which is not
related to the Clinical Trial, lies in the sole
medical responsibility and legal liability of the
Contracting Partners.

2.11 Hlavny skidSajici sa zavizuje zabezpecit, Ze
subjektom skuiSania zaradenym do Klinického
skiSania sa v Centre nebudi podavat iné
neregistrované lieky podl'a § 46 zikona o lickoch

2.11 The Principal Investigator shall ensure
that the trial subjects included in the Clinical
Trial do not receive other unregistered
medicinal products according to Section 46 of
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a v zmysle Vyhldsky Ministerstva zdravotnictva | Pharmaceuticals Act and within the meaning
SR ¢ 507/2005 Z.z., ktorou sa upravuji | of Decree of Ministry of Health of the SR no.
podrobnosti o povol'ovani terapeutického pouzitia | 507/2005 Coll., regulating details on
hromadne vyrdbanych liekov, ktoré nepodliehaji | authorization of the therapeutic use of mass-
registricii, a podrobnosti o ich dhrade na zéklade | produced medicines which are not subject to
verejného zdravotného poistenia, ani sa nebudid | registration and details of their payment on the
zacastnovat® iného  klinického skiSania, pri | basis of public health insurance, nor shall they
ktorom by subjekty skdSania dostdvali v | participate in any other clinical trial in which
Slovenskej republike neregistrovany lick v | the trial subjects would use medicinal products
priebehu Klinického skiSania bez | not registered in the Slovak Republic in the
predchadzajiceho pisomného sihlasu Zadavatel'a. | course of the Clinical Trial without the prior
written consent of the Sponsor.

2.12 Ak pocas Klinického skidSania v Centre | 2.12 If in the course of the Clinical Trial at the
dojde k poSkodeniu zdravia subjektu skidSania, | Center trial subjects' health is harmed, the
Hlavny skd$ajici sa zavizuje informovat’ o kazdej | Principal Investigator shall inform the Sponsor
takejto udalosti Zaddvatel'a (i) v pripade zdvazného | of any such event (i) in case of any serious
neziaduccho uc¢inku a/alebo zdvaznej neziaducej | adverse effect and/or serious adverse events
udalosti a/alebo v pripadoch tehotenstva, ak také | and/or, if applicable, in case of pregnancy,
existujd, najneskor do 24 (dvadsiatich Styroch) | within 24 (twenty-four) hours at the latest and
hodin a (ii) v pripade neZiaduceho ti¢inku a/alebo | (ii) in case of any adverse effect and/or adverse
neziaducej prihody bezodkladne v rdmci lehot | event immediately within the timelines
stanovenych v Protokole a inych pokynoch | specified in the Protocol and other instructions
danych Zadavatelom o hldseni Gdajov tykajicich | on safety-related data reporting provided by
sa bezpec¢nosti. Sucastou takého hldsenia musi | the Sponsor. Such reporting must also include
byt tiez posidenie pricinnej sivislosti, O | an assessment of causality. Any other harm to
akomkol'vek inom poSkodeni zdravia subjektu | health of trial subjects or any serious breach of
skisania alebo akomkolvek zavaZnom poruseni | the Protocol or good clinical practice
Protokolu alebo pokynov spravnej klinickej praxe, | guidelines must be reported to the Sponsor
musi Hlavny skuSajici informovat Zaddvatel'a | without undue delay. The Principal Investigator
bez zbyto¢ného odkladu. Hlavny skiSajici bude | will always cooperate with Sponsor in his
vZzdy spolupracovat’ so Zaddvatelom pri jeho | reportsof all serious adverse events and adverse
hldaseniach  vSetkych zdvaznych neZiaducich | effect suspected of products or medicines to
udalosti a podozreni na neZiaduce 1éinky | SUKL, the Ethics Committee, the relevant
produktov alebo lickov SUKL, Etickej komisii, | health insurance company performing public
prislusnej zdravotnej poistovni vykondvajicu | health insurance of Study Subjects, or the
verejné zdravotné poistenie subjektu skdSania, | competent authorities of the Member States in
pripadne prisluinym orgdnom ¢lenskych §tatov, na | whose territory is performed the multicentre
ktorych Gdzemi sa vykondva multicentrické | clinical trial, and in case it is stipulated by the
klinické skiSanie, a v pripade ak to stanovujd | legislation or required by Sponsor, will provide
priavne predpisy alebo o to poZiada Zadavatel, | to the relevant authorities also requested
poskytnd prisluSnym orgdnom aj pozadované | information. The Principal Investigator is
informéacie. Hlavny skudSajici je povinny | obliged to cooperate with Sponsor with the
poskytovat® Zaddvatel'ovi sicinnost s plnenim | reporting of adverse effects.

povinnosti tykajicich sa hldseni neziaducich
tc¢inkov.

2.13  Hlavny skaSajici sa zaviizuje bez | 2.13 The Principal Investigator agrees to
zbytoéného odkladu zodpovedat’ vietky otazky | immediately answer any questions of the
Zadavatela alebo osob poverenych Zaddvatelom | Sponsor or persons authorized by the Sponsor
tykajice sa dokumenticie neZiaducej udalosti. | regarding adverse event documentation. This
Toto zahrfiia najmi aktivne ndsledné sledovanie a | includes - but is not limited to - active follow-
objasnenie prisluinych nezrovnalosti v hldseniach | up monitoring and clarification of relevant
neZiaducich udalosti a udalosti tehotenstva. Na | inconsistencies in adverse event and pregnancy
icel hldsenia neZiaducich udalosti a udalosti | reports. For the purposes of adverse event and
tehotenstva je Hlavny skiSajici povinny pouZivat' | pregnancy reporting, the Principal Investigator
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formuldre poskytnuté Zaddvatelom, ak také | must use the forms provided by the Sponsor, if
existuj. applicable.

2.14  Pocas a po skon&eni Klinického sktsania | 2.14 During and after completion of the
sa zavizuji Zmluvni partneri  predlozit | Clinical Trial, the Contracting Partners shall
Zaddvatelovi vietky dokumenty prijaté od | submit to the Sponsor all documents received
Staitnych orgdnov, etickych komisii a/alebo | from authorities, ethics committee/s, and/or
prisluinych regula¢énych orgdnov tykajice sa | competent regulatory authorities regarding any
akychkol'vek sihlasov alebo povoleni alebo | consent or authorization or safety- related
prislu$nej komunikdcie o bezpe¢nosti vo vztahu | communication with respect to the Clinical
ku Klinickému skdSaniu do 24 (dvadsiatich | Trial within 24 (twenty-four) hours following
Styroch) hodin od ich obdrZania. their receipt.

2.15 Zmluyni partneri nebudd vyZzadovat | 2.15 The Contracting Partners shall not charge
zaplatenie akejkol'vek sluzby hradenej | any trial subject or third party, such as a health
Zaddvatelom podla tejto Zmluvy od subjektu | insurance company, for any services paid for by
skiiSania alebo od tretej strany, ako je napriklad | the Sponsor under this Agreement.

zdravotna poistovia.

2.16 Kedykol'vek o to Zadavatel poZiada, zavizuje | 2.16 The Principal Investigator agree to report
sa Hlavny skiSajdci podat’ hldsenie o postupe v | on the progress of the Clinical Trial at the
Klinickom skusani v Centre vritane ddajov o | Center, including information about the
zarad'ovani subjektov skdSania. enrolment of trial subjects, upon the Sponsor’s
request.

2.17 Hlavny skuSajiici je povinny zhromazd'ovat' | 2.17 The Principal Investigator must collect
Gdaje v silade s ndleZitostami stanovenymi v | data and submit to Sponsor in accordance with
Protokole.  Hlavny skdSajici  sa  zavizuje | the requirements set forth in the Protocol. The
pravidelne odovzdivat’ Zaddvatelovi vSetku | Principal Investigator agrees (o regularly
dokumenticiu vyzadovani Protokolom, aby ich | forward any documentation required in the
Zadavatel' mohol priamo alebo prostrednictvom | Protocol to the Sponsor so that the Sponsor
in¢ho subjektu priebezne spracovdvat. V pripade | could process them directly or through another
omedkania dlh§om ako 10 (desiatich) pracovnych | entity on a continuous basis. In case of a delay
dni s vkladanim ddajov je Zaddvatel oprdvneny, na | with data entering for more than 10 (ten)
zdklade pisomného oznamenia doruceného | working days, the Sponsor shall have the right
Hlavnému skdSajicemu, zastavit zarad'ovanie | by giving written notice to the Principal
subjektov skdSania Hlavnym skdSajicim az do | Investigator to stop the recruitment of trial
doby, kedy bude vkladanie tdajov aktualizované. | subjects by the Principal Investigator until data
Pokial' bude mat’ toto za nasledok omeskanie v | entering is up to date. If this results in a delay
zaradovani subjektov skidSania, Zadédvatelovi | with recruiting trial subjects, the Sponsor shall
prindlezia prava stanovené v ¢l. 12.4 tejto Zmluvy. | have the rights set forth in Article 12.4 of this
V lehote 5 (piatich) pracovnych dni po oSetreni | Agreement. Within 5 (five) working days of
posledného zo subjektov skuSania musi byt | the last trial subject’s treatment, all outstanding
dokonéend dokumentdcia a musi byt odovzdand | documentation must be forwarded to the
Zaddvatel'ovi alebo na poziadanie Zaddvatela | Sponsor or destroyed upon the Sponsor’s
zni¢end. Zmluvni partneri sa zavizuji poskytovat’ | request. The Contracting Partners agree to
si¢innost’”  pri bezodkladnom  objasfiovani | assist in promptly clarifying any questions
akychkol'vek otdzok tykajicich sa udajov a | concerning data and to address and answer
venovat® sa tymto otizkam a zodpovedat ich | such questions within 5 (five) working days.
najneskdr v lehote 5 (piatich) pracovnych dni. | The Sponsor may request answers sooner than
Zadavatel' mdze pozadovat’ odpovede aj v kratSom | that due to key Clinical Trial milestones, such
c¢asovom useku s ohladom na kPi¢ové §tadia | as a clean database. Furthermore, the
Klinického skiSania, ako napr. &istd databdza. | Contracting Partners agree to reasonably assist
Zmluvni partneri sa d’alej na Ziadost Zadavatel'a | in preparing the overall Clinical Trial report
zaviizuji poskytovat’ primerand su¢innost’ pri | upon the Sponsor’s request. The Center shall
priprave celkovej spravy o Klinickom skiSani. | ensure that Trial related documentation shall
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Centrum zabezpe¢i, Ze dokumenty tykajice sa
klinického skdSania nebudd pristupné nikomu
inému ako Clenom $tudijného timu a Hlavnému
skiSajicemu a pristup k nim, ak budu
v elektronickej podobe, bude chraneny
pristupovym menom a heslom.

not be available to any persons other than
Clinical Trial Team Members and the Principal
Investigator and that access to such
documentation, if in electronic form, shall be
protected by user name and password.

2.18 Hlavny skusajici je povinny zabezpecit, Ze
vietky dokumenty poskytnuté Zadavatelovi sd
pravdivo, presne a riadne vyplnené a Ze si vernym
odrazom  skuto¢nych  vysledkov  Klinického
skdisania. Hlavny skudSajici sa tiez zavizuje
odovzdat Zaddvatelovi Kkopie vSetkych sprav,
vratane vsetkych aktualizdcii a zmien, ktoré si
vyZziadala etickd komisia.

2.218 The Principal Investigator shall ensure
that all documents submitted to the Sponsor are
true, complete, correct and accurate and reflect
the actual results of the Clinical Trial. The
Principal Investigator also agrees to provide the
Sponsor with copies of all reports, including all
updates and changes, that were requested by the
ethics committee.

2.19 Centrum sa zavdzuje uchovdvat vietku
elektronicki  aj ind dokumentdciu, vritane
zdrojovej dokumentdcie a zlozky SkuSajiceho,
zoznamu identifikaénych ~ kddov  subjektov
skiania a zdravotnej dokumentdcie subjektov
skisania vztahujicej sa ku Klinickému skasaniu,
ktoré st vyzadované na zaklade ICH predpisov a
ostatnych  prislusnych  pravnych  predpisov
upravujticich vykondvanie Klinického skisania, po
dlhsej z nasledujicich dvoch déb: 1) 15 (piitnast)
rokov po skon€eni alebo preruieni Klinického
skiSania alebo 2) akikol'vek dlhSiu dobu pre
archiviciu dokumenticie stanovend prislusnymi
pravnymi predpismi. Dokumenticia o Klinickom
skiSani musi byt uchovdvana na vhodnom mieste a
vhodnym spdsobom a Centrum je povinné viest
zdznamy o mieste, kde je dokumenticia o
Klinickom skisani uchovdvand, aby tito bola
okamzite k dispozicii na poziadanie povereného
zastupcu Zaddvatela, etickej komisie, auditora
alebo prislusnych Stitnych organov. Centrum je
povinné Zaddvatela informovat’ v pripade, Ze
plinuje archivovat dokumentdciu o Klinickom
skdsani v inych priestoroch ako sa tie, ku ktorym
ma Centrum vlastnicke alebo in¢ uzivacie privo.

2.19 The Center shall keep all electronic and
other documents, including without limitation,
source documents and the Investigator’s files,
list of the trial subjects identification numbers
and trial subjects health documentation related
to the Clinical Trial required by ICH
guidelines and applicable laws regulating
Clinical Trial performance for the longer of the
two following periods: 1) 15 (fifteen) years
after the end or suspension of the Clinical Trial
or 2) any longer documentation archiving
period laid down in applicable legal
regulations. Clinical Trial documentation must
be kept in a suitablelocation and manner, and
the Center must keep record of the location
where Clinical Trial documentation is stored to
ensure that it is readily available upon the
request of the Sponsor’s  appointed
representative, the ecthics committee, an
auditor or competent authorities. The Center
must notify the Sponsor in the event that the
Center plans to archive Clinical Trial
documentation outside of its own premises (o
which the Center has proprietary or other right
of use.

2.20 Zmluvni partneri sd si vedomi, Ze Zaddvatel
alebo v jeho mene tretia strana dékladne monitoruje
vykondvanie Klinického skiSania a pravidelne
navstevuje Centrum. Zmluvni partneri sa zavizuji
primerane  podporovat tieto  monitorovacie
aktivity, vratane ale bez obmedzenia, poskytnutim
pristupu poverenému zastupcovi Zaddvatela do
priestorov a k udajom podla potreby a dalej sa
zavizuji spolupracovat so Zaddavatelom alebo
prislusnou tretou stranou v tomto ohlade. Na
ziadost' Zaddvatel'a sq Hlavny skigajtici a Clenovia

2.20 The Contracting Partners understand that
the Sponsor, or a third party on behalf of the
Sponsor closely monitors the performance of
the Clinical Trial and regularly visits the Center.
The Contracting Partners agree to appropriately
support such monitoring activities, including
without limitation, by providing the Sponsor’s
appointed representative with access to the
facilities and data as necessary and further
agree to cooperate with the Sponsor or the
relevant third party in this regard. The
Principal Investigator and Clinical Trial Team
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Studijného timu povinni sa zicastnit osobnej| Members must  participate in  personal
diskusie. discussions upon the request of the Sponsor.

2.21 Zadavatel a $tatne organy, ako je napr. Urad | 2.21 The Sponsor and government authorities,
Spojenych Statov americkych pre potraviny alieky | such as for example the United States of
(dalej len “FDA”) maji pravo vykondvat audit | America Food and Drug Administration (the
alebo kontrolu zaznamov, ktorychkolvek inych | “FDA™) have the right to audit or inspect the
dokumentacii a  priestorov  stvisiacich s | records, any and all other documentation and
vykondvanim  Klinického  skisania, a  to | the facility relating to the Clinical Trial at any
kedykol'vek v priebehu a / alebo po dobu 25 | time during the Clinical Trial and/or for
(dvadsat’ pit) rokov po skonéeni Klinického | another 25 (twenty-five) years after completion
skufania a bez akychkolvek ndarokov Zmluvnych | of the Clinical Trial and without the
partnerov na zvldstne finanéné plnenie. Takyto | Contracting Partners’ right to special payment.
audit alebo kontrolu je Zaddvatel' povinny | The Sponsor must announce such audit or
primerane vopred ohldsit v pripade, Ze je | inspection sufficiently in advance, provided
vykondvany Zaddvatelom. Zmluvni partneri sd | that it is carried out by the Sponsor. The
povinni poskytovat' Zadavatel'ovi, nim poverenym | Contracting Partners must assist the Sponsor,
zdastupcom alebo vietkym Statnym  orgdnom | its  designated  representatives or  all
sti¢innost pri plneni ich dloh v silade s | government authorities in performing their
Protokolom a podniknit’ vietky primerané kroky | tasks pursuant to the Protocol and take any and
pozadované Zaddvatelom alebo $tatnymi orgdnmi | all reasonable actions requested by the
na ucely odstrianenia nedostatkov zistenych pocas | Sponsor or government authorities to remedy
auditu alebo kontroly. deficiencies noted during an audit or
inspection.

222 Zmluvni partneri sa zaviizujd, ze pocas a | 2.22 The Contracting Partners shall, during and
po skonéeni Klinického skiSania umoZnia a budd | after the Clinical Trial, allow and support any
podporovat  vietky kontroly zodpovednych | inspections of responsible authorities without
Stitnych orgdnov bez akychkol'vek ndrokov na | any right to special payment or reimbursement.
osobitnii odmenu ¢&i nahradu. Zmluvni partneri sii | The Contracting Partners must inform  the
povinni informovat® Zaddvatel'a o kazdej takejto | Sponsor about any such inspection or the intent
kontrole ¢i zamere takito kontrolu vykonat ihned’ | to conduct such inspection as soon as the
potom, ¢o sa o nich dozvedia. Zmluvni partneri sa | Sponsor learns about it. The Contracting
zavizuji umoznit, aby Zaddvatel mohol byt | Partners shall allow the Sponsor to be present
pritomny na kazdej kontrole vykondvanej | at any inspection conducted by authorities o
Statnymi orgdnmi alebo podobnymi inStitdciami. | similar institutions. Prior to responding to the
Pred vyjadrenim sa k vysledkom takejto kontroly, | findings of any such inspection, if any, the
ak nejaké budi, si Zmluvni partneri povinni | Contracting Partners must review and discuss
odpoved' posidit’a prediskutovat so Zadavatel'om. | such response with the Sponsor. The
Zmluvni partneri  bez zbyto¢ného odkladu | Contracting Partners shall promptly provide
poskytnd Zaddvatelovi kopie akychkol'vek zisteni | the Sponsor with copies of any findings or
alebo kontrol zodpovednych tradov vo vztahu ku | inspections of responsible authorities in
Klinickému skdSaniu. relation to the Clinical Trial.

