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ZMLUVA O POSKYTNUTI SLUZIEB PRE UCELY KLINICKEHO SKUSANIA /
AGREEMENT FOR PROVIDING SERVICES FOR THE PURPOSE OF
A CLINICAL TRIAL

Medzi/Between

Bayer, spol. s r.0.

so sidlom/with its registered seat at: Karadzicova 2, 811 09 Bratislava, Slovenska republika/Slovak Republic
zapisana v Obchodnom registri Mestského stdu/registered in the Commercial Register of the City Court Bratislava Ill,
Oddiel/Section: Sro, VloZka/lnsert: 18413/B

| ICO/ID No.: 35 759 143

DIC/VAT No.: 2020253818

v jej mene koné/represented by: ke |, na zaklade plnej moci/power of attorney
(dalej len "spolo€nost’ Bayer"/hereinafter referred to as ,,Bayer”)

al/and

Nemocnica Poprad, a.s.

so sidlom/with its registered seat at: Banicka 803/28, 058 45 Poprad, Slovenska republika/Slovak Republic

ICO!/ID No.: 36513458

DIC/VAT No.: SK2022127657

E-mail:

zapisana v obchodnom registri na Okresnom sude / Registered in the companies” registry District Court PreSov,
Oddiel/Section: Sa., Vlozka/insert: 10322/P

zastupena/Represented by: - predseda predstavenstva/ Chairman of the Board

- podpredseda predstavenstva/Vice Chairman of the Board

(dalej len "Institicia"/hereinafter referred to as "Institution”)

(Bayer a Indtiticia spoloéne dalej len .Zmluvné strany” alebo jednotlivo ,Zmluvna strana‘/ Bayer and Institution
hereinafter collectively referred as the “Parties” or individually as the “Party”)

uzatvaraju v zmysle ust. § 269 ods.2 zakona €. 513/1991
Zb. Obchodného zakonnika, v zneni neskorich predpisov
(dalej len "ObZ"), tato Zmluvu o poskytnuti sluZieb pre
ugely klinického skusania (dalej len "Zmluva"):

Preambula

| VzhFadom nato, ze Bayer zabezpeluje vykonavanie
klinického skuSania so ska$anym produktom BAY
2927088 (dalej len ,Skusany produkt®) snazvom
Multicentrické, —randomizované, otvorené, aktivne
kontrolované klinické sktsanie fazy Il zamerané na
hodnotenie  uéinnosti a  bezpecCnosti  peroraine
podavaného BAY 2927088 v porovnani so Standardnou
lieébou ako lieébou prvej linie u pacientov 8 lokalne
pokrodilym  alebo  metastatickym nemalobunkovym

HER2“, sé&islom: 22615 (dalej len .Skisanie®)
v zdravotnickom zariadeni POKO POPRAD, s.r.o.,
Mnohelova 842/2, Polikiinika Adus, 058 01 Poprad,
Slovenska republika (dalej len ,Centrum”) pod vedenim
hlavného skugajliceho MUDr. Juraja Beniaka (dale] len
.Skusajuci®),

Zadavatel ska$ania je spoloénost Bayer AG, so sidlom
Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko,
spojena so spoloénostou Bayer. Spolognost Bayer AG
| poverila vsetkymi operaCnymi procesmi sUvisiacimi so
| Skuganim spolo€nost Bayer.

karcinomom pfuc (NSCLC) s aktivacnymi mutaciami

conclude in terms of the provisions of Art. 269 section 2 of
Act No. 513/1991 Coll, The Commercial Code as
amended (hereinafter the “CC”) this Agreement for
providing services for the purpose of clinical trial
(hereinafter the “Agreement’):

Preamble

Whereas, Bayer ensures conducting of the clinical trial
involving the study drug BAY 2927088 (hereinafter called
the “Study Product’) entitled "A Phase 3 open-label,
randomized, active-controlled, muiticenter trial to evaluate
the efficacy and safety of orally administered BAY
2927088 compared with standard of care as a first-line
therapy in patients with locally advanced or metastatic
non-small cell lung cancer (NSCLC) with HER2-activating
mutations”, with the Bayer number 22615 (hereinafter
referred to as "Study") in the healthcare institution POKO
POPRAD, s.r.o., Mnohefova 842/2, Poliklinika Adus, 058
01 Poprad, Slovak Republic (hereinafter referred to as
“Center’) under the supervision of the principal
investigator MUDTr. Juraj Beniak (hereinafter referred to as
“ Investigator”),

Whereas, the Study is sponsored by Bayer AG, Kaiser-
Wilhelm-Allee 1, 51373 Leverkusen, Germany, an
affiliated company of Bayer. Bayer AG has delegated all
study related operational procedures to Bayer.
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vzhladom nato, e vykonavanie SkuSania vyZaduje
vykonanie CT, kostnej scintigrafie a oftalmologického
vySetrenia, nasledné odborne lekarske zhodnotenie
| a popisanie vysledkov tychto vySetreni pri u€astnikoch
skugania, nahratie CT snimok a snimok kostnej
scintigrafie do portalu centréineho hodnotitela a pripadné
zodpovedanie otazok.