2.23  Zmluvni partneri nesmi vedome vyuzivat' | 2.23 The Contracting Partners may not
sluzby, bez ohl'adu na ich rozsah, ziadnej osoby, | knowingly use the services, regardless of their
ktorej bolo poskytovanie tychto sluzieb zakdzané | volume, of any person prohibited to provide
FDA (Urad spojenych $titov americkych pre | such services by the FDA(United States Food
potraviny a lieky) alebo prislusnym orgdnom v | and Drug Administration) or competent
pricbehu  vykondvania Klinického skiSania. | authority in the course of the Clinical Trial.
Zmluvni partneri d'alej zdvizne vyhlasuji, Ze | Furthermore, the Contracting Partners
podla ich vedomosti ani im ani ich | represent and warrant that, as far as they know,
zamestnancom, splnomocnencom alebo | neither them nor their employees, agents or
zastupcom, Kktori sa zicastiuji vykondvania | representatives, who are involved in the
Klinického skisania, nebolo zakdzané vykondvat® | Clinical Trial, have been prohibited by the
¢innosti, ktoré st vykonavané v ramci Klinického | FDA or any other competent authority to
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skisania, zo strany FDA alebo iného orginu, ani
podla ich najlepSicho vedomia v sicasnosti
neprebieha Ziadne konanie tykajice sa takéhoto
zdkazu vo vztahu k tymto osobdm, najmid na
zdaklade nasledujicich priavnych predpisov: (i)
United States 21 USC §335a a/alebo (ii) Hlavy 21
Code of Federal Regulations § 312.70. Zmluvni
partneri sa zavizuji v priebehu Klinického
sktSania a po dobu 3 rokov po jeho ukonceni
ihned’ informovat’ Zadavatel'a, ak sa dozvedia, 7e
sa zatne takéto konanie vo vztahu k Hlavnému
skdsajicemu, Centru ¢i jeho zamestnancovi.
Zmluvni partneri d’alej zarucuji a zaviizuju sa, Ze
podla ich vedomosti nie sdi subjektom
predchadzajicich ani prebiehajicich vySetrovani,
vyziev, upozorneni alebo nepodliehaji vykonu
rozhodnuti organov §titnej spravy vztahujicich
sa ku klinickym skdskam, ktoré by neboli
oznamené Zaddvatelovi. V pripade, Ze nastane
skuto¢nost podla predchadzajicej vety vo vztahu
ku Klinickému skdSaniu, Zmluvni partneri to bez
zbytoéného odkladu ozndmia Zadavatel'ovi.

perform the activities that are performed
during the Clinical Trial, nor that they are
currently, to the best of their knowledge, the
subject of proceedings concerning such
prohibition by the FDA or other authority, in
particular on the basis of following legislative
acts (i) United States 21 U.S.C. Section 335a
and (ii) Title 21 Code of Federal Regulation,
Section 312.70. During the Clinical Trial and
for a period of 3 years after its completion, the
Contracting Partners agree to promptly notify
the Sponsor about any such proceedings
initiated against the Principal Investigator, the
Center or its employees. Furthermore, the
Contracting Partners represent and warrant
that, as far as they know, they are not the
subject of any past or current investigations,
inquiries, warnings or enforced decisions of
public administration authorities that concern
the clinical trial and have not been disclosed to
the Sponsor. The Contracting Partners shall
notify the Sponsor about the fact described in
the previous sentence without undue delay.

2.24  V pripade, ze Hlavny skuSajtici v priebehu
Klinického skidSania ukon¢i pracovnopravny
vztah s Centrom, Centrum je povinné o tejto
skuto€nosti informovat” Zaddvatel'a bezodkladne
potom, ako sa o tom dozvie, a sticasne navrhnit
riadne kvalifikovani osobu ako nového hlavného
skusajiceho. Zaddvatel’ ma pravo podat’ namietku
voci novému Hlavnému skisajicemu. Centrum sa
zavizuje s vynaloZenim maximdlneho dsilia
pozadovat po novom hlavnom skidsajicom, aby sa
pisomne zaviazal k dodrziavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Zadavatel’ nie st schopni dohodnit” sa na osobe
nového hlavného skidsajiceho alebo ak novy
hlavny skisajici nie je ochotny zaviazat' sa k
podmienkam stanovenym v tejto Zmluve,
Zadavatel je oprdavneny vypovedat tito Zmluvu v
stilade s ¢1. 12.5 tejto Zmluvy. Centrum a Hlavny
skiajici si povinni bezodkladne pisomne
informovat’ Zaddvatela o vSetkych zmendch, ktoré
maji vplyv na dostupnost’ zdrojov a / alebo
Clenov §tudijného timu vykondvajicich Klinické
skisanie.

224 1In the event that the Principal
Investigator terminates his or her employment
at the Center, the Center shall inform the
Sponsor as soon as it learns about it and shall
propose a duly qualified person acting as a
new principal investigator. The Sponsor shall
have the right to object to such replacement.
The Center shall make maximum efforts to
require the new principal investigator to agree
in writing to the terms and conditions
stipulated in this Agreement. If the Center and
the Sponsor are unable to agree on the new
principal investigator or if the new principal
investigator is unwilling to agree to the terms
and conditions stipulated in this Agreement,
the Sponsor shall have the right to terminate
this Agreement in accordance with Article
12.5. The Center and the Principal Investigator
must immediately inform the Sponsor in
writing about any and all changes having an
impact on the availability of resources and/or
Clinical Trial Team Members conducting the
Clinical Trial.

2.25 Zmluvni partneri sa zavdzuji priamo a
bezodkladne informovat Zaddvatela Jounce
Therapeutics, Inc., 780 Memorial Drive,
Cambridge, MA 02139, USA, Attn: Chief
Medical Officer, v kopii: Jounce Therapeutics,
Inc., 780 Memorial Drive, Cambridge, MA

2.25 The Contracting Partners agree to inform
the Sponsor Jounce Therapeutics, Inc., 780
Memorial Drive, Cambridge, MA 02139,
USA, Attn: Chief Medical Officer, with a
copy to: Jounce Therapeutics, Inc., 780
Memorial Drive, Cambridge, MA 02139,

02139, Attn: General Counsel, email: | Attn: General Counsel, email:
legal@jouncetx.com v pripade, Ze subjekt | legal@jouncetx.com directly and immediately
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skusania zucastiujici sa Klinického skiSania
ozndmi ¢i vyjadri ndzor, Ze doSlo k poSkodeniu
jeho zdravia v dosledku déasti na Klinickom
skisani, a Ze md preto privo na finan¢né
odskodnenie.

in the case that a trial subject participating in the
Clinical Trial announces or opines that his or
her health has been damaged due to his or her
participation in the Clinical Trial and that
he/she is therefore entitled to financial
compensation.

226 Zmluvni partneri sa zavizuji umoZnit’
vyskumnym  organizicidm,  ktoré maji
uzatvoreni zmluvu so Zaddvatelom alebo

ktorejkol'vek z Prepojenych osbéb, aby v mene
Zaddvatela vykondvali ktorékolvek z priv a
povinnosti Zadavatel'a na zaklade takejto Zmluvy,
v pripade, Ze sa preukdZzu poverenim Ci

2.26 The Contracting Partners agree to allow
research organizations contracted by the
Sponsor or any of its Affiliates to exercise any
of the Sponsor’s rights and to perform any of
the Sponsor’s obligations under this
Agreement on behalf of the Sponsor, provided
that they have authorization or a power of

poskytovat’ zdravotné sluzby subjektom, ktorych
ucast v na Klinickom skiSani neskonéila, v
pripade c¢iastoéného wuzatvorenia  Klinického
skusania, a dalej tiez subjektom zaradenym
do nasledného sledovania po skonéeni Klinického
skisania, v silade s etickymi pravidlami.

plnomocenstvom, z ktorého vyplyva ich | attorney to exercise the Sponsor’s rights and
opravnenie  vykondavat priava apovinnosti | to perform the Sponsor’s obligations. The
Zadavatel'a. Zmluvni partneri sa zavézuji | Contracting Partners agree to cooperate with
spolupracovatt s takymito  vyskumnymi | such research organizations.

organizdciami.

2.27 Zmluvni partneri sa zavidzuji | 2.27 The Contracting Partners undertake to

provide medical services to trial subjects
whose participation in the Clinical Trial has not
yet ended, in the case of a partial closure of the
Clinical Trial, as well as to subjects included in
the post Clinical Trial follow-up in compliance
with ethics rules.

2.28 'V pripade, Ze pri Klinickom skaSani
pouziva Centrum, Hlavny skd$ajici alebo
Clenovia $tudijného timu pristrojové vybavenie,
ktoré vyZzaduje servis, kalibraciu alebo ind
osobitnd  starostlivost, Centrum sa zavizuje
udrziavat' také pristrojové vybavenie spdsobilé
riadnej prevadzky, o ¢com je povinné Zadavatelovi
na vyziadanie  poskytnit’  zodpovedajicu
dokumentéciu.

2.29 In the case that the Center, the Principal
Investigator or Clinical Trial Team Members
use in the course of the Clinical Trial devices
that require servicing, calibration or any other
special care, the Center agrees to maintain such
devices in due operational condition and to
provide relevant documentation thereof to the
Sponsor upon the request of the Sponsor.

CL 3 - Povinnosti Zadévatel'a

Article 3 — Obligations of the
Sponsor

3.1Kontaktnymi osobami Zadavatela vo vztiahu
ku Klinickému skiSaniu su:

3.1 The Sponsor’s contact persons regarding the
Clinical Trial are:

Jounce Therapeutics, Inc.
Tel: (857) 259-3840
Fax: (888)459-2940
Email: legal @jouncetx.com

Jounce Therapeutics, Inc.
Tel: (857) 259-3840
Fax: (888)459-2940
Email: legal @jouncetx.com

poskytnit bezplatne v mnoZstve a c¢asovych

alebo ktorékol'vek dalSiec osoby ozndmené | or any other person announced to the
Hlavnému skiSajicemu. Principal

Investigator.
3.2 Zadavatel sa zavizuje Zmluvnym partnerom | 3.2 The Sponsor agrees to provide the

Contracting Partners with the information
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intervaloch na riadne vykonanie Klinického | required for the performance of the Clinical
skdgania informdcie vyzadované na vykondvanie | Trial free of charge and in the quantity and
Klinického skisania. frequency  necessary  for  the  proper
performance of the Clinical Trial.

3.3 Informicie vyzadované na vykondvanie | 3.3 The information required for the
Klinického ski$ania poskytnuté Centru si a | performance of the Clinical Trial and provided
zostdvaji vlastnictvom Zaddvatel'a. to the Center are and shall remain the
Sponsor’s property.

Cl.4 - Odmena Article 4 — Remuneration

4.1 Zaddvatel' sa zaviizuje zaplatit Zmluvnym | For the activities properly performed based on
partnerom za riadne vykonané ¢innosti na ziklade | this Agreement and for the transfer of rights
tejto Zmluvy, vritane prevodu prav podl'a €l. 5 tejto | under Article 5, the Sponsor agrees to provide
Zmluvy odmenu vo vySke, sposobom a za | the Contracting Partners with remuneration in
podmienok uvedenych v tomto ¢ldnku Zmluvy a v | the amount, by means and under the terms
Prilohe €. 1 Zmluvy. Prislusné ¢asti odmien Centru | stated below herein and in Appendix 1. The
aHlavnému skifajicemu budi Zaddvatelom | relevant parts of the remuneration of the Center
vyplatené obom Zmluvnym partnerom oddelene | and the Principal Investigator shall be paid by

na ich oddelené individudlne bankové ucty. the Sponsor to both Contracting Partners
Odmena sa vyplica nasledovne: separately to their separate individual bank
Platba Centru — Centru sa vyplati 20 % z odmeny | accounts.

atito odmena bude vyplatend priamo na téet | Remuneration is  paid as  follows:
Centra uvedeny v bode 4.3 Zmluvy. Payment of the Center - the Center will be paid

Platba pre Studijny tim (tj. pre Hlavného | 20% of the remuneration and this
skusajiceho, SPOIQSkUSHJUCICh ainy persondl | remuneration will be paid directly to the
Centra zd¢astfiujiici sa vykondvania Klinického | jccount of the Center specified in the header
skisania) — Studijnému timu (tj. Hlavoému | ¢ e Agreement. In point 4.3 of the
skusajlicemu, spoluskdsajicim ainym Agreement

zamestnancom  Centra  zicastiujicim  sa Payment for the study team (i.e. for the
vykondvania Klinického skisania) sa vyplati 80 % Principal ihvestigaton, suk investi-ge-ltors and

ZddiEng. other staff of the site participating in the
clinical trial) - the study team (i.e. for the
Principal Investigator, sub investigators and
other staff of the site participating in the
clinical trial) will be paid 80% of the fee.

4.2 Zmluvni partneri nemaji narok na Ziadnu | 4.2 The Contracting Partners are not
ini odmenu ¢i ndhradu okrem tych, ktoré sd | entitled to any remuneration or reimbursement
uvedené v tejto Zmluve alebo v Prilohe €. 1 | other than that set forth in this Agreement and
Zmluvy alebo inych zmluvach uzatvorenych so | its Appendix 1 or other agreements concluded
Zaddvatel'om, ibaZe ich vopred pisomne schvili | with the Sponsor, unless approved in advance
Zaddvatel. by the Sponsor in writing.

43 Vietky odmeny a finan¢né nahrady, ktoré | 4.3 Any remuneration and reimbursement
majii byt' zaplatené Centru, sd splatné v lehote 30 | for the Center must be paid within 30 days of
dni odo dia, kedy bude Zaddvatelovi doruceny | the day the Sponsor receives a relevant tax
zodpovedajici  dafiovy doklad (faktira) so | document (invoice), which  meets all
vietkymi  néleZitostami  podla  prisluinych | requirements stipulated in applicable laws
pravnych predpisov upravujicich dan z pridanej | regulating value-add tax, to the following bank
hodnoty, a to v prospech bankového t¢tu Centra: | account of the Center:

Bank: Stitna pokladnica

Banka: Stitna pokladnica Bank code: SPSRSKBA

JTX-4014-PS2_Slovakia_PI MUDr. Marian Stresko_Sponsor-Center-PI CTA Page 13 of 48
Template version July 2019_Approved for signature MDLF/25Jan2021

This PDF document was edited with Icecream PDF Editor.

Upgrade to PRO to remove watermark.



https://icecreamapps.com/PDF-Editor/upgrade.html?v=2.20&t=9

PPD Confidential Information

Kod banky: SPSRSKBA

Majitel’ iétu: Fakultnd nemocnica Trnava
IBAN: SK5481800000007000281238
Referencie: JTX-4014-PS2

Account holder: Fakultna nemocnica Trnava
Account No: IBAN
SK5481800000007000281238

Reference: JTX-4014-PS2

Vietky odmeny a finan¢né ndhrady, ktoré maju
byt zaplatené Studijnému timu (tj. Hlavnému
skusajicemu, spoluskd$ajicim ainym

zamestnancom  Centra  zdcastiujicim  sa
vykondvania  Klinického  skaSania),  budd
realizované na zdklade tejto Zmluvy bez

povinnosti vystavovat’ faktiru, ato v rimci lehot
splatnosti faktir riadne vystavenych Centrom, a to
v prospech tctu Hlavného skigajiceho:

Banka.
IBAN: .
SWIFT

All remuneration and financial compensation to
be paid to the study team (ie the Principal
Investigator, sub investigators and other site
staff participating in the clinical trial), the
Principal Investigator, will be made under this
Agreement without the obligation to issue an
invoice within the invoice due dates duly issued
by the site, to the benefit of the Principal
Investigator's account:

Bank:
IBAN:
SWIF1

Faktdry musia byt zasielané zdstupcovi sponzora
PPD Investigator Services LL.C (a musia
obsahovat” meno sponzora: Jounce Therapeutics,
Inc. a ¢islo protokolu klinického skidsania: JTX-
4014-PS2) na adresu:

PPD Investigator Services LLC

E-mailom na:
InvestigatorPayments @ppdi.com
v kopii:

fakturyPPDSK.sm@ ppdi.com.

Odmeny a finanéné ndhrady podla tejto Zmluvy a
Prilohy ¢. 1 Zmluvy (s vynimkou odmien a
finanénych nahrad, u ktorych je splatnost’ zvlast
upravend v Prilohe ¢. 1 Zmluvy) budi Centru a
Hlavnému skuiSajicemu uhradené takto: Spitne za
bezprostredne uplynulé a doteraz nefakturované
obdobie vzdy za kazdé kalenddrne Stvrtrolie,
Klinického skisania si Zmluvni partneri spoloc¢ne
so Zadavatel'om navzdjom pisomne alebo formou
e-mailu odsthlasia prehl'ad poc¢tu, druhu a im
odpovedajice hodnoty jednotlivych tkonov
vykonanych Hlavnym skdSajicim a / alebo inymi
Clenmi $tudijného timu, ktoré majii byt podla tejto
Zmluvy Zadavatelom hradené (tzv. ndvrh
faktiry), zaslany osobou poverenou Zaddvatelom.
Tento prehl'ad musi byt spracovany zvlast pre
kazdy subjekt Klinického skiSania a musi zahffiat’
polozkovité  vyucétovanie vietkych navstev,
vySetreni a dalSich sluZieb vykonanych v
prisluSnom kalenddrnom Stvrtroéi. Na zdklade
vzdjomného odsihlasenia ndvrhu faktdry vystavi

Invoices must be addressed to the Sponsor’s
designee PPD Investigator Services LLC (and
must reference Sponsor name: Jounce
Therapeutics, Inc. and the Clinical Trial
Protocol number: JTX-4014-PS2) at the
following address:

PPD Investigator Services LLC

By email at:

InvestigatorPayments@ppdi.com

And copy to:

fakturyPPDSK.sm@ ppdi.com

Any remuneration and reimbursement based
on this Agreement and Appendix 1 (except for
remuneration and reimbursement, the due date
of which is specified separately in Appendix 1
to the Agreement) shall be paid to the Center
and the Principal Investigator in the following
manner: retroactively for the past and not yet
invoiced period of each calendar quarter, of the
Clinical Trial, the Contracting Partners and the
Sponsor shall approve in writing or by e-mail
an overview of the number, type and value of
individual activities, which were performed by
the Principal Investigator and/or other Clinical
Trial Team Members and which are 1o be paid
by the Sponsor based on this Agreement (i.e.
draft invoice), sent by a person authorized by
the Sponsor. Every overview must be prepared
separately for each trial subject and must
include an itemized list of all wvisits,
examinations and other services provided in
the relevant calendar quarter,. Based on the
mutually approved draft invoice, the Center
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Centrum faktiru na odmenu a pripadné finanéné | shall issue an invoice for remuneration and
nihrady, ktord doru¢i Zadavatel'ovi. Zaddvatel' | potential reimbursement and shall send it to
zaplati Centru na zdklade riadne vystavenej a | the Sponsor. Based on the duly issued and
riadne doru¢enej faktiry prislusni odmenu a | delivered invoice, the Sponsor shall pay the
pripadné opravnene fakturované finan¢né nahrady | Center the relevant remuneration and potential
za obdobie, pre ktoré bol predmetny ndvrh faktiry | justified financial reimbursement for the
podla tohto ¢lanku odsihlaseny. period for which the draft invoice has been
approved pursuant to this article.

V pripade, Zze Zadavatel nezasle Centru vyssie | In the case that the Sponsor does not send the
uvedeny prehlad (ndvrh faktiry) na odsihlasenie v | Center the aforesaid overview (draft invoice)
lehote 30 (tridsiatich) dni odo dna ukonéenia| forapproval within 30 (thirty) days of the end of
kalendarneho Stvrtrocia, zasle Centrum | the calendar quarter, the Center shall send the
Zadavatel'ovi pisomni vyzvu a ak Zadavatel'| Sponsor a written reminder and if the Sponsor
nezaSle uvedeny prehlad (ndvrh faktiry) ani v | does not send the aforesaid overview (draft
lehote 30 (tridsiatich) dni od doruéenia takejto | invoice) within 30 (thirty) days of receipt of
vyzvy, je Centrum oprdvnené vystavit® faktiru a| the reminder, the Center shall have the right to
Zaddvatel' je povinny uhradit’ Centru odmenu a | issue an invoice and the Sponsor shall pay the
finan¢né nahrady za vietky fakturované tkony| Center the remuneration and financial
vykonané v obdobi kalenddirneho Stvrtrocia | reimbursement for all invoiced activities
Hlavnym skigajicim a/alebo inymi Clenmi| performed during the calendar quarter, by the
Studijného timu. Principal Investigator and/or other Clinical
Trial Team Members.

V pripade, Ze Centrum zisti, Ze si v prehl'ade | The Center must immediately report any
(ndvrhu faktiry) nedostatky, tieto ozniami bez | potential deficiencies in the overview (draft
zbyto¢ného odkladu Zaddvatelovi, ktory je | invoice) to the Sponsor, and the Sponsor must
povinny ich odstranit’. Ak ma Zadavatel’ zato, Ze | remedy such deficiencies. In the case that the
v prehl'ade (ndvrhu faktury) Ziadne nedostatky nie | Sponsor believes that the overview (draft
s, oznami toto Centru. Centrum a Zaddvatel' si | invoice) has no deficiencies, the Sponsor shall
nasledne povinni si  navzdjom poskytndit | announce it to the Center. The Center and the
stic¢innost’ nevyhnutnt na odstranenie pripadnych | Sponsor must then cooperate as necessary to
rozporov. Neposkytnutie stic¢innosti sa povazuje | rectify such discrepancies. Failure to cooperate
za nepodstatné poruSenie Zmluvy. shall be considered a minor breach of this
Agreement.

Ak neodstrdani Zaddvatel' nedostatky v prehlade | In the case that the Sponsor fails to remedy
(ndavrhu faktiry) ani v lehote 45 (Styridsiatich | deficiencies in the overview (draft invoice), or
piatich) dni odo dna dorué¢enia oznimenia podla | fails to inform the Center that the Sponsor
predchddzajiceho odseku, alebo v tej istej lehote | believes that the overview (draft invoice) has
neoznami Centru, Ze v prehlade (ndvrhu faktiry) | no deficiencies, within 45 (forty-five) days of
ziadne nedostatky nevidi, plati, Ze rozhodny pre | announcement based on the previous
vystavenie faktiry je prehlad (ndvrh faktiry) v | paragraph, the Center shall use its version of
zneni pripomienok Centra, na zdklade ktorého je | the overview (draft invoice), based on which
Centrum opravnené vystavit faktiru a Zadavatel’ | the Center shall issue an invoice and the
je povinny odmenu a finanéné ndhrady za | Sponsorshall have to pay the remuneration and
fakturované  vykony vykonané v  obdobi | financial reimbursement for invoiced activities
kalenddrneho Stvrtroc¢ia Hlavnym skiajicim a / | performed during the calendar quarter,by the
alebo inymi Clenmi 3tudijného timu centru | Principal Investigator and/or other Clinical
uhradit’. Trial Team Members.

44 Zadavatel md pravo zadrzat aZ 10% | 4.4 The Sponsor has the right to retain up to
(desat’) percent z prisluSnej sumy odmeny za | 10% (ten) percent of the remuneration for the
obdobie kalenddarneho S§tvrtroc¢ia (d'alej len | calendar quarter, (hereinafter referred to as the
,zadrzné™). Zadavatel sa zavizuje uhradit Centru | “Retainer”). The Sponsor agrees to pay the
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zadrzné potom, ¢o budd predloZzené vSetky
prisluiné dokumenty, budi zodpovedané vietky
otdzky a budd odstranené vietky nespravnosti a
nedostatky v ddajoch v databdze.

Center the Retainer after all relevant documents
were submitted, all questions concerning data
were answered and all incorrect or incomplete
data in the database were rectified.

4.5 Pokial' tito Zmluva neustanovi inak,
vietky sumy uvedené v tejto Zmluve a v ich
prilohach st uvedené bez DPH. Ak niektoré platby
za sluzby podliehaji DPH, Zadavatel' zaplati
prislu$ni sumu DPH vo vySke podla pravnych
predpisov  uc¢innych ku diu uskutoénenia
zdaniteI'ného plnenia na zdklade prislusného
danového dokladu (faktiry), ktora bude spiﬁat’
vietky  naleZitosti  predpisané  prisluSnymi
pravnymi predpismi. Centrum nesice
zodpovednost’ za uhradenie vSetkych ostatnych
dani v sdvislosti s platbami na zdklade tejto
Zmluvy.

4.5 Unless otherwise stated in this
Agreement, no amounts specified in this
Agreement and its Appendices include VAT. In
the case that any payment for services is subject
to VAT, the Sponsor shall pay the relevant
VAT amount stipulated in legal regulations
effective as of the date of taxable supply based
on the relevant tax document (invoice) that shall
meet the requirements laid down in applicable
legal regulations. The Center shall be
responsible for paying any other tax with
respect to the payments made based on this
Agreement.

4.6 Zmluvni partneri st si vedomi, ze Zaddvatel
moZe zverejnit' na centrilnej webovej strinke
koncernu Jounce Therapeutics, Inc platby a
iné plnenia tykajtce sa vyskumu a vyvoja, tj. (1)
platby vykonané zo strany Zaddvatel'a na zdklade
tejto Zmluvy a (2) vSetky vydavky na ubytovanie,
stvisiace vydavky na obcerstvenie a na dopravu
Zmluvnych partnerov, ktoré Zadavatel’ uhradi na
zaklade tejto Zmluvy a (3) vSetky kongresové
registra¢né poplatky, ucastnicke poplatky alebo
obdobné poplatky, ktoré Zadavatel’ uhradi na
zaklade tejto Zmluvy, a to anonymnym
sposobom, tj. na agregovanej urovni. Tieto
informdcie moZu byt tieZ publikované ako sucast’
tejto Zmluvy v registri zmliv na zdklade
ustanovenia §5a a § 5b zdkona ¢. 211/2000Z.z., 0
slobodnom pristupe k informdciam a o zmene a
doplneni niektorych zdkonov v zneni zdkona ¢.
546/2010 Z.z. (zakon o slobode informacii) . Bez
ohladu na vy$Sie uvedené mdZe Zadavatel
zverejnit’ prevod akejkol'vek hodnoty
poskytnutej v ramci tejto Zmluvy.

4.6 The Contracting Partners understand
that the Sponsor may disclose on the central
website of the Jounce Therapeutics, Inc
group any payment and any transfer of value
relating to research and development, i.e. (1)
payments made by Sponsor under this
Agreement and (2) any cost of
accommodation, refreshments and travel of the
Contracting Partners, which Sponsor covers
under this Agreement and (3) any congress
registration or participation fees or similar fees,
which Sponsor covers under this Agreement, all
this in an anonymized way, i.e. on aggregated
level. This information may also be disclosed as
a part of this Agreement in the Agreements
Register pursuant to section 5a and section 5b
of Act No. 211/2000 Coll., on free access to
information and on amendments to certain acts,
as amended by Act No. 546/2010 Coll.
(Freedom of Information Act).
Notwithstanding the aforementioned, the
Sponsor may also disclose any transfer of value
under this Agreement.

CL. 5 - Priva k vysledkom

Article 5 — Rights to Results

5.1 Zadavatelovi patria vyhradné prava ku
vietkym vysledkom, ddajom zisteniam, objavom,
vyndlezom a $pecifikdciam, bez ohl'adu na to ¢i su
sposobilé byt predmetom patentovej ochrany
alebo nie, ktoré vznikli, boli vytvorené, odvodeng,
vyprodukované, objavené, vymyslené alebo inak
urobené Centrom, Hlavnym skuiSajicim a/alebo
Clenmi  $tudijného  timu v sivislosti s
vykondavanim Klinického skidsania (dalej len
“Vysledky”). Zmluvni partneri tymto vopred

5.1  The Sponsor shall own the exclusive
rights to all results, data, findings, discoveries,
inventions and  specifications,  whether
patentable or not, that were originated,
conceived, derived, produced, discovered,
invented or otherwise made by the Center, the
Principal Investigator and/or Clinical Trial
Team Members in connection with conducting
the Clinical Trial (hereinafter referred to as
“Results”). The Contracting Partners hereby
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postupuji  vietky svoje majetkové prava k
Vysledkom na Zaddvatela a Zaddvatel tieto
postipené prdava prijima. Odmena za tento prevod
je uz zahrnutd v odmene Zmluvnych partnerov
podla ¢l 4 tejto Zmluvy. Zmluvné partneri
neziskavajd k Vysledkom plnenim tejto Zmluvy
Ziadne prava.

assign all of their proprietary rights to Results
to the Sponsor in advance and the Sponsor
accepts such assigned rights. The royalty fee
for this assignment is already included in the
remuneration of the Contracting Partners under
Article 4 of this Agreement. The Contracting
Partners shall not acquire any rights to Results
by performing this Agreement.

5.2 Vsetky zdravotnicke dokumentdcie a povodna
zdrojovd dokumentécia zostanti majetkom Centra;
av8ak, Zaddvatel je opravneny ich pouzit’ v siilade
s touto Zmluvou a ;na ziklade sthlasu, ktory
udelia  subjekty  skdSania.  Spristupnenie
Vysledkov — akémukolvek subjektu, vrdtane
Zmluvnej vyskumnej organizicie ¢i etickej
komisie alebo regulaéného orgianu nebude
povazované za udelenie vlastnickeho prava k tymto
informdacidm tychto subjektov.

52 All medical records and original source
documents shall remain the property of the
Center; however, the Sponsor shall be
permitted to use them in accordance with this
Agreement and based on the consent of trial
subjects. Disclosure of Results to any subject,
including a contracted research organization,
ethics committee or regulatory authority, shall
not be deemed as granting the ownership of
such information to these entitics.

5.3 V rozsahu, v akom priava duSevného
vlastnictva k Vysledkom nie si prevoditelné,
udeluja tymto Zmluvni partneri Zaddvatel'ovi
vyhradni, neodvolatelni v mieste a case
neobmedzend  licenciu s pravom udelovat
sublicencie, a to na vietky sposoby pouZitia tychto
Vysledkov. Odmena za tito licenciu je uz
zahrnutd v odmene Zmluvnych partnerov podla
¢l. 4 tejto Zmluvy. Centrum sa zavizuje vyvinit
maximdlne dsilie na to, aby skutoéni vlastnici
tychto  priav  duSevného  vlastnictva, L.
zamestnanci Centra a / alebo zainteresované tretie
strany, umoznili Centru udelit vys§ic uvedenu
licenciu Zadavatel'ovi.

5.3 To the extent intellectual property rights
to Results are legally not assignable, the
Sponsor is hereby granted by the Contracting
Partners an exclusive, worldwide, sub-
licensable, time-unlimited and irrevocable
license for unlimited use of these Results. The
royalty fee for this license is already included
in the remuneration of the Contracting Partners
under Article 4 of this Agreement. The Center
shall make maximum efforts so that the actual
owners of the intellectual property rights, i.e.
employees of the Center and/or involved third
parties, would allow the Center to grant the
aforementioned license to the Sponsor.

5.4 Aby sa vylicili akékolvek pochybnosti,
vyndlez, ktory predstavuje zlepSenie, nové
pouzitie alebo novii liekovi formu skiSaného lieku
zalozeného na dovernych informdciich (ako je
definované nizsie) a ktory poskytuje sponzor, je
vyhradnym vlastnictvom sponzora.

54 To eliminate any doubts, an invention
that is an improvement, a new use or a new
drug based on Confidential Information (as
defined below) provided by the Sponsor shall
be the sole property of the Sponsor.

5.5 Zmluvni partneri sa zavizujui zabezpecit, Ze
vietky Vysledky (dalej len “Vynailezy”),
dosiahnuté zamestnancami Centra alebo inymi
stranami zahrnutymi Zmluvnymi partnermi do
vykondvania  Klinického  skidSania,  budd
bezodkladne oznamené Zadavatel'ovi.

5.5 The Contracting Partners agree (o
ensure that all Results (hereinafter the
“Inventions”) made by employees of the
Center or other parties included in the Clinical
Trial by the Contracting Partners shall be
reported to the Sponsor without undue delay.

5.6 Zaddvatel alebo ktordkol'vek s nim Prepojena
osoba st opriavneni podat’ prihlaSku patentu pre
tieto Vyndlezy vo svojom mene alebo v mene
urcenej tretej strany, na vlastné ndklady, s
uvedenim mena vyndlezca (-ov) v prihlaske
patentu. Zmluvni partneri sa zaviizuji podpisat’

5.6 The Sponsor or any of its Affiliates shall
have the right to file a patent application for
such Inventions under its own name or under
the name of a designated third party and at its
own expense, with the inventor(s) named in the
patent application. The Contracting Partners
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agree to sign and to have employees of the
Center and other parties involved in the Clinical
Trial by the Contracting Parties sign all
documents and give such testimony as the
Sponsor deems necessary for filing a patent
application and for obtaining a patent in order
to protect its intellectual property interests
arising from the Clinical Trial.

a zabezpecit, aby zamestnanci Centra a dalSie
subjekty zahrnuté Zmluvnymi partnermi do
vykondvania Klinického skiSania podpisali vietky
listiny a poskytli také svedectvd, aké Zadavatel
uzna za potrebné na ucel podania prihldsky
patentu a ziskania patentu s cicfom ochrdnit
opravnené zaujmy Zaddvatela tykajice sa
dusevného vlastnictva, ktoré vzniknu v stvislosti s
Klinickym skidSanim.

3.7 Zadavatel' a jeho Prepojené osoby | 5.7 The Sponsor and its Affiliates may
mozu  uzivat, rozmnozovat a prevddzat’ | utilize, reproduce and transform anonymized
anonymizované rddiologické / diagnostické | radiological/diagnostic images made in the
snimky zhotovené v pricbehu Klinického | course of the Clinical Trial, in compliance with

skiSania v rozsahu uvedenom v informovanom
siihlase na vsetky ucely, vedecké a/alebo
komeréné, v akejkol'vek podobe a akymkol'vek
sposobom, elektronickym alebo mechanickym,
vritane vyhotovovania fotok6pii, elektronickych
zaznamov (napr. na CD-ROM), mikro-kdpii,
alebo prostrednictvom systémov uchovivania a
obnovovania udajov, vrdtane databink a
internetu. Na tento ti¢el udel'ujd Zmluvnf partneri
Zadavatelovi vyhradni, miestom neobmedzeni a
neodvolatelnd licenciu, vrdtane priava udelit
sublicencie Prepojenym osobam Zadavatela, na
uzivanic vy§sie uvedenych snimok. Odmena za
tito  licenciu  je wZz zahrnutd v odmene
Zmluvnych partnerov podla ¢l. 4 tejto Zmluvy.
Ak nie si Centrum alebo Hlavny skuSajici
vlastnikmi prav k tymto snimkam, Centrum
a/alebo Hlavny skisajtici sa zavizuji zabezpecit',
aby skutoény vlastnik tychto prav, tzn.
zamestnanci Centra a/alebo tretie osoby zahrnuté
do vykondvania Klinického skusania, umozZnili
Zmluvnym stranam udelit vySSie uvedenu
licenciu  Zadavatelovi. ~ Zmluvni  partneri
potvrdzuji, Ze vietky takéto snimky budu ziskané
so sthlasom subjektu, ktory Centru odovzda
Zadavatel a Zze nebudd obsahovat Ziadne
informdcie, prostrednictvom ktorych by mohol
byt  identifikovany konkrétny subjekt skisania.

the provisions of the informed consent and to
the extent specified in the informed consent,
for any scientific and/or commercial purposes,
in any form and by any means, electronic or
mechanical, including making photocopies,
electronic recordings (e.g. on CD-ROM),
micro-copies, or by any data storage and
retrieval systems, including data banks and the
Internet. The Contracting Partners hereby
grant to the Sponsor an exclusive, worldwide
and irrevocable license, with the right to grant
a sublicense to the Sponsor’s Affiliates, for the
use of aforementioned images. The royalty
fee for this license is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. In the case
that the Center or the Principal Investigator is
not the owner of these rights to such images,
the Center and/or the Principal Investigator
agree (o ensure that the actual owner of these
rights, i.e. employees of the Center and/or
third parties involved in the Clinical Trial,
would allow the Contracting Partners to grant
the aforementioned license to the Sponsor.
The Contracting Partners confirm that all such
images shall be obtained with trial subjects’
consent that shall be submitted to the Center
by the Sponsor and that the images shall not
contain any information, through which the
relevant trial subject could be identified.

5.8 Zadavatel' udeluje Zmluvnym partnerom
nevyhradni licenciu k Vysledkom vytvorenym v

5.8 The Sponsor provides the Contracting
Partners with a non-exclusive license to

Centre na interné nekomeréné vyskumné a
vzdeldvacie ucely pri dodrzani podmienok
zachovania  ddvernosti  a  podmienok  pre
publikovanie, ktoré st obsiahnuté v tejto Zmluve.
Tito licencia neopriviiuje k  udelovaniu
akychkol'vek sublicencii.

Results created at the Center for internal non-
commercial research and educational purposes,
subject to confidentiality and publication terms
specified in this Agreement. Such license does
not allow for granting any sub-licenses.

CL 6 - Zachovavanie dovernosti

Article 6 — Confidentiality
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6.1 Zmluvni partneri sa zavizuji
zaobchddzat so  vSetkymi  informdciami
oznacenymi ako "Déverné" a prijatymi od

Zadavatel'a alebo v jeho mene alebo od
Prepojenych o0s6b Zaddvatela v sivislosti s
Klinickym skdsanim, Skusany liekom,
Protokolom alebo touto Zmluvou a s Vysledkami
(dalej len ,Doverné informacie”) prisne
doverne. Zmluvné strany sa zdaroven dohodli, Ze
st Zmluvni partneri povinni zaobchddzat’ ako s
dovernymi aj s tymi informdciami, ktoré sice ako
.Doverné* nie si oznaené, ale modZu byt
povaZzované za Doverné informdcie, a lo na
ziklade ich povahy alebo podmienok, ktoré sa
vzt'ahovali k ich poskytnutiu alebo spristupneniu,
vratane vietkych tdajov tykajicich sa Klinického
skisania, ddajov pre vndtorni potrebu, alebo
informdcii vytvorenych na zdklade Klinického
skisania, a to napriklad vritane Protokolu, siboru
informécii pre skiSajiceho ¢ predbeznych
vysledkov Klinického skiSania. Zmluvni partneri
smi pouzivat Ddverné informdcie iba na tcely
plnenia tejto Zmluvy a zavizuji sa nespristupnit’
takéto Doverné informdcie Ziadnej tretej strane

mimo strdn  poverenych Zaddvatelom bez
predchddzajiceho pisomného stihlasu
Zadavatel'a. Zmluvni partneri sa zavizujui

umoznit’ pristup k dbévernym informécidm len
osobam, ktoré sa s Dovernymi informdciami maju
potrebu zoznamovat na Gcel poskytovania sluzieb
na zdklade tejto Zmluvy, a aj to len viedy, ak tieto
osoby boli Zmluvnymi partnermi preukdzatelne
zaviazané k reSpektovaniu podmienok aspon tak
prisnych, ako si podmienky podla tohto ¢I. 6.

6.1 The Contracting Partners agree to
treat as strictly confidential all information
marked as “Confidential” and received from or
on behalf of the Sponsor or any of its Affiliates
in relation to the Clinical Trial, the
Investigational medicinal product, the Protocol
or this Agreement as well as Results
(hereinafter referred to as “Confidential
Information™). The Contracting Parties agree
that the Contracting Partners must also treat as
strictly confidential any information that is not
marked as “Confidential” but can be
considered Confidential Information based on
its nature or conditions under which it was
provided or disclosed, including any data
concerning the Clinical Trial, information for
internal use only or information created based
on the Clinical Trial, for example including the
Protocol, the dataset for the investigator or
preliminary results of the Clinical Trial. The
Contracting Partners may use Confidential
Information only for the purposes of
performance of this Agreement and agree not
to disclose such Confidential Information to
any third party other than parties authorized by
the Sponsor without the Sponsor”s prior written
consent. The Contracting Partners agree to
provide access to Confidential Information
only to persons that need to know Confidential
Information for the purpose of providing
services based on this Agreement and only if
such persons were provably bound by the
Contracting Partners to observe conditions
that are at least as stringent as the conditions
under this Article 6.

6.2 Povinnost’ na zachovavanie ddvernosti sa
nevztahuje na tie pripady, ked” Zmluvni partneri si
opravneni publikovat’ Doverné informécie v silade
-

6.2 The confidentiality obligation shall
not apply as long as the Contracting Partners
have the right to publish Confidential
Information in accordance with Article 7.

6.3 Pojem Ddverné informécie, ako je
pouzivany v tejto Zmluve, sa nevztahuje na ddaje
a informdcie, pri ktorych mézu Zmluvni partneri
preukdzat, Ze (i) nimi Centrum alebo Hlavny
skuisajuci disponovali bez povinnosti zachovdvat o
nich ml¢anlivost v ¢ase, ked' im boli spristupnené
Zaddvatel'om alebo jeho Prepojenymi osobami ,
alebo menom nicktorych z nich, (ii) si alebo sa
stant sdiéastou verejnych informdcii inak ako
konanim alebo opomenutim Centra alebo
Hlavného skusajiceho, (iii) ich Centrum alebo
Hlavny skudSajici pravom nadobudli od tretej
strany, ktord nie je voéi Zadavatelovi alebo jeho
Prepojenym osobdim viazand vyslovnou alebo

6.3 The term Confidential Information, as
used in this Agreement, does not apply to data
and information where the Contracting
Partners can prove that such data and
information (i) were already in possession of
the Center or the Principal Investigator without
the confidentiality obligation at the time of
their disclosure to them by or on behalf of
the Sponsor or any of its Affiliates, (ii) are or
become a part of public information by means
other than by an act or omission on the part of
the Center or the Principal Investigator, (iii)
were legally acquired by the Center or the
Principal Investigator from a third party not
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implicitnou povinnostou mléanlivosti, alebo (iv)
boli vytvorené nezdvisle Centrom alebo Hlavnym
skdSajicim bez odkazovania sa na Doverné
informaécie alebo ich pouZzitie.

bound to the Sponsor or its Affiliates by an
explicit or implied confidentiality obligation or
(iv) were created independently by the Center
or the Principal Investigator without reference
to Confidential Information or its use.

6.4 Navy$e sui Zmluvni partneri opravneni
spristupnit’ Déverné informadcie v takom rozsahu,
v akom je takéto =zverejnenie vyZadované
zdkonom alebo vykonatel'nym stidnym
rozhodnutim, av§ak za podmienky, Ze Zmluvni
partneri o tejto skutoénosti v primeranom
¢asovom predstihu informuji Zaddvatela a na
jeho ziadost’ s nim budd spolupracovat’ v snahe
dosiahnut’ opatrenia na uéely ochrany alebo iného
primeraného pravneho prostriedku. Zmluvni
partneri sa zavdzuji vyvindt vSetko primerané
tsilie, aby zabezpecili doverné zaobchddzanie s
ktoroukol'vek z Dovernych informdcii, ktora bude
spristupnend.

6.4 Furthermore, the Contracting Partners
may disclose Confidential Information to the
extent required by law or an enforceable court
order, provided, however, that the Contracting
Partners shall give the Sponsor reasonable
advance notice and shall cooperate with the
Sponsor to seck a protective order or any other
appropriate remedy upon the request of the
Sponsor. The Contracting Partners agree to
make maximum reasonable efforts to ensure
confidential treatment of any Confidential
Information that shall be disclosed.

6.5 Tieto povinnosti zachovdvat ml¢anlivost’
a zdkaz pouZzivania Ddvernych informdcii podla
tejto Zmluvy zostand v platnosti aj po skonéeni
tejto Zmluvy.

6.5 This confidentiality obligation and the
prohibition to use Confidential Information as
specified in this Agreement shall remain in
effect even after this Agreement is terminated.

6.6  Zmluvni partneri sa zavizuji na Zziadost
Zadavatel'a zlikvidovatt a zmazat Ddverné
informdcie, ktorymi disponujd alebo ich vratit
Zaddavatelovi.

6.6 The Contracting Partners agree to
liquidate and delete any Confidential
Information in their possession or to return it
to the Sponsor upon the request of the Sponsor.

6.7 Vietky dohody existujice  pred
uzavretim tejlo Zmluvy, ktoré sa tykaji povinnosti
zachovavat ml¢anlivost vo vztahu ku Klinickému
skdSaniu, sa nahrddzaji touto Zmluvou a len
pokial sa tykaji Klinického skisania.

6.7 All pre-existing agreements regarding
the confidentiality obligation with regard to
the Clinical Trial shall be superseded by this
Agreement and only with regard to the Clinical
Trial.

6.8 Zadavatel sa  zavizuje zachovdvat
mlcanlivost o skutoénostiach, ktoré Centrum
oznadi ako skuto¢nosti déverné.

6.8 The Sponsor agrees not to disclose any
fact that the Center designates as confidential.

Cl. 7 - Publikovanie, tlacové spravy a
verejné oznimenia

Article 7 — Publication, Press Releases and
Public Announcements

7.1 Zadavatel' uzndva zdujem Zmluvnych
partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, ¢i
vysledok Klinického skiSania je pozitivny alebo
negativny. S ohladom na oprivnené zdujmy
Zaddvatela sa  Zmluvni  partneri  zavizuji
dodrziavat’ nasledujice povinnosti a podmienky
na publikovanie:

7.1 The Sponsor acknowledges the interest
of the Contracting Partners in the non-
commercial scientific publication of Results,
regardless of whether the outcome of the
Clinical Trial is positive or negative.
Considering the Sponsor’s reasonable interests,
the Contracting Partners agree to comply with
the following publication obligations and
terms:
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7.1.1 Zmluvni partneri sa zavidzuji poskytovat’
Zadavatel'ovi vietky navrhy na publikovanie alebo
dstne prezenticie tykajice sa Klinického skidsania
alebo  Vysledkov (dalej len , Publikacie®)
najmenej 60 (Sestdesiat) dni pred zamys§lanym
predloZenim alebo prezentdciou Publikdcie, aby
ich Zadavatel’ mohol skontrolovat’.

7.1.1 The Contracting Partners agree to provide
the Sponsor with all proposed publications or
oral presentations relating to the Clinical Trial
or Results (hereinafter referred to as the
“Publication”) at least 60 (sixty) days prior to
the intended submission or presentation of the
Publication in order to allow the Sponsor to
review it.

7.1.2 Pokial' Zaddavatel' neozniami Zmluvnym
partnerom v ramci lehoty 45 (Styridsiatich piatich)
dni odo dna, ked mu bola doru¢end zamyslana
Publikdcia, Zmluvni partneri sa  zavizujd
pripomenit’ Zaddvatel'ovi predpokladany dédtum
Publikdcie. Zmluvni partneri nie si opriavneni
publikovat Publikdcie bez vyslovného stihlasu
Zadavatel'a.

7.1.2 If the Sponsor does not notify the
Contracting Partners within 45 (forty-five)
days of the Sponsor's receipt of the intended
Publication, the Contracting Partners agree to
remind the Sponsor of the intended date of the
Publication. The Contracting Partners are not
allowed to publish Publications without the
explicit consent of the Sponsor.

7.1.3 Zmluvné strany berd na vedomie a siihlasia,
7e v pripade multicentrickych $tidii sa Vysledky
Klinického skidSania publikuji iba
prostrednictvom koordindcie so Zadavatelom na
tcel kombinovania vysledkov zo vietkych centier
zicastnenych  Klinického  skiSania.  Zmluvni
partneri si opravneni publikovat’ Vysledky ich
Centra za podmienky, Ze celkové vysledky neboli
publikované do 18 (osemnastich) mesiacov od
dokonc¢enia Klinického skuSania, a sucasne za
podmienky postupovania v silade s podmienkami
stanovenymi v tomto ¢lanku.

7.1.3 The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
Results of the Clinical Trial are published only
through coordination with the Sponsor in order
to combine the results of all centers
participating in the Clinical Trial. The
Contracting Partners may publish Results of
their Centers on the condition that overall
results were not published within 18 (eighteen)
months of the completion of the Clinical Trial,
subject to the compliance with the terms set
forth in this Article.

7.1.4 Zaddvatel' a Zmluvni partneri sa zavizuju
prediskutovat’ vietky rozdiely v ndzoroch na
zamyslany obsah Publikicie s cielom ndjst’
ricSenic  uspokojivé pre Zaddvatela aj pre
Zmluvnych partnerov. Zaddvatel' je opravneny
navrhnit' akékol'vek zmeny Publikdcie, ktoré
oddvodnene povazuje za potrebné na vedecké
tcely. Zmluvni partneri sa zavizuji, 7Ze
implementiacia takychto odporic¢anych zmien
nebude bezddvodne odmietnuta.

7.1.4 The Sponsor and the Contracting
Partners agree to discuss any difference of
opinion with regard to the intended content of
the Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems
necessary for scientific  purposes. The
Contracting  Partners  agree  that  the
implementation of such recommended changes
shall not be unreasonably refused.

7.1.5 Ak moZno o¢akdvat, Ze takato Publikicia by
mohla mat' neZiaduci d¢inok na zachovanie
dovernosti ktorejkol'vek z Dovernych informdcii
Zadavatel'a, Zmluvni partneri sa zaviizuji zabranit’
takejto Publikécii, ibaze by predmetna Ddvernd
informécia nemohla byt vymazand z Publikdcie
bez ujmy vedeckej spravnosti Publikicie.

7.1.5 If such Publication is expected to have
an adverse effect on the confidentiality of any
of the Sponsor’s Confidential Information, the
Contracting Partners shall prevent such
Publication, unless the Confidential
Information can be deleted from the
Publication without detriment to the scientific
correctness of the Publication.

7.1.6 Ak by Publikdcia z pohladu Zadavatela
mohla mat’ neZiaduci G¢inok na schopnost ziskat'

7.1.6 If the Publication may - in the Sponsor’s
view - have an adverse effect on the ability to
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patentovi ochranu pre ktorykol'vek Vynilez,
Zaddvatel’ ma pravo pozadovat odklad Publikacie
na primerani dobu na Géel pripravy a podania
Ziadanej patentovej prihlasky Zadavatel'om alebo
v jeho mene, aviak tito doba nesmie presiahnut 6
(Sest’) mesiacov  od  datumu, kedy bola
Zadavatel'ovi Publikdcia doruéend na kontrolu.
Zadavatel’ ma pravo pozadovat’ daldi odklad
Publikdcie, ak patentovd prihldSka bola podand a
ak prihlaSka s pravom prednosti je nedplnd a v
ramci | roka od podania prihlasky s pravom
prednosti musi byt do Ziadosti doplneny predmet
patentovej prihlasky. 'V tomto pripade mad
Zadavatel' privo pozadovat odklad akejkol'vek
Publikdcie az do doplnenia prihlisky s pravom
prednosti.  Zaddvate  nebude  zakazovat
Publikdciu v pripade, ked' informdcia, ktord je
spOsobild byt predmetom patentovej ochrany, bola
z planovanej Publikdcie odstranena.

obtain patent protection for any Invention, the
Sponsor may request a delay of the Publication
for a reasonable period of time in order to
enable the preparation and filing of any desired
patent application by, or on behalf of, the
Sponsor; such period, however, may not to
exceed 6 (six) months from the day the Sponsor
received the intended Publication for review.
The Sponsor may request a further delay of the
Publication in the case that the patent
application has been filed and the priority
application is incomplete, and the subject-
matter must be added to the application during
the priority year. In such case, the Sponsor has
the right to request a postponement of any
Publication until completion of the priority
application. The Sponsor shall not prohibit the
Publication if the patentable information was
removed from the planned Publication.

7.1.7 Zmluvni partneri sa zavizuji zahrnit' do
kaZzdej Publikdcie ustanovenia informujice, 7e
vytvorenie udajov bolo podporené Zaddvatel'om a
sicasne sa Zmluvni partneri zavizuji informovat
0 svojej miere angaZzovanosti na Klinickom
sktiSani a prospechu, ktory im 2z Klinického
skisania plynul. Autorstvo a uznanie za vedecké
publikovanie by mali byt v silade s jednotnymi
poziadavkami na rukopisy.

7.1.7 The Contracting Partners agree to include
in every Publication information that the
creation of data was supported by the Sponsor
as well as information about their involvement
in the Clinical Trial and their benefits from the
Clinical Trial. Authorship and
acknowledgements for scientific publications
should be consistent with the Uniform
Requirements for Manuscripts issued by the
International Committee of Medical Journal
Editors (ICMIJE).

1.2 Zmluvni partneri sa zavidzuju zaviazat
rovnakymi povinnostami a poZziadavkami na
publikovanie, ktoré si stanovené v ¢l. 7.1 tiez
vietkych Clenov tudijného timu.

T2 The Contracting Partners agree to
impose the same obligations and requirements
for publications as set forth in Article 7.1 on all
Clinical Trial Team Members.

7.3 Povinnosti stanovené v ¢l. 7.1 zostanu
v platnosti dalSich 15 (piitnast) rokov po
predéasnom ukonceni alebo po ukonceni tejto
Zmluvy.

7.3 The obligations set forth in Article 7.1
shall remain in effect for another 15 (fifteen)
years after early termination or expiration of
this Agreement.

7.4 Zadavatel' je opriavneny  zverejnit
vysledky Klinického skudSania spdsobom, ktory
uzni za vhodny, a to ako po celd dobu trvania tejto
Zmluvy, tak aj po jej ukonceni, d’alej je Zaddvatel
opravneny umiestnit informdcie o Klinickom
skdsani a o Vysledkoch na internet, napr. na
stranky ~ www.ClinicalTrials.gov___ (zverejnenie
registra) a na stranky pre zverejnenie vysledkov,
na firemné strainky Zadavatela (zverejnenie
registra a vysledkov) a v ktorejkol'vek databdze
a/alebo v registri v sulade s pravnymi predpismi a
s prislusnymi normami vo vztahu k rozsahu,
forme a obsahu.

7.4 The Sponsor may publish Results of the
Clinical Trial in any manner it deems
appropriate, both during, and following
termination of this Agreement; the Sponsor
may also post information about the Clinical
Trial and Results on the Internet, e.g. on
www.ClinicalTrials.gov (register posting) and
on websites for results posting, on the
Sponsor’s company website (register and
results posting) and in any other database
and/or registry required by laws in accordance
with applicable standards regarding scope,
form and content.
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7.5 Zmluvni partneri sa zavizuji
nepublikovat’ Ziadne tlacové spravy alebo iné
verejné oznamenia o Klinickom skidSani, a/alebo
Vysledkoch Klinického skiSania bez
predchddzajiceho pisomného sthlasu Zaddvatel'a,
s vynimkou oprdavnene uverejnenych a verejne
dostupnych informdcii.

7.5 The Contracting Partners agree not to
publish any press release or any other public
announcements about the Clinical Trial and/or
Results of the Clinical Trial without the
Sponsor's prior written consent, except for
justifiably disclosed and publicly available
information.

7.6 Nézov Zadavatel'a nesmie byt pouzivany
v ziadnom reklamnom alebo inom materidli
Zmluvnych  partnerov bez predchddzajiceho
pisomného schvdlenia Zadavatel'om.

7.6 The name of the Sponsor may not be
used in any advertising or any other material of
the Contracting Partners without the Sponsor's
prior written authorization.

Cl. 8 - Zodpovednost’ a odskodnenie

Article 8 — Liability and Indemnity

8.1 Zmluvni partneri sa zaviizuji
Zadavatel'ovi nahradit’ $kodu v rozsahu, v akom je
voci nemu na prislu§nom stde dspes$ne uplatneny
nirok  z dovodu poruSenia ktorejkol'vek =z
povinnosti prijatych na zdklade tejto Zmluvy
Zmluvnymi partnermi. Narok na ndhradu Skody
nevznikd, pripadne vznika len v pomernej vyske,
ak Skoda bola spdsobend zavinenim i
spoluzavinenim subjektu skGSania ¢i jeho
zakonného zdstupcu, ¢o aj z nedbanlivosti.

8.1 The Contracting Partners undertake to
compensate the Sponsor for the damage
(including non-pecuniary damage and the death
of the subject of the examination) to the extent
to the extent to which the claim arising from a
breach of any obligations assumed under this
Agreement by Contracting
Partners.Claim for damages does not arise,
or arises only in a proportional amount, if
damage occurred due to the fault or
contributory fault of the trial subject or his/her
legal representative, also due to negligence.

8.2 Zadavatel' je Zmluvnym  partnerom
(Centrum alebo Hlavny skudSajici  dalej
oznatovani len ., Odskodfiovania strana™)
povinny  nahradit ujmu  (vritane  ujmy
nemajetkovej) v rozsahu, v akom je voci nim na
prislusnom stde subjektom skisania alebo inymi,
na to podla platnych pravnych predpisov
opravnenymi osobami, ispeSne uplatneny najmé
narok na ndhradu ujmy na zdravi (vritane smrti)
vzniknutej z dévodu akéhokol'vek vykonu alebo
postupu vykonaného na subjekte skiSania podla
poziadaviek Protokolu, a to za podmienky, Ze tdto
ujma:

8.2 The Sponsor must indemnify the
Contracting Partners (hereinafter the Center
and the Principal Investigator collectively
referred to as the “Indemnified Party”) for
damage (including non-pecuniary damage) to
the extent to which a trial subject or any other
under law entitled person successfully claims
namely damage to health (including death) as a
result of any clinical intervention or procedure
required by the Protocol in a competent court
of justice, provided that such damage:

8.2.1 nie je plne hradend z poistenia dohodnutého
v silade s pravnymi predpismi v prospech
Odskodnovanej strany.

8.2.1 is not fully covered by insurance taken
out in compliance with applicable laws for the
benefit of the Indemnified Party.

8.3 Zmluvni partneri sa zavidzuji pisomne
informovat’ Zadavatel'a o kazdom ndroku a/alebo
zalobe v maximalnom moZnom rozsahu, podla
tychto ustanoveni o ndhrade ujmy, a to do 15
( patnastich) dni odo dia, ked’ sa o nich dozvedia,
a sticasne sa zavizuji umoznit’ Zaddvatel'ovi, aby
schval'oval vSetky tkony a obranu proti takto

8.3 The Contracting Partners agree to notify
the Sponsor in writing and as much as possible
about a claim and/or lawsuit according to these
provisions on indemnification within 15
(fifteen) days of learning about such aclaim
or lawsuit and to allow the Sponsor to
approve all acts and defense against such a
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uplatnenému  ndaroku alebo Zalobe vrdtane
rozhodovania o urovnani sporu; a

claim or lawsuit, including the right to decide
on its settlement; and

8.4 Zmluvni partneri st povinni spolupracovat’ so
Zaddvatelom a jeho priavnymi zastupcami a
poistovatelmi pri obrane proti takému ndroku
alebo Zalobe, a zabezpecit' takito spolupracu zo
strany svojich zamestnancov; a

8.4 The Contracting Partners must cooperate
and require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a claim or lawsuit; and

8.5 Zmluvné strany nesmu uznat ani uspokojit
7ziadny takyto ndrok mimo alebo v rdmci
sidneho  konania  bez  predchadzajiceho
pisomného sihlasu ostatnych Zmluvnych stran.

8.5 No party may recognize or settle any such
claim or lawsuit without the prior written
consent of the Contracting Parties.

Cl. 9 - Poistenie

Article 9 — Insurance

9.1 Zadavatel' zodpoveda za zabezpecenie
poistenia na el Klinického skiSania v silade s
prislusnymi pravnymi predpismi. Na tento tcel
Zadavatel' prehlasuje, Ze zabezpecil poistenie
zodpovednosti Zaddvatela a Centra za Skodu
(vritane nemajetkovej ujmy, okrem nemajetkovej
ujmy spdsobenej porusenim prav na ochranu
osobnosti ¢i mena, urazkou na cti, ohovaranim,
Sikanovanim, obtazovanim, nerovnakym
zaobchddzanim ¢i inymi spdsobmi diskrimindcie),
prostrednictvom  ktorého je zabezpecené aj
odskodnenie v pripade smrti subjektu skiSania
alebo v pripade ujmy vzniknutej na zdravi
subjektu skuSania v dosledku vykondvania
Klinického skasania v silade s § 43 pism. h) bod
3 zdkona o liekoch. Zaddvatel’ d’alej prehlasuje, Ze
zabezpecil poistenie zodpovednosti Centra za
Skodu, ktord mdze byt sposobend subjektu
skidsania v silade s

§ 43 pism. h) bod 4. zdkona o lickoch. Pre
vyli¢enie pochybnosti Zadavatel a Zmluvni
partneri vyhlasujd, Ze poistenie podla tohto
odseku nenahridza poistenie vztfahujice sa k
aktivitdm, ktoré nestivisia s Klinickym skdsanim,
napr. bezné poskytovanie zdravotnych sluzieb.

9.1 The Sponsor shall be responsible for
taking out insurance for the purposes of the
Clinical Trial in compliance with applicable
legal regulations. For these purposes, the
Sponsor represents and warrants that it took out
insurance of liability of the Sponsor and the
Institution for damage (including the non-
pecuniary damage, with the exception of non-
pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying, harassment,
uncqual treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Clinical Trial
performance pursuant to Section 43, letter h)
point 3 of Pharmaceuticals Act. The Sponsor
further represents and warrants that it took out
insurance of liability of the Centre for damage
that may be caused to the trial subject pursuant
to Section 43 letter h) point 4 of
Pharmaceuticals Act. In order to eliminate any
doubts, the Sponsor and the Contracting
Partners represent and warrant that this
insurance does not replace insurance covering
activities which are not related to the Clinical
Trial, e.g. a regular provision of medical
services.

Cl. 10 - Ochrana a spristupnenie osobnych
udajov

Article 10 — Personal Data Protection
and
Disclosure

10.1 Zmluvni partneri st si vedomi, Ze Zadavatel
alebo tretia osoba Zaddvatelom poverend budi
vkladat’ Vysledky Klinického skiSania a vietky
sprivy stvisiace s Klinickym skiSanim, ziznamy
o Skoleniach v mieste realizacie Klinického
skdfania a vystupy z akychkolvek auditov
vykonanych Zaddvatelom alebo v jeho mene

10.1 The Contracting Partners understand that
the Sponsor or a third party authorized by the
Sponsor shall enter Results of the Clinical
Trial, all reports related to the Clinical Trial,
site-training records and outcomes of all audits
performed by, or on behalf of, the Sponsor into
internal electronic databases of the Sponsor
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podla pravidiel spriavnej klinickej praxe alebo
inpekeii do internych elektronickych databdz
Zadavatel'a a / alebo tretich oséb poverenych
Zaddvatel'om. V ramci tejto spriavy ddajov mdzu
byt v silade s poZiadavkami pravidiel sprivnej
klinickej praxe a prislusnych pravnych predpisov
na tseku ochrany osobnych ddajov uchovavané,
spracované¢ a pouZité Zaddvatelom, jeho
Prepojenymi  osobami a poverenymi tretimi
stranami osobné tidaje Hlavného skiSajiceho, ako
st meno, priezvisko a adresa, finanéné zdujmy
podl'a Potvrdenia o finanénych zaujmoch, a d’alej
tiez osobné udaje inych zamestnancov Centra,
Clenov §tudijného timu a ich zaangaZovanie v
Klinickom sku$anf a vystupy auditov vykonanych
Zadavatel'om podla pravidiel spravnej klinickej
praxe alebo inSpekcii (d’alej len ,Udaje™) a
pravnych predpisov vztahujicich sa k ochrane
osobnych ddajov. Zaddvatel bude poskytovat tieto
Udaje externym verejnym databazam, ako je napr.
clinicaltrials.gov a v nevyhnutnom rozsahu na
zdaklade prisludnych pravnych predpisov tieZ
organom verejnej moci. Udaje budi spracovdvané
pre plnenie pravnych povinnosti Zadavatel'a a pre
manazment klinickych skiSok. Udaje budd
spracovavané po dobu neurcitd, najdlhSie vSak do
naplnenia ucelu.

and/or third parties authorized by the Sponsor
in compliance with good clinical practice rules
or inspections. As part of such data
management, the personal data of the Principal
Investigator, such as first and last name,
address and financial interests according to the
Financial Interests Declaration, as well as the
personal data of other employees of the Center,
Clinical Trial Team Members and their
involvement in the Clinical Trial and outcomes
of audits performed by the Sponsor in
compliance with good clinical practice rules or
inspections (hereinafter referred to as “Data”™)
and personal data protection laws may be
stored, processed and used by the Sponsor, its
Affiliates and authorized third parties in
compliance with good clinical practice rules
and applicable personal data protection laws.
The Sponsor shall provide Data to external
public databases, such as clinicaltrials.gov, as
well as, to the extent necessary under
applicable law, to government authorities. Data
shall be processed for the purposes of
compliance  with the Sponsor’s legal
obligations and for the management of clinical
trials. Data shall be processed for an indefinite
period of time, however, no longer than until
the purpose, for which they are processed, is
fulfilled.

10.2  Zmluvni partneri aZadivatel' sa navzajom
zavizuji bezodkladne a pisomne informovat’ o
akomkol'vek poruSeni ustanoveni o bezpecnosti
osobnych ddajov, v kaZdom pripade vSak
najneskdr do 5 (piatich) dni od ddtumu takéhoto
porusenia.

10.2 The Contracting Partners agree to inform
the Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than 5 (five)
days following such breach.

10.3 Zmluvni partneri a Zadavatel' sa zaviizuji
konat’ v siilade s prislusnymi pravnymi predpismi
na useku ochrany osobnych tdajov, najmi s
Nariadenim Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych
0sdb pri spracovani osobnych ddajov a volnom
pohybe tychto udajov a o zruSeni smernice
95/46/ES (vSeobecné nariadenie o ochrane
osobnych udajov), d’alej so zdkonom ¢. 18/2018
Z.z. o ochrane osobnych tudajov a o zmene a
doplneni niektorych zdkonov v platnom zneni a v
stilade s prislusnymi pokynmi Statneho tistavu pre
kontrolu lie¢iv, najmé pokynom MP 131/2018, ak
sa uplatni.

Ostatné  informdcie  dotknutym  osobdm o
spraciivani osobnych uddajov si zverejnené na
webovej stranke prevadzkovatela: www.fntt.sk.

10.3 The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), the Act. No. 18/2018 Coll. on
Protection of Personal Data and on
Amendments to Certain Laws, as amended
and relevant guidelines of the State Institute
for Drugs Control, in particular guideline MP
131/2018, if applicable.

Other information to the data subjects on the
processing of personal data is published on the
Institution website: www.tntt.sk.
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Cl 11 - Trvanie Zmluvy Article 11 — Term of the Agreement

11.1 Tato Zmluva nadobida u¢innost dnom | 11.1 This Agreement shall come into force on
nasledujicim po dni jej zverejnenia v centrilnom | the day following the day of its publication in
registri zmliv na www.crz.gov.sk, a skon¢i diiom | the central register of contracts on
kedy (a) bude dokoncend celkovd spriva o | www.crz.gov.sk and shall end on the day (a)
Klinickom skudsani, alebo (b) bude wvykonand | the overall Clinical Trial report is completed or
posledna platba Zadavatel'om, pricom | (b) the Sponsor makes its last payment,
rozhodujica je ta z tychto skuto¢nosti, ktord | whichever occurs later.

nastane neskor.

11.2 Priava a povinnosti Zaddvatel'a a Zmluvnych | 11.2 The rights and obligations of the Sponsor
partnerov stanovené v tejto Zmluve, ktoré | and the Contracting Partners that are set forth
vzhl'adom na svoju povahu maji pretrvat’ aj po | in this Agreement and by nature are to survive
skonceni tejto Zmluvy (vratane prav s ohladom na | this Agreement (including, without limitation,
vlastnictvo, Vynilezy, zachovdvanie ml¢anlivosti, | rights with respect to ownership, Inventions,

publikicie, protikorupénych ustanoveni, | confidentiality,  publication,  anti-bribery,

zodpovednosti  a odS$kodnenie), zostdvaji v | liability and indemnification) shall remain in

platnosti aj po skon¢eni tejto Zmluvy. effect even after this Agreement is terminated.
Cl. 12 - Ukon&enie Article 12 — Termination

12.1 Bez ohl'adu na akékol'vek iné pravo ukonéit’ | 12.1 Notwithstanding any other termination
tito Zmluvu, ktoré mdZze byt stanovené v tejto | right set forth in this Agreement or in the
Zmluve alebo vyplyva zo vSeobecne zdviznych | applicable generally binding legal regulations,
priavnych predpisov, Zmluvné strany maji pravo | the Sponsor reserves the right to terminate this
ukongéit’ tito Zmluvu kedykol'vek aj bez uvedenia | Agreement at any time without cause based on
dovodu na zdklade pisomnej vypovede s 30 | 30 (thirty) day written notice. The notice
(tridsatdnovou) vypovednou dobou. Vypovednd | period begins on the first day of the month
doba zaCne plynit prvym diiom mesiaca | following the month in which the written
nasledujicom po mesiaci, v ktorom bola pisomna | notice was delivered to the other Contracting
vypoved dorucend ostatnym zmluvnym strandm. | parties. Immediately upon receipt of the
Ihned” po doruceni pisomnej vypovede tejto | written notice by other Contracting party
Zmluvy druhej zmluvnej strane na zdklade | based on any provision of this Agreement, the
ktoréhokol'vek ustanovenia tejto Zmluvy, sa | Center and the Principal Investigator agree to
Centrum a Hlavny skidSajici  zavizuja (i) | (1) cease recruiting and enrolling trial subjects
zastavit’ ndbor a zarad’'ovanie subjektov skidSania | in the Clinical Trial, (ii) cease all procedures
do Klinického skidSania, (ii) zastavit’ vykondvanie | to the extent medically permissible on trial
vietkych postupov, u uz zahrnutych jedincov | subjects already enrolled in the Clinical Trial
skiSania, a to v miere, v akej to dovol'uje lekdrske | and (iii) refrain as much as possible from
hladisko, a (iii) zdrzat’ sa v maximdlnej moznej | incurring additional costs and expenses.

miere vytvarania d’alSich nikladov a vydavkov.
12.2 Zmluvni partneri a Zaddvatel, kazdy z nich, | 12.2 The Contracting Partners and the
maji pravo ukoncit’ tito Zmluvu s okamzitym | Sponsor each have the right to terminate this
tc¢inkom formou pisomnej vypovede dorucenej | Agreement with immediate effect by giving
druhej Zmluvnej strane v pripade, Ze vykondvanie | written notice to the other party in the case that
Klinického skdSania v Centre musi byt | the Clinical Trial at the Center needs to be
ukoncené z lekdrskych alebo etickych dovodov. | terminated due to medical or ethical reasons.
Utinky takejto vypovede nastani diiom jej | Such termination becomes effective on the
doru¢enia poslednej zo Zmluvnych strdn. | date of its receipt by the last of the Contracting
Ukonéenie Zmluvy Zmluvnymi partnermi podla | parties. The Principal Investigator must
predchadzajicej vety je Hlavny skdaSajici | consult termination of this Agreement by the
povinny vopred prekonzultovat’ so Zadavatel'om. | Contracting Partners under the previous
Ihned’ po doruceni pisomnej vypovede tejto | sentence with the Sponsor beforehand.
Zmluvy druhej zmluvnej strane na zdklade | Immediately upon receipt of the written notice
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ktoréhokolvek ustanovenia tejto Zmluvy, sa | by other Contracting party based on any
Centrum a Hlavny skusajici zavizuji (i) zastavit | provisionof this Agreement, the Center and the
nibor a zaradovanie subjektov skiSania do | Principal Investigator agree to (i) cease
Klinického ski$ania, (i) zastavit vykondvanie | recruiting and enrolling trial subjects in the
vietkych postupov, u uZ zahrnutych subjektov | Clinical Trial, (ii) cease all procedures to the
skii§ania, a to v miere, v akej to dovoluje lekdrske | extent medically permissible on trial subjects
hl'adisko, a (iii) zdrzat' sa v maximdlnej moznej | already enrolled in the Clinical Trial and (iii)
miere vytvirania d’al§ich ndkladov a vydavkov. | refrain as much as possible from incurring
Bez ohladu na predchddzajice ustanovenie, v | additional costs and expenses. Without
pripade kritickych alebo ddlezitych zisteni v | prejudice to the foregoing, in the event of
ramci auditu  alebo inSpekcie tykajicich sa | critical or important findings from an audit or
spravnej klinickej praxe, dohladu nad liekmi | inspection related to good clinical practice,
alebo regulaénych zdlezitosti, praxe alebo | pharmacovigilance or regulatory maltters,
postupu, ktoré maji nepriaznivy vplyv na priva, | practice or procedure that have a negative
bezpeénost, alebo celkovii pohodu subjektov | impact on the rights, safety or well-being of
skiSania alebo ktoré moZzu  predstavovat | trial subjects or that may pose a potential risk
potencidlne riziko pre verejné zdravie alebo ktoré | to public health or that may render Clinical
mo7u mat za nasledok neprijatelnost Gdajov z | Trial data inadmissible or that seriously
Klinického skusania alebo ktoré predstavujd | violate applicable legal regulation and rules,
vizne porusenie prisluSnych pravnych predpisov | the Sponsor reserves the right (at its own
a pravidiel, md Zadédvatel' privo (podla svojej | discretion) to temporarily stop the recruitment
vol'by) s okamZitym Gginkom docasne zastavit' | of trial subjects with immediate effect until the
nabor subjektov skiSania, kym nebudd predmetné | relevant findings are fully assessed or to
zistenia tplne posidené alebo s okamZitym | terminate by written notice this Agreement
ti¢inkom pisomne vypovedat’ tito Zmluvu. with immediate effect.

12.3 V pripade, ze ktorékol'vek z povoleni alebo | 12.3 In the case that any authorization or
sihlasov potrebnych na vykondvanie Klinického | consent necessary for the performance of the
skdSania je (i) s pravoplatne zamietnuté alebo (ii) | Clinical Trial is (i) finally rejected or (ii)
pravoplatne  rufené, skonéi tito Zmluva | withdrawn, this  Agreement shall  be
automaticky ~ ditom  dorugenia  ozndmenia | automatically terminated on the day of receipt
(rozhodnutia) o takomto pravoplatnom zamietnuti | of notification (decision) of such final rejection
alebo pravoplatnom zruSeni. or withdrawal.

12.4 Ak sa Zadivatel' primerane domnieva, 7e | 12.4 In the case that the Sponsor reasonably
Zmluvni partneri nebudd schopni za¢at’ nabor | believes that the Contracting Partners shall be
alebo plnit svoje povinnosti tykajice sa ndboru v | unable to start recruitment or to fulfil their
ramci dohodnutej lehoty, ma Zadavatel’ pravo na | recruitment obligations by the agreed deadline,
zdklade ozndmenia doru¢eného Zmluvnym | the Sponsor shall have the right, by sending
partnerom (a) s okamzitym G¢inkom zniZit' pocet | written notice to the Contracting Partners, to
subjektov skdSania, ktori sa maji zaradit' do | (a) decrease with immediate effect the number
Klinického skisania; alebo (b) predizit dobu | of trial subjects to be recruited; or (b) extend
niaboru; alebo (¢) ukon¢it tito Zmluvu | the recruitment deadline; or (¢) terminate this
vypovedou. Podl'a pismena ¢) moze Zaddvatel' | Agreement. According to (c), the Sponsor may
pisomne vypovedat Zmluvu s okamZitym | terminate this Agreement by written notice
ti¢inkom, avSak len ak vopred pisomne upozornil | with immediate effect, provided that the
Zmluvnych partnerov na ich omeskania s ndborom | Sponsor informed the Contracting Partners
subjektov skiania a poziadal ich o ndpravu v | about their delay with recruiting trial subjects
dodatoénej primeranej lehote, ktord im na tento | in writing beforehand and asked them to
ucel stanovuje, a Zmluvni partneri ani v takej | remedy this delay within an additional
dodatoénej lehote ndpravu neurobia. Zmluvni | reasonable time- limit and the Contracting
partneri musia byt o mozZnosti Zaddvatela | Partners failed to remedy this delay within
vypovedat’ tito Zmluvu s okamzitym u¢inkom v | such additional reasonable time-limit. The
pripade, ak Zmluvni partneri nezjednaji ndpravu | Contracting parties must be duly informed in
writing about the Sponsor’s possibility to
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ani v dodato¢ne stanovenej lehote, ndleZite | terminate this Agreement with immediate
pisomne pouceni. effect if the Contracting Parties do not remedy
the situation even within an additional period
of time.

12.5 V pripade, Ze Zadavatel’ neschvéli nového | 12.5 In the case that the Sponsor does not
Hlavného skuSajiceho podla ¢l. 2.27 alebo sa | approve a new Principal Investigator pursuant
tento novy Hlavny skiSajici pisomne nezaviaze k | to Article 2.27 or a new Principal Investigator
povinnostiam podla tejto Zmluvy, Zadavatel' je | does not accept in writing the obligations under
oprivneny tito Zmluvu ukon¢it’ vypovedou ku | this Agreement, the Sponsor may terminate
ditu doruéenia vypovede Centru. V pripade, 7e | this Agreement as of the day of delivery of the
Hlavny skuSajici a Zadavatel maji zdujem | termination notice to the Center. In the case
pokra¢ovat v spoluprdci pri  vykondvani | that the Principal Investigator and the Sponsor
Klinického skuSania v inom zdravotnickom | wish to continue to cooperate with regard to the
zariadeni, Centrum sa zavidzuje poskytnit’ | Clinical Trial in another medical facility, the
sicinnost” pri prevedeni relevantnych udajov, | Center agrees to cooperate with transferring
informécii a materidlu, ktoré nie st vlastnictvom | relevant data, information and materials that
Centra, v prospech nového are not owned by the Center to such a medical
centra. facility.

12.6 'V pripade, Ze pocas auditu alebo inSpekcie | 12.6 In the case that an audit or inspection of
regulaénych orgianov bude zistené porusenie | supervising authorities discovers a breach of
ustanoveni tejto  Zmluvy alebo Protokolu | this Agreement or the Protocol on the part of
niektorou zo Zmluvnych stran (alebo nedodrzanie | the contracting parties(or failure by any
ustanoveni tejto Zmluvy zo strany ktoréhokol'vek | Clinical Trial Team Members to observe the
in¢ho Clena §tudijného timu), mé druhd Zmluvnd provisions of this Agreement), the other
strana pravo tito Zmluvu pisomne vypovedat' s | contracting party shall have the right to
okamzitou ud€innostou, pricom tcinky takejto | terminate this Agreement by written notice
vypovede nastand dfiom jej doruc¢enia poslednej | with immediate effect, and such termination
z0 Zmluvnych stran. becomes effective on the date of its delivery to
the last of the Contracting Parties.

12.7 Zaddvatel’ je povinny uhradit’ vietky dlzné | 12.7 The Sponsor must pay all outstanding
¢iastky za riadne poskytnuté sluzby Zmluvnymi | amounts for the services properly provided by
partnermi na zdklade tejto Zmluvy a ndklady, | the Contracting Partners based on this
ktoré im odovodnene vznikli, ku dinu doruc¢enia | Agreement and all reasonably incurred costs,
vypovede alebo v pripade ukoncenia tejto | as of the day of receipt of the notice or, in the
Zmluvy podla ¢€l. 12.1 k poslednému diu | case that this Agreement is terminated
vypovednej lehoty alebo v pripade ukonéenia tejto | pursuant to Article 12.1, as of the last day of
Zmluvy podla ¢l. 123 ku diu dorucenia | the termination period or, in the case that this
pravoplatného  zamietnutia. Ak Centrum | Agreement is terminated pursuant to Article
preukdzatelne obdrzalo vyS§siu sumu odmeny na | 2.3, as of the day of receipt of the final
thradu ndkladov, na ktoré mu podla skutoc¢ne | rejection. In the case that the Center provably
vykonanych €innosti vznikol ndrok v silade s | received higher payments than the payments
touto Zmluvou, Centrum sa prislusny rozdiel | due according to the work actually performed
zavizuje zaplatit  spit  Zaddavatelovi bez | based on this Agreement, the Center shall
zbytoéného odkladu. refund the balance to the Sponsor without
undue delay.

12.8 Pri skon¢eni Zmluvy sa Zmluvni partneri | 12.8 Upon termination of this Agreement, the
zavizuji vratit Zaddvatel'ovi vietok | Contracting Partners shall return to the Sponsor
nespotrebovany materidl a predmety, ktoré im boli | all unused materials and items provided to the
poskytnuté v sivislosti s Klinickym skiSanim, ato | Contracting Partners in relation to the Clinical
najneskor do 30 (tridsiatich) pracovnych dni od | Trial within 30 (thirty) working days of the day

ddtumu ukon¢enia Zmluvy. of termination of this Agreement.
Cl. 13 - Rézne ustanovenia Article 13 — Miscellaneous
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13.1 Uzatvorenie tejto Zmluvy nie je podmienené | 13.1 The conclusion of this Agreement s not
Ziadnym existujicim alebo budiicim obchodnym | contingent on any existing or future business
vztahom medzi Zmluvnymi partnermi a | relationship between the Sponsor and the
Zadavatel'om ani Ziadnym obchodnym | Contracting Partners or on any business
rozhodnutim, ktoré Zmluvni partneri urobili alebo | decision that the Contracting Partners made or
urobia vo¢i Zadavatelovi alebo vyrobkom | shall make with respect to the Sponsor or the
obchodovanym Zadavatel'om. products sold by the Sponsor.

13.2 Na vyludenie pochybnosti Zmluvné strany | 13.2 To eliminate any doubts, the Contracting
vyhlasuji, Ze vo vSetkych pripadoch ked’ tato | Parties represent and warrant that research
Zmluva odkazuje na  Zmluvnd  vyskumni | organizations referred to in this Agreement act
organizaciu, kond tito Zmluvnd vyskumnd | in its name and as a representative of the
organizdcia vyluéne pod svojim menom a ako | Sponsor and are not a contracting party to this
zastupca Zaddvatel'a a nie je Zmluvnou stranou | Agreement.

tejto Zmluvy.

13.3 Zmluvné strany sa zavizuji plnit’ svoje | 13.3 The Contracting Partners agree (o
povinnosti podla tejto Zmluvy sposobom, ktory | perform their — obligations under this
bude v silade s prislusnymi pravnymi predpismi | Agreement in compliance with applicable
zameranymi proti korupcii a podpldcaniu a v | anti-bribery and anti-corruption laws and in
stilade s Prilohou ¢. 2 Zmluvy Zmluvné strany | compliance with Appendix 2. The Contracting
zavidzne vyhlasuji, Ze v sdvislosti s Klinickym | Partners represent and warrant that in
skisanim neposkytli ani neposkytni Ziadnu platbu | connection with the Clinical Trial they did not
ani prospech, priamo alebo nepriamo, uradnej | provide and shall not provide any payment or
osobe, zikaznikom, obchodnym partnerom, | benefit, directly or indirectly, to government
odbornikom v zdravotnictve ani zZiadnej inej osobe | officials, customers, business partners,
na uéel ziskania nedovoleného prospechu alebo | healthcare professionals or any other persons
nekalej obchodnej vyhody, nebudd ovplyviovat | in order to secure an improper benefit or unfair
rozhodovanie v stkromnej ani verejnej sfére, | business advantage, shall not influence private
predpisovanie, ani nebudi nikoho podnecovat' k | or  official ~ decision-making, shall not
porudovaniu  profesijnych  povinnosti alebo | influence prescribing and shall not instigate
pravidiel. Zmluvni partneri sa  zavidzuji | anyone to breach professional duties or rules.
bezodkladne pisomne ozndmit Zaddvatelovi | The Contracting  Partners — agree o
kazdé podozrenie ¢ zistené poruSenie vyssie | immediately report to the Sponsor in writing
uvedenych zdsad v sivislosti s obchodnou | anysuspected ordetected violation of the above
¢innost'ou Zaddvatel'a a budd v tychto pripadoch | principles in connection with the Sponsor’s
spolupracovat so Zaddvatefom pri presetreni | business activity and, in such cases, shall
takej zdlezitosti. cooperate with the Sponsor in reviewing the
maltter.

13.4 Zmluvné strany vyhlasuji, 7e nemaji v | 13.4 The Contracting Partners represent and
su¢asnosti uzatvorenu ziadnu zmluvu ani zdvizok, | warrant that they are not presently under any
ktorych plnenie by negativne ovplyvnilo plnenie | agreement or obligation that would negatively
povinnosti voc¢i Zaddvatelovi na zdklade tejto | affect the performance of their obligations
Zmluvy a si¢asne sa zavdzuji po celi dobu | with respect to the Sponsor based on this
priebehu  Klinického skiSania Ziadnu takdto | Agreement and agree not to enter into any such
zmluvu neuzavriet ani Ziadny takyto zdvizok | agreement or accept any such obligation in the
neprijat. Hlavny skuSajici ruc¢i za to, Zze Ziadny z | course of the Clinical Trial. The Principal
Clenov §tudijného timu nemd v siéasnej dobe | Investigator warrants that no Clinical Trial
uzatvorenu ziadnu takito Zmluvu, a zavizuje sa | Team Member is presently under any such
zabezpetit, 7e ziadny z Clenov Studijného timu | agreement and agrees to ensure that no Clinical
takuto zmluvu neuzavrie. Trial Team Member shall enter into any such
agreement.

13.5 Tato Zmluva obsahuje dplné dojednanie o | 13.5 This Agreement represents an entire
predmete Zmluvy a vietkych ndleZitostiach, ktoré | agreement about the subject-matter hereof and
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Zmluvné strany mali a cheeli v Zmluve dojednat’, | all matters that the Contracting Parties were
a ktoré povazujui za ddlezité. Siucasne Zmluvné | and wished to negotiate herein and consider
strany vyhlasujd, Ze si vzdjomne ozndmili vietky | important. The Contracting Parties represent
informicie, ktoré povazuji za délezité a podstatné | and warrant that they provided to each other all
na uzatvorenie tejto Zmluvy. information they consider important and
substantial for entering into this Agreement.

13.6 Zmluvné strany prejavili vol'u neuplatiovat’ | 13.6 The Contracting Parties do not wish to
akékol'vek prava a povinnosti Zmluvnych stran | have any of their rights and obligations implied
vyvodené z doterajSej alebo budicej praxe | from current or future practice established
zavedenej medzi nimi  alebo  zvyklosti | between them or from usages observed in
udrziavanych vieobecne ¢&i v odvetvi tykajicom sa | general or in the industry related the subject-
predmetu plnenia tejto Zmluvy, pokial' tdto | matter of this Agreement, unless explicitly
Zmluva neustanovuje inak. agreed in the Agreement.

137 Kazdd zo Zmluvnych stran kond | 13.7 Each of the Contracting Parties act as an
ako nezavisly subjekt a na Ziadne Gcely nie je v | independent entity and for no purpose is in the

postaveni partnera, sprostredkovatela, | position of a partner, intermediary, employee
zamestnanca (nemysli sa tym vztah Zmluvnych | (this does not mean the relationship of the
partnerov) ani zastupcu druhej Zmluvnej strany. Contracting Partners) or representative to the

other Contracting Party.

13.8 Zadavatel ma pravo postipit’ tito Zmluvu | 13.8 The Sponsor shall have the right to assign
tplne alebo sc¢asti na ktorikol'vek zo svojich | this Agreement, in whole or in part, to any of
Prepojenych osob. Okrem vy§3ie uvedeného nie je | its Affiliates. Save for the foregoing, neither
ziadna zo Zmluvnych stran oprdvnend postipit’ | Party may assign its rights or obligations under
svoje prava a / alebo povinnosti tplne ani s¢asti na | this Agreement, in whole or in part, to a third
tretiu stranu bez predchddzajiceho pisomného | party without the prior written consent of the
stihlasu ostatnych Zmluvnych stran. Tato Zmluva | other Parties. This Agreement is binding for all
zavizuje Zmluvné strany, ako aj ich privnych | Parties as well as their legal successors and
ndstupcov a osoby, na ktoré budi prava a zdvizky | parties to which the rights and obligations of
Zmluvnych strin v silade s tymto ¢ldnkom | the Contracting Parties shall be assigned in
postipené. compliance with this Article.

Zmluvné strany sa dohodli, Ze svoje vzdjomné | The Contracting Partners agree not to assign
pohl'adavky nepostiipia (ani s nimi nebudi nijako | (nor trade in any way) their mutual claims with
obchodovat)) tretej strane bez predchadzajiceho | a third party without the prior written consent
pisomného stihlasu druhej strany. Pisomny sthlas | of the other party. The written consent of the
Centra je podmieneny predchadzajicim sihlasom | Center is subject to the prior consent of the
Ministerstva zdravotnictva Slovenskej republiky, | Ministry of Health of the Slovak Republic,
inak je tento sthlas neplatny. Pre vylic¢enie | otherwise this consent is invalid. For the
akychkol'vek pochybnosti: postipenie pohl'addvky | avoidance of any doubt: the assignment of a
bez pisomného sthlasu druhej strany spdsobuje | claim without the written consent of the other
neplatnost takéhoto dkonu. party invalidates such an act.

13.9  Neplatnost  alebo  nevymdhatelnost | 13.9 The invalidity or unenforceability of a
konkrétneho ustanovenia tejto Zmluvy nemd vplyv | particular provision of this Agreement shall not
na platnost’ ostatnych ustanoveni. Zmluvné strany | prejudice the wvalidity of the remaining
sa zavizuju nahradit’ neplatné a nevymdhatel'né | provisions. The Contracting Parties agree to
ustanovenie platnym a vymdhatel'nym | replace the invalid or unenforceable provision
ustanovenim, podla potreby, ktorym bude ¢o | with a valid or enforceable provision that shall
mozno najbliz§ie dosiahnuty dmysel, ktory strany | correspond as much as possible to the intent of
mali v ¢ase uzavretia tejto Zmluvy. the Parties at the time they entered into this
Agreement.

13.10 Jednostranné vzdanie sa prava alebo tichy | 13.10 A unilateral waiver of a right or
sihlas alebo nedspe$né dovolania sa porusenia | acquiescence or failure to claim a breach of any
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ktoréhokol'vek  ustanovenia  tejto  Zmluvy
Zmluvnou stranou nezakladd jednostranné vzdanie
sa priva v stvislosti s akymkolvek naslednym
porusenim  ktoréhokol'vek ustanovenia tejto
Zmluvy.

provision of this Agreement by either
Contracting Party shall not establish a
unilateral waiver of such right with respect to
any subsequent breach of any provision of this
Agreement.

13.11 Pokial nie je v tejto Zmluve dohodnuté inak,
povazuje sa za kontaktnd osobu Centra Hlavny
skiisajici. Ukon urobeny voéi Centru sa povaZuje
za riadne urobeny aj voéi Hlavnému
skdgajicemu, resp. Clenom Studijného timu.

13.11 Unless otherwise agreed in this
Agreement, the Center’s contact person shall
be Principal Investigator. All actions taken with
respect to the Center shall be deemed as actions
taken respect to the Principal Investigator or
Clinical Trial Team Members as well.

13.12 Zmluvné strany sa dohodli, Ze tdto Zmluva
moze byt s d'alej uvedenou vynimkou menend iba
pisomne prostrednictvom vzostupne ocislovanych
dodatkov  podpisanych vietkymi  Zmluvnymi
stranami. Zmluvné strany nemusia uzavriet
dodatok k tejto Zmluve v pripade tzv.
nepodstatnych zmien Protokolu. Nepodstatnou
zmenou Protokolu sa pritom rozumie takd zmena
Protokolu, ktord nemeni rozsah ¢&i spdsob
vykondvania  dkonov  (najmd  vySetrenie)
vykondvanych Zmluvnymi partnermi v ramci
Klinického skdsania a nemad teda akykol'vek vplyv
na vysku odmeny za vykondvanie Klinického
skisania ¢i inej ceny uvedenej v tejto Zmluve.
Nepodstatné zmeny Protokolu s t¢inné diiom ich
doru¢enia Centru.

13.12 The Contracting Partics have agreed that
this Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to execute
an amendment to this Agreement in case of so-
called minor changes in the Protocol. A minor
change in the Protocol means a change in the
Protocol that does not change the scope or
manner of  procedures (in  particular
examination) performed by the Contracting
Partners as part of the Clinical Trial and has no
impact on remuneration for performing the
Clinical Trial or on any other prices specified
in this Agreement. Minor changes in the
Protocol shall come into effect on the day of
their delivery to the Center.

13.13 Této Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa v sulade
s ustanovenim § 262 ods. 1 a 2 Obchodného
zakonnika vyslovne dohodli, Ze ich zavizkovy
vzt'ah upraveny touto Zmluvou sa bude riadit
obchodnym zdkonnikom. Zmluvné strany sa
d’alej dohodli, Ze vSetky spory vzniknuté z tejto
Zmluvy budd rieené vecne a miestne prisluSnymi
sidmi Slovenskej republiky.

13.13 This Agreement is construed and
governed by the Slovak law, The Contracting
parties, in accordance with the provision of
Section 262 para. | and 2 of Commercial Code,
expressly agree that their  contractual
relationship regulated by this Agreement shall
be governed by the Commercial Code. The
Contracting Parties have further agreed that
any dispute arising from this Agreement shall
be decided by materially and locally
competent courts of the Slovak Republic.

13.14 Tdto Zmluva je vyhotovend v slovenskom a
v anglickom jazyku, pricom Zmluvné strany
povazuji obe jazykové verzie za rovnocenné,
avSak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa Zmluvné strany
dohodli, ze prednost’ md slovenskd verzia Zmluvy.
Tato Zmluva a vetky jej prilohy predstavuji
tplnd dohodu Zmluvnych strin o predmete tejto

13.14 This Agreement has been drawn up in
the Slovak and English language, and the
Contracting Parties consider both language
versions to be equal; however, in case of any
interpretation  discrepancy  between  the
individual versions, the Slovak version shall
prevail as agreed by the Contracting Parties.
This Agreement and all of its Appendices

Zmluvy. represent an entire agreement of the
Contracting Parties with respect to the subject-
matter of this Agreement.
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Cl. 14 - Prilohy Article 14 - Appendices

The following Appendices constitute an integral
part of this Agreement, unless set forth

otherwise herein:

Nasledujiice prilohy tvoria neoddelitelnid sicast’
tejto Zmluvy, pokial' nic je v tejto Zmluve

stanovené inak:

Appendix |: Financial Terms

Priloha €. 1: Finan¢né podmienky
Appendix 2: Anti-Bribery Rules

Priloha ¢. 2: Protikorupéné pravidla
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Zadavatel’ / Sponsor

Podpis / Signature: ___

Miesto / Place: 780 Memorial Drive, Cambridge MA 02139
Datum / Date:
Meno a priezvisko / First and last name: Emmanuel Lazaro

Funkcia / Position: Vice President, Clinical Operations and Data Management

Centrum / Center

Podpis / Signature:

Miesto / Place: _ VONANA

Diétum / Date:
Meno a priezvisko / First and last name: JUDr. Vladislav Srojta

Funkcia / Position: riaditel
Hlavny skusajici / Principal Investigator

Podpis / Signatures_

!
Miesto / Place: _ T R (Vv e

Datum / Date: __

Meno a priezvisko / First and last name: MUDr. Maridn StreSko, PhD.
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Appendix 1: Financial Terms

Priloha &. 1: Finanéné podmienky

APPENDIX A

PRILOHA A

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A HARMONOGRAM PLATIEB

Sponsor: Jounce Therapeutics, Inc.

Zadavatel’: Jounce Therapeutics, Inc.

Protocol Number and Title: JTX-4014-PS2;
Eligibility Screening and Tissue Procurement
Study in Adult Patients Diagnosed with
Metastatic NSCLC Who Are PD-1/PD-L1
Inhibitor-Naive

Cislo a nazov protokolu Klinického skisania:
Skrining na zaradenie a odber tkaniva u
dospelych pacientov s diagnézou metastatického
NSCLC, ktori doteraz neuzivali inhibitor PD-
1/PD-L1

INSTITUTION: Fakultnd nemocnica Trnava

INVESTIGATOR: MUDr. Marian StreSko, PhD

PAYEE NAME and REMITTANCE
INFORMATION:

Payee’s name:
Fakultnd nemocnica Trnava

Payee’s address:

A. Zarnova 11,917 75 Trnava

In to Hands:

Bank: Stdtna pokladnica

IBAN: SK54 8180 0000 0070 0028 1238
SWIFT SPSRSKBA

Reference number:

Invoice number :

Payee’s tax-1D number: 2021191084
Payee’s tax-exemption status (il applicable):

Name of Principal Investigator:
MUDr. Marian Stresko, PhD
Principal Investigatigator address: |

Bank name and add ..

IBAN:
SWIFT:"
VS/Reference No.: protocol no.

A party receiving payment under this Attachment B
may change its bank account information with written
notice to Sponsor's designee at PPD Investigator
Services LLC, by email at:
InvesticatorPayments @ ppdi.com or via mail at: 929
North Front Street, Wilmington, NC 28401, USA;
provided (a) the new bank account (i) belongs to the
same payee specified in this Attachment B; and (ii) is
located within the same jurisdiction where the Clinical
Trial is being conducted. The parties further agree that
Sponsor and Sponsor’s designee have no liability for

ZDRAVOTNICKE ZARIADENIE
KLINICKEHO SKUSANIA: Fakultnd nemocnica
Trnava

SKUSAJUCI LEKAR: MUDr. Marian Stresko,
PhD

MENO PRIJEMCU a BANKOVE UDAJE:

Meno prijemcu:
Fakultnd nemocnica Trnava

Adresa prijemcu:
A. Zarnova 11,917 75 Trnava

V prospech:

Banka: Stitna pokladnica

IBAN: SK54 8180 0000 0070 0028 1238
SWIFT SPSRSKBA

Referenéné ¢islo:

Cislo faktiry:

DIC prijemcu: 2021191084

Meno hlavného skisSajiceho:
MUDr. Maridn Stre$ko, PhD
Adresa hlavného skiisajiccho:

Nazov banky a adresa:

IBAN:
SWIFT: .
VS: Cislo protokolu

Zmluvna strana, ktord prijima platbu na zdklade tejto
prilohy, mdZe zmenit' svoje bankové tdaje a tdto
zmenu pisomne ozndmit poverenému zdstupcovi
Zaddvatela, spolo¢nosti PPD Investigator Services
LLC, emailom na: InvestigatorPayments @ppdi.com
alebo poStou na: 929 North Front Street,
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PPD Confidential Information

any issues arising out of incorrect or delayed provision
of such information.

Wilmington, NC 28401, USA; za predpokladu, Ze
(a) idaje o novom bankovom uéte (i) patria
rovnakému prijemcovi uvedenému v tejto prilohe a
(i1) ktorého sidlo spadd pod rovnaki jurisdikciu, v
ktorej prebieha Klinické skiSanie. Zmluvné strany
d’alej sthlasia, Ze Zaddvatel' a povereny zdstupca
Zadavatela nenesu zodpovednost za Ziadne
tazkosti, ktoré by vznikli v ddsledku poskytnutia
nespravnych tdajov alebo v dosledku poskytnutia
tychto ddajov s oneskorenim.

In full consideration for performance of the Clinical
Trial by Center and/or Principal Investigator, Sponsor
or its designee will pay the Payee in EUR funds
identified below as follows:

S ohladom na priebeh Klinického skiSania pod
vedenim Hlavného skiSajiceho na pracovisku
Klinického skifania uhradi Zaddvatel alebo
povereny zdstupca Zaddvatel'a prijemcovi finan¢né
prostriedky v EUR podla nizsie uvedencho
harmonogramu:

BUDGET SUMMARIES:
The budget for the Study (collectively, the “Budget™)
is as appears in the attached grid.

PAYMENT SCHEDULE:

Institution and Principal Investigator Fees

Center fees in the amount 1004 EUR and Principal
Investigator fees in the amount of 4016 EUR will be
paid as outlined below:

SUHRN ROZPOCTOV:
Rozpocet tohto Klinického skiisania (dalej len
Lrozpodet™) je uvedeny v pripojenej schéme.

HARMONOGRAM PLATIEB:

Poplatky zariadeniu _a hlavnému skisajiicemu
Klinického skisSania

Poplatky zariadeniu Klinického skiSania v sume
1004 EUR a poplatky hlavnému skuaSajicemu

vsume 4016 EUR budi vyplatené podla
nasledujiceho harmonogramu:

Institution Fees: Poplatky zariadeniu klinického skiSania
Uchovavanie a  archivovanie  ziznamov:

Archiving and Record Storage: A one-time record
storage and archiving fee of 104 EUR will be paid to
the Center for purposes of compliance with this
Agreement.  Center will be paid this fee upon
execution of this Agreement, confirmation of IRB
meeting and approval, and completion of pre-Clinical
Trial requirements as specified by Sponsor andits
designee.

Start-up Costs: A one-time non-refundable payment
of 900 EUR for Study start-up activities will be
payable to the Center upon confirmation of IRB
approval, full execution of the Agreement, and
completion of any pre-Clinical Study requirements as
specified by Sponsor and Sponsor designee.

Investigator Fees

Archiving and Record Storage: A one-time record
storage and archiving fee of 416 EUR will be paid to
the Principal Investigator for purposes of compliance
with this Agreement. Center will be paid this fee upon

Jednorazovy poplatok za uskladnenie a archivovanie
zdznamov vo vySke 104 EUR bude uhradeny
pracovisku  Klinického skiSania v silade s
podmienkami tejto Zmluvy. Pracovisku Klinického
skusania bude tato suma uhradend po vstiipeni tejto
Zmluvy do platnosti, po potvrdeni stretnutia IRB a
po schvdleni a splneni podmienok pred zaciatkom
Klinického skisania podla poZiadaviek povereného
zastupcu ucastnikov Zaddvatela.

Vstupny poplatok za klinické skisanie:
Jednorazovd, nevratnd platba vo vyske 900 EUR za
postupy stvisiace so spustenim Klinického skisania
bude splatna v prospech zdravotnickeho zariadenia
na zdklade potvrdenia o schvaleni zo strany IRB/EK,
tplnej realizdicie Zmluvy asplnenia v3etkych
poziadaviek pred zaciatkom Klinického skuSania,
ako ich uvdadza Zaddvatel’ alebo povereny zdstupca
Zadavatela.

Poplatky pre skiSajiceho
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execution of this Agreement, confirmation of IRB
meeting and approval, and completion of pre-Clinical
Trial requirements as specified by Sponsor andits
designee.

Start-up Costs: A one-time non-refundable payment
of 3600 EUR for Study start-up activities will be
payable to the Principal Investigator upon
confirmation of IRB approval, full execution of the
Agreement, and completion of any pre-Clinical Study
requirements as specified by Sponsor and Sponsor
designee.

Ongoing Payments

Subsequent payments will be made quarterly.
Quarterly payments will be determined by the total
number of visits and electronic case report forms
verified and accepted by Sponsor within the preceding
three-month period for each quarter ending March 31,
June 30, September 30, and December 31 during the
term of this Agreement. In the event that a trial subject
does not complete all procedures at a visit, Sponsor
will only be obligated to make payment for such trial
subject on a pro-rated and completed procedure basis.
In the event that a trial subject does not complete all
visits as specified in the Protocol, Sponsor will only
be obligated to make payment for such trial subject on
a pro-rated and completed visit and electronic case
report form basis.

Any pass-through costs that have been approved by
Sponsor in writing will be invoiced by the Payee
without any overhead mark-up.

Final Payment

The final payment will be made after all electronic
case report forms required to be completed under the
Protocol have been verified by Sponsor or its designee
and approved by Principal Investigator and all data
discrepancies have been resolved at the end of the
Clinical Study. Any amounts not due to Payee
pursuant to this Agreement, but already paid by
Sponsor or its designee, will be returned to Sponsor
without demand within thirty (30) days of Center’s
close-out visit by Sponsor.

Uchovdavanie a  archivovanie  ziznamov:
Jednorazovy poplatok za uskladnenie a archivovanie
ziaznamov vo vySke 416 EUR bude uhradeny
hlavnému skidsajicemu v silade s podmienkami
tejto Zmluvy. Pracovisku Klinického skiSania bude
tato suma uhradend po vstipeni tejto Zmluvy do
platnosti, po potvrdeni stretnutia IRB a po schvaleni
a splneni podmienok pred zaciatkom Klinického
skisania podla poZiadaviek poveren¢ho zdstupcu
tcastnikov Zadavatel'a.

Vstupny poplatok za klinické skuSanie:
Jednorazovd, nevratnd platba vo vyske 3600 EUR za
postupy suvisiace so spustenim Klinického skisania
bude splatnd v prospech hlavného skisajiceho na
zdklade potvrdenia o schvileni zo strany IRB/EK,
dplnej realizacie Zmluvy asplnenia vSetkych
poziadaviek pred zaciatkom Klinického skuSania,
ako ich uvadza Zaddvatel’ alebo povereny zdstupca
Zaddavatel'a

Priebezné platby

Nasledujice platby budid uhridzané kvartilne.
Kvartéilne platby zivisia od celkového poctu navstev
a poctu elektronickych formuldrov obsahujicich
zaznamy o jednotlivych pripadoch, ktoré Zaddvatel
overi a prijme poc¢as obdobia predchdadzajicich troch
mesiacov za kazdy kvartdl, ktory sa kon¢i 31. marca,
30. jina, 30. septembra a 31. decembra pocas trvania
platnosti tejto Zmluvy. V pripade, Ze tcastnik
Klinického skiSania neabsolvuje pocas navstevy
vietky postupy, Zaddvatel ma povinnost’ uhradit
platbu za takého d¢astnika len pomernym spdsobom
a na zdklade vykonanych postupov. V pripade, Ze
tcastnik nedokoncil vietky ndvStevy tak, ako to
urtuje protokol, zaddvatel md povinnost uhradit
platbu za takého ti¢astnika len pomernym spdsobom,
podl'a absolvovanych ndvStev ana ziklade
elektronickych formuldrov obsahujicich zdznamy o
jednotlivych pripadoch.

V pripade akychkol'vek priebeZnych ndkladov, ktoré
Zaddvatel' pisomne schvili, vystavi Zadivatel
faktiru bez rezijnych nakladov.

Zaverecna platba

Zavere¢na platba bude uhradend nasledne po tom, ¢o
Zadavatel alebo jeho povereny zdstupca overi vietky
formuldre obsahujice zdznamy o jednotlivych
pripadoch tak, ako to urCuje protokol, a po tom, ¢i
ich schvili Hlavny skusajuci lekdr, vyrieSia sa vietky
nezrovnalosti  tykajice sa udajov na konci
Klinického skisania. Akdkol'vek ciastka, ktord na
zaklade tejlo Zmluvy prijemcovi neprislicha, ale
Zadavatel alebo jeho povereny zdstupca tito Ciastku
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uz uhradil, bude Zadivatel'ovi bez dodato¢nej
Ziadosti vritend do tridsiatich (30) dni po zdveretnej
naviteve Zaddvatela na pracovisku Klinického
skd$ania.

Screen Failures

“Screen Failure” means any trial subject who initially
appears to meet the criteria for screening, provides
written Informed Consent, has fully or partially
completed the screening visit, but fails to meet all
eligibility criteria for enrollment in the JTX-4014-202
Trial, as set forth in the Protocol. Payee will be
compensated for Screen Failures as follows:

Pre-Screening Procedures: The Center will be
reimbursed fully for all the procedures performed for
all study subjects.

EC Fees

Local and Central EC payments shall be managed
separately from this Agreement.

Disposable Reimbursement

If applicable, and as specifically agreed in writing
between the parties based on specific need and
subsequent request, the Center’s purchase of dry ice
for the shipment of frozen samples to the central
and/or local laboratory, saline bags and filters will be
payable upon Sponsor designee’s receipt and approval
of correct and itemized invoices.

Neuispesny skrining

..Neuspesny skrining™ oznacuje pripad
akéhokol'vek ucastnika Klinického skusania, ktory
sa prvotne zdal byt vhodnym kandiditom, ktory
podpisal Informovany sihlas, plne alebo Ciastocne
absolvoval ndvStevu za dcéelom skriningu, avSak
neskdr nesplnil vietky kritérid stanovené pre ucast’
na Klinickom skuSani JTX-4014-202 tak, ako to
urcuje protokol. Prijemca md ndrok na kompenzicie
za netspesny skrining podla nasledujicich kritérii:

Postupy pred skriningom: Pracovisko Klinického
skiSania ma ndrok na plni dhradu za vietky postupy
vykonané u vsetkych dcastnikov  Klinického
skidSania.

Poplatky EC

Podmienky lokdlnych a centrdlnych platieb EC je
potrebné stanovit samostatne, mimo tejto Zmluvy.

Jednorazové nahrady

Ak je to relevantné, budd pracoviskim Klinického
skiisania naklady za ndkup suchého l'adu uréencého
na prepravu mrazenych vzoriek do centralnych
a/alebo lokdlnych laboratdrii, za ndkup vreciek s
fyziologickym roztokom a za nakup filtrov uhradené
na zaklade konkréinych podmienok uvedenych v
pisomnej forme, ktor¢ schvilili obe zmluvné strany,
vzhladom na S$pecifické potreby a dodato¢né
poziadavky, nasledne po tom, ¢o povereny zdstupca
zadavatela prijme a schvdli sprivne fakitiry
obsahujice zoznam poloziek.

Invoices

All original invoices pertaining to the Clinical Study,
including start-up fees, must be submitted for
reimbursement  to  Sponsor’s  designee  PPD
Investigator Services LLC (and must reference
Sponsor name: Jounce Therapeutics, Inc. and the
Clinical Trial Protocol number: JTX-4014-PS2) at the
following address and must include a correct
itemization for all fees and Payee’s invoice reference

Faktiry

Aby bolo mozné nahrady poskytnit, je potrebné
vietky origindly faktir tykajicich sa Klinického
skdsania, vratane pociato¢nych poplatkov, dorucit
poverenému zdastupcovi Zaddvatel'a, spolo¢nosti
PPD Investigator Services LLC (ako referencia
musi byt uvedeny ndzov Zadavatela: Jounce
Therapeutics, Inc. a ¢islo protokolu Klinického
skusania: JTX-4014-PS2) na nasledujicu adresu.

number: Faktiry musia obsahovat spravny zoznam poplatkov
za jednotlivé polozky a referencné cislo faktiry
prijemcu.
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PPD Investigator Services LL.C

- by email at: InvestigatorPayments @ ppdi.com
- or via mail at: 929 North Front Street, Wilmington, NC 28401, USA
V kopii/takturyPPDSK . sm@ppdi.com s oznac¢enim: &isla protokolu, meno Hlavného skidSajiceho, meno PPD

monitora Klinického skiania (pokial je zndme)

Copy to:fakturyPPDSK.sm @ ppdi.com with following details: Protocol number, name of the Principal Investigator,

PPD Clinical Trial monitor name (if known)

Payee must submit all invoices for fees to Sponsor
within ninety (90) days that such fees and were
incurred by Payee. In no event will Sponsor have an
obligation to pay for fees for which Sponsor does not
receive the applicable invoice within ninety (90) days
that such fees were incurred.

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

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

All taxes will be covered by the Center/Principal
Investigator as required by national laws. An invoice
will be required before any payment is made under this
Agreement. All charges and/or fees imposed by the
Center/Principal Investigator’s banks shall be solely
for the account of the Center/Principal Investigator.

Undisputed payments will be made in EUR and will
be paid within thirty (30) days of Sponsor designee’s
receipt of invoice.

Prijemca je povinny doru¢it vietky faktiry za
poplatky Zadavatelovi do devitdesiatich (90) dni
odo dna, kedy si tieto poplatky prijemca
zauctoval. Zaddvatel nie je za Ziadnych okolnosti
povinny uhradit ndklady za poplatky, za ktoré
Zaddvatel'ovi nebola dorucend prislusnd faktira do
devitdesiatich (90)dni odo dna, ked boli poplatky
zauctované.

Bez  predchddzajiccho  pisomného  siihlasu
Zaddavatel'a sa nebudi brat’ do tvahy Ziadne d’alSie
ziadosti o financovanie.

DPH ainé dane: PPD uhradi DPH nad ramec
platicb, ak je to potrebné vzhladom na platni
legislativu v danej krajine. Ak je potrebna faktira
s DPH, platby sa uskuto¢nia az vtedy, ked’ povereny
zastupca Zaddavatel'a prijme platni fakuiru s DPH.
Aj v situdcidch, kedy nie je potrebné uvadzat DPH,
pred uthradou podla tejto Zmluvy je potrebnd
faktira.

Vietky dane uhradi pracovisko Klinického
skdsania/Hlavny skuaSajuci, v stlade s platnou
legislativou v danej krajine. Pred ihradou podl'a tejto
Zmluvy je potrebnd faktira. V3etky thrady a/alebo
poplatky, ktoré si zaictuje banka pracoviska
Klinického skdsania/Hlavného skiSajiceho, sa
musia tykat vyluéne bankového uG¢tu pracoviska
Klinického skisania/Hlavného skisajiceho.

Nesporné platby budi uhradené v EUR do tridsiatich
(30) dni od doru¢enia faktiry poverenému
zastupcovi Zaddvatel'a.
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Selected Cost /
Name / Nazov vybrané naklady
Archiving/Document storage/per site
Archivdcia/ Uskladnenie dokumentov/za
centrum 104,00
Site Start-up Costs / Ndklady za spustenie
Stadie 900,00

Visit Name/ Nazov navstevy

Overall Cost / celkové ndklady

Pre-Screening Visit / Pre skiningova

navsteva 49,80
Total Cost Per Completed Patient
/ Celové naklady za dokon¢eného
pacienta 49,80

Principal Investigators Fees / Platby hlavnému skisajicemu

Name / Nazov

Selected Cost /
vybrané naklady

Archiving/Document storage/per site

Archivacia/ Uskladnenie dokumentov/za

centrum 416,00

Site Start-up Costs / Naklady za spustenie

Stldie 3600,00

Visit Name/ Nazov navstevy Overall Cost / celkové naklady

Pre-Screening Visit / Pre skiningova

navsteva 199,20

Total Cost Per Completed

Patient / Celové naklady za

dokonceného pacienta 199,20
Priloha B Exhibit B

PAF PAF

Zaddvatel: Jounce Therapeutics, Inc.
PROTOKOL C. JTX-4014-PS2

Sponsor: Jounce Therapeutics, Inc.
Protokol No. JTX-4014-PS2
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1. Payee or Investigator Details

Max
Description Payee or Investigator Information Chars
(CTMS Field) (Finance Field) for
Finance
Field
Incl.
Spaces
Payee Name 80
(in terms of the provisions of
the Statement of Agreement): | Fakultna nemocnica Trnava
(To whom should the cheque or transfer be made payable to? )
N.B. This must be the exact payee as it appears on the bank account
Street Address of A. Zarnova 11 30
Payee
(Address Line 1) (Address 1)
Department Name (if 30
applicable):
(Address Line 2) (Address 2)
Room / Floor (if 30
applicable)
(Address Line 3) (Address 3)
Other Address Details 30
(if applic.)
(Address Line 4) (Address 4)
Country 2
(Country) (Country) | Slovak Republic ISO
Code
State / Province (if 2
Applicable)
(State / Province) (State or
Province)
Town/City Trnava 18
(City) (City or Address 5)
Postal Code 91775 10
(Zip/Postal Code) (Postal
Code)
Contact name for 30
payee
if different from above
Telephone 27
Fax 27
E-mail 60
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Web page 60

2. VAT /Tax Withholding Details
(Please note that payments cannot be made without these fields being completed):
2.1  VAT/ Sales Tax

| Are you VAT / Sales Tax registered? | YES | NO |  Delete where applicable |
If YES, please provide the following information
VAT number, if known 2021191084

At what % rate will VAT / Sales Tax
be charged?

2.2 Tax Withholding

Is PPD required to withhold Tax from
NO
Payments?
If YES, please provide the following information
| Tax ID number, if known
3. Pavment Method required
What is your preferred payment Bank
method? Transfer
If Bank Transfer, please complete the following details:
Preferred
IBAN Number SK54 8180 0000 0070 0028 1238
BIC Number SPSRSKBA
Or
Bank Account
Number
Sorting Code (For UK Branch
only) number
4. Bank Details
Bank name: | Stitna pokladnica
Address:
City Postal Code
Country: Slovak Republic Private or Public Bank
Account:
(Belgium and France only)

5. Declaration

| have provided the above details and confirm they are correct:
Investigator/institutional
Signatory
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PPD Confidential Information

Name in print

Date (dd/mmm/yyyy)

TO BE COMPLETED BY THE PPD CRA/CONTRACT SPECIALIST

6. Other Financial Data
PPD CRA/CONTRACT SPECIALIST name Peter Papp

Location PPD Slovak Republic, s.r.o.
Paying Country (if in doubt, contact the Financial Analyst PPD Slovak Republic, S.r.0.
for the study)

In what currency is the Statement of EUR
Agreement defined

7. CASCADE Interface Data

¢ |[f the Investigator is the payee, please enter the CASCADE Contact number.

o |f the Hospital/R&D etc is the payee, please enter the CASCADE Account
number.

e It may be that the Payee listed above already has a Vendor number
(Contact/Account Screen and More Info View) and Remittance code
(Contact/Account Screen and Addresses View).

* Please note that these fields are crucial to correct payments being made.
Please confirm the correct numbers with your CASCADE Super User or the
cascade business support team via the helpdesk.

NOTE: DO NOT USE THE CTMS SITE NUMBER HERE

CTMS Number Vendor Number Remittance Code
Contact/Account — More Info View Contact/Account — Addresses View Contact/Account — Addresses View
SKO1

If the Account or Contact has a vendor number, please identify the purpose of this
form, if you are certain of the correct option.

New 4 Amend ] New Remittance O] Amend Remittance ]
Vendor — | Vendor Address Required Address

8. Lawson Data

TO BE COMPLETED BY PPD FINANCE DEPARTMENT
Vendor Name (used in Lawson)
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PPD Confidential Information

Vendor Number: Vendor Location
Vendor Group Distribution Code
Vendor Class Separate Payment

Search Name (used in LAWSON):

Tax Code (dependent on VAT Reg)

Cash Code (dependent on country and currency)

Payment Code (dependent on method of payment)

Next Available User Field (4P10.1) CTMS

9. Payee or Investigator Details

Max
Description Payee or Investigator Information Chars
(CTMS Field) (Finance Field) for
Finance
Field
Incl.
Spaces
Payee Name 80
(in terms of the provisions of B .
the Statement of Agreement): | MUDTr. Marian Stresko, PhD
(To whom should the cheque or transfer be made payable to? )
N.B. This must be the exact payee as it appears on the bank account
Street Address of 30
Payee
(Address Line 1) (Address 1)
Department Name (if 30
applicable):
(Address Line 2) (Address 2)
Room / Floor (if 30
applicable)
(Address Line 3) (Address 3)
Other Address Details 30
(if applic.)
(Address Line 4) (Address 4)
Country 2
(Country) (Country) I1SO
Code
State / Province (if 2
Applicable)
(State / Province) (State or
Province)
Town/City 18
(City) (City or Address 5)
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PPD Confidential Information

Postal Code 10
(Zip/Postal Code) (Postal
Code)
Contact name for 30
payee
if different from above
Telephone 27
Fax 27
E-mail 60
Web page 60

10. VAT /Tax Withholding Details

(Please note that payments cannot be made without these fields being completed):

10.1 VAT/ Sales Tax

| Are you VAT / Sales Tax registered? | YES | NO |

Delete where applicable J

If YES, please provide the following information

VAT number, if known

At what % rate will VAT / Sales Tax
be charged?

10.2 Tax Withholding

Is PPD required to withhold Tax from
Payments?

NO

If YES, please provide the following information

| Tax ID number, if known [

11. Payment Method required

What is your preferred payment
method?

Bank
Transfer

If Bank Transfer, please complete the following details:
Preferred

IBAN Number

BIC Number

Or

Bank Account
Number

Sorting Code (For UK Branch
only) number
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12. Bank Details

PPD Confidential Information

Bank name:

Address:

City Postal Code

Country: Private or Public Bank
Account:
(Belgium and France only)

13. Declaration

| have provided the above details and confirm they are correct:
Investigator/Institutional

Signatory

Name in print

Date (dd/mmm/yyyy)

MUDr. Marian Stresko

TO BE COMPLETED BY THE PPD CRA/CONTRACT SPECIALIST

14. Other Financial Data

PPD CRA/CONTRACT SPECIALIST name

Location

Paying Country (if in doubt, contact the Financial Analyst

for the study)
In what currency is the Statement of EUR
Agreement defined

15. CASCADE Interface Data

Peter Papp

PPD Slovak Republic, s.r.o.

PPD Slovak Republic, s.r.o.

If the Investigator is the payee, please enter the CASCADE Contact number.
If the Hospital/R&D etc is the payee, please enter the CASCADE Account

number.

It may be that the Payee listed above already has a Vendor number
(Contact/Account Screen and More Info View) and Remittance code
(Contact/Account Screen and Addresses View).

Please note that these fields are crucial to correct payments being made.
Please confirm the correct numbers with your CASCADE Super User or the
cascade business support team via the helpdesk.

NOTE: DO NOT USE THE CTMS SITE NUMBER HERE

CTMS Number

Contact/Account — More Info View

Vendor Number
Contact/Account — Addresses View

Remittance Code
Contact/Account — Addresses View
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PPD Confidential Information

SKO1

If the Account or Contact has a vendor number, please identify the purpose of this
form, if you are certain of the correct option.

New = Amend ] New Remittance ] Amend Remittance ]

Vendor Vendor Address Required Address
16. Lawson Data
TO BE COMPLETED BY PPD FINANCE DEPARTMENT
Vendor Name (used in Lawson)
Vendor Number: Vendor Location
Vendor Group Distribution Code
Vendor Class Separate Payment
Search Name (used in LAWSON):
Tax Code (dependent on VAT Reg)
Cash Code (dependent on country and currency)
Payment Code (dependent on method of payment)
Next Available User Field (AP10.1) CTMS
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PPD Confidential Information

Priloha ¢. 2: Protikorupéné pravidla

Appendix 2: Anti-Bribery Rules

Centrum a Hlavny skdSajici  sdhlasia, Ze ani
nepodniknd Ziadnu ¢innost’, ani nevyvolaji, nedovolia
podniknutie, priamo ani nepriamo prostrednictvom
tretej osoby, Ziadnej ¢innosti, ktord (i) je nelegdlna
podl'a akéhokol'vek zdkona, predpisu, alebo (ii) by
sposobila, Zze Zaddvatel by porusil zdkon USA
o zahrani¢nych  korupénych  praktikach,  zdkon
Spojeného kralovstva o korupcii alebo iné platné

protikorupéné zikony (spolo¢ne , protikorupéné
zakony™).
Centrum a Hlavny skdSajici nebudd priamo ani

nepriamo prostrednictvom tretej osoby poskytovat,
ponikat” ani sl'ubovat” akikol'vek platbu, dar alebo iné
nepenazné plnenie, ato Ziadnemu ,vliddnemu
dradnikovi® (tak ako je definovany v tejto prilohe) ako
osobe, s cielom neprimerane (i) ovplyvnit' akékol'vek
oficidlne konanie alebo rozhodnutie tohto vlddneho
tradnika, alebo (ii) inak napomdhat Zaddvatel'ovi
alebo lokdlnej pridruzenej spolo¢nosti Zadavatela pri
ziskani alebo udrZzani si obchodnej c¢innosti, pri
nasmerovani obchodnej ¢innosti k inej osobe alebo pri
zabezpeceni si neopravnenej vyhody.

Centrum a Hlavny skd$ajici nezapoja ani inak
nepouZiji inych tretich zdstupcov v stvislosti
s vykonom svojich ¢innosti podla tejto Zmluvy bez
predchadzajiceho pisomného sidhlasu zo strany
Zadavatela (ktory modZze Zadavatel podla svojho
vlasiného uvdZenia odopriet). Centrum a Hlavny
skdsajici dalej suhlasia stym, Ze takymto tretim
strandm neposkytni bez predchiadzajiceho pisomného
sihlasu Zadavatel'a (ktory moze Zadavatel' podla
svojho vlastného uvazenia odopriet) Ziadnu financni
platbu, dar ani iné nepenazné plnenie v mene alebo
v prospech Zaddvatel'a alebo lokdlnej pridruzenej
spolo¢nosti Zaddvatel'a.

Centrum a Hlavny skdSajaci  prehlasuji, rucia
a zavizuji sa, 7e Ziadny zdstupca, riaditel’, vlastnik ani
zamestnanec  zdravotnickeho  zariadenia  alebo
skdsajiceho nie je ,,vlidnym dradnikom™ tak, ako je
definovany v tejto prilohe. Centrum a Hlavny
skasajici  sa  zdroven  zavizuji, Ze @ bez
predchddzajiceho pisomného sihlasu  Zadavatela
(ktory moze Zadavatel podla svojho vlastného
uvazenia odopriet) nezamestnaji ani nezapoja
ziadneho ,vlddneho uradnika™, aby konal pre
Zaddvatel'a alebo v jej mene. Centrum a Hlavny
skasajuci sa dalej zavdzuji, Ze Ziadny ,vlddny
tradnik™ nemd ani nebude mat Ziadny osobny
prospech, ¢i uZ priamo alebo nepriamo, z odmeny,

Center and Principal Investigator agree that they shall
neither undertake, nor cause, nor permit to be
undertaken, directly or indirectly through any third
party, any activity which (i) is illegal under any laws,
rules, or (ii) would have the effect of causing Sponsor
to be in violation of the U.S. Foreign Corrupt Practices
Act, the U.K. Bribery Act or other applicable anti-
corruption laws (collectively, “the Anti-Corruption
Laws™).

Center and Principal Investigator shall not, directly or
indirectly through any third party, give, offer, or
promise any payment, gift, or other thing of value to
any individual “government official” (as defined
herein), in order to improperly (i) influence any official
act or decision of such government official, or (ii)
otherwise assist Sponsor, or Sponsor local affiliate, in
obtaining or retaining business, in directing business to
any person, or in securing an improper advantage.

Center and Principal Investigator shall not engage or
otherwise use any third party agents in connection with
its performance hereunder without the Sponsor’s
advance written approval (which may be withheld by
Sponsor in its sole discretion). Center and Principal
Investigator further agree that no payments of money,
gifts or other things of value shall be made to any such
third parties on behalf of or for the benefit of Sponsor,
or Sponsor local affiliate, without Sponsor’s advance
written approval (which may be withheld by Sponsor
in its sole discretion).

Center and Principal Investigator represent, warrant
and covenant that no officer, director, owner, or
employee of the Center or Principal Investigator is a
“government official” as defined herein. The Center
and Principal Investigator also covenant that they shall
not employ or engage any “government official” to act
for or on behalf of Sponsor without Sponsor’s advance
written approval (which may be withheld by Sponsor
inits sole discretion). Center and Principal Investigator
further covenant that no “government official” is
deriving or will derive any personal benelfit, directly or
indirectly, from compensation paid by Sponsor to
Center and Principal Investigator hereunder.
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PPD Confidential Information

ktori  Zaddvatel' zaplati Centru a  Hlavnému
skdsajicemu podla tejto Zmluvy.

Ak Centrum a Hlavny skiSajici porusia ktorékol'vek
z vyhlaseni, zdruk alebo zdvizkov uvedenych v tejlo
Prilohe 2, potom: (i) ma Zaddvatel' pravo okamzite
dovodne ukoncit’ platnost’ tejto Zmluvy a pravo
uplatnit’ v8etky d'alSie dostupné ndpravné opatrenia
podla ziakona alebo podl'a prirodzenej spravodlivosti; a
(ii) vSetky povinnosti Zadavatela odmenit” Centrum
a Hlavného skiSajiceho za sluzby poskytnuté podla
tejto Zmluvy zaniknu.

Centrum a Hlavny skisajici budd hajit, odSkodnia
a ochrania Zaddvatela (a jej zastupcov, riaditelov,
zamestnancov, agentov a pridruzené spolocnosti) pred
pokutami, stratami, zodpovednostou a vydavkami,
ktoré Zadavatel'ovi vznikni v dosledku poruSenia
povinnosti vyplyvajicich z tejto Prilohy 2 zo strany
Centra a Hlavného skdgajiceho. Povinnost” odSkodnit’
Zaddavatela podla tejto Prilohy 2 za poruSenia
protikorupéného  zdkona nepodlicha obmedzeniu
zodpovednosti uvedenému v ¢lanku 8 Zmluvy.

Pre ucely tejto Prilohy 2 pojem ,vladny tdradnik™
znamend (i) kazdého pracovnika, zamestnanca alebo
ind osobu, ktord kond z dradnej moci v mene vlady
alebo jej rezortu, agentiry alebo organizicie, alebo pre
nich, (ii) akéhokol'vek pracovnika, zamestnanca alebo
ind osobu, ktord kond z tiradnej moci v mene verejnej
medzindrodnej organizacie (ako si Spojené ndrody,
Svetovd banka alebo  Svetovda  zdravotnicka
organizdcia) alebo pre fu, (iii) akikolvek politicki
stranu alebo jej zdstupcu, alebo kandidita na politicky
urad, a (iv) vSetkych rodinnych prislusSnikov alebo
zdstupcov uvedenych osob.

If Center and Principal Investigator breaches any of the
representations, warranties or covenants set forth in this
Appendix 2, then: (i) Sponsor shall have the immediate
right to terminate this Agreement for cause and the
right to exercise any other remedies available at law or
in equity; and (ii) all obligations of Sponsor to
compensate Center and Principal Investigator for
services provided under this Agreement shall cease.

Center and Principal Investigator shall defend,
indemnify and hold Sponsor (and its officers, directors,
employees, agents and affiliates) harmless from any
penalties, losses, liabilities and expenses incurred by
Sponsor as a result of Center and Principal
Investigator’s breach of any of its obligations under this
Appendix 2. The obligation to indemnify Sponsor
under this Appendix 2 for violations of an Anti-
Corruption Law shall not be subject to the limitation of
liability set out in Article 8 of the Agreement.

For the purpose of this Appendix 2, the term
“government official” means (i) any officer, employee
or other person acting in an official capacity for or on
behalf of a government or any department, agency or
instrumentality thereof, (ii) any officer, employee or
other person acting in an official capacity for or on
behalf of a public international organization (such as
the United Nations, World Bank, or World Health
Organization), (iii) any political party or official
thereof or any candidate for political office, and (iv)
any family members or representatives of any of the
individuals listed above.
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