Vzhladom na to, Ze vykonavanie Sku3ania spolognost
Bayer zmiuvne zabezpeCila tak s Centrom ako aj so
Skugajucim, je viak nevyhnutné este zmluvne zabezpedit
vykonanie CT, kostnej scintigrafie a oftalmologického
vySetrenia,

Vzhladom na to, ze Indtiticia je dostatoCne materialne,
technicky a personalne vybavena na poskytnutie SluZieb
pre potreby Skusania s kvalifikovanym a skisenym
zdravotnickym personalom schopnym vykonat ¢innosti
dojednané vtejto Zmluve za podmienok  dalej
dojednanych pre potreby SkuSania, a ma zaujem na
poskytnuti SluZieb podla tejto Zmluvy,

Preto sa dohodli Zmluvné strany nasledovne:

€I. 1 - Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je zavazok Institdcie
poskytovat Sluzby za podmienok dojednanych v tejto
Zmiuve pre ugely SkaSania a zavazok spolognosti
Bayer naUhradu odmeny za riadne poskytnutie
Sluzieb v stlade s touto Zmluvou.

VySetrenia bude Institucia uskuto&novat na svojich

$pecializovanych pracoviskach:

e« Nemocnica Poprad, Oddelenie
Banicka 803/28, 058 45 Poprad

e Nemocnica Poprad, Oddelenie diagnosticke]
a interven&nej radiologie a nuklearnej mediciny,
Banicka 803/28, 058 45 Poprad

« Nemocnica Poprad, Ogna ambulancia, Banicka
803/28, 058 45 Poprad

Indtittcia zabezpeéi a pisomne potvrdzuje podpisom

tejto Zmluvy, Ze ma nevyhnutné zariadenia a persondl

na vykonanie sluZieb a Ze takéto podmienky bude

udrziavat po cell dobu ich vykonavania.

radiolégie,

1.2 Pre odstranenie pochybnosti sa dojednava, Ze
akékolvek pravo alebo povinnost spoloCnosti Bayer
vyplyvajlce z tejto Zmluvy mozu byt vykonané alebo
splnené priamo zadavatefom Skusania, a v takom
‘ pripade sa tento vykon prava, resp. splnenie

povinnosti povazuju za vykonané spolo¢nostou Bayer

v stlade s touto Zmluvou.

¢l. 2 - Povinnosti Ingtitucie

Institucia sa zavézuje:

poskytovat sluzby, tj. vykonanie CT, kostnej
scintigrafie a oftalmologického vy$etrenia, nasledné
odborné  lekarske  zhodnotenie  a popisanie

Whereas, the Study performance involves performing CT,
bone scintigraphy and ophthalmological examinations,1
following expert medical evaluation and description of the
results of these examinations in trial subjects, upload of CT
and bone scan images into portal of central reader and
answering of possible queries.

Whereas, the Study performance is ensured by Bayer
upon contracts with the Center as well as with the
Investigator, however, it is still necessary to ensure upon
a contract performing CT, bone scintigraphy and
ophthalmological examinations,

Whereas, the Institution has adequate material, technical
and personal resources to provide the Services for
purpose of the Study with duly qualified and skilled
healthcare professionals capable to perform activities
agreed hereunder under terms and conditions agreed
hereinafter for purposes of the Study, the Institution wish
to provide the Services hereunder,

Therefore, it is agreed as follows:

Art. 1 - Subject of the Agreement

1.1 Subject of the Agreement is the commitment of the
Institution to provide the Services under the terms
agreed in this Agreement and the covenant of Bayer
to pay the compensation for proper provision of the
Services pursuant to this Agreement.

Examination will be carried out at their specialized
workplaces:
« Nemocnica Poprad, Oddelenie radiologie, Banicka
803/28, 058 45 Poprad
o Nemocnica Poprad, Oddelenie diagnostickej
a intervenénej radiolégie a nuklearnej mediciny,
Banicka 803/28, 058 45 Poprad
o Nemocnica Poprad, O%nd ambulancia, Banicka
803/28, 058 45 Poprad
The Institution shall provide and confirmed in writing
by signing this Agreement that it has the necessary
equipment and staff to carry out services and that
such conditions will be maintained through all the
period of its implementation.
1.2 For the avoidance of doubt, itis agreed, that any right
or obligation of Bayer arising from this Agreement
may be exercised or fulfilled directly by the Study
sponsor and in this case such exercise or fulfilment
shall be deemed as done by Bayer in accordance
herewith.

Art. 2 — Responsibilities of the Institution

2.1 The Institution undertakes to:

a) render the services, that is performing CT, bone
scintigraphy and ophthalmological examinations,
following expert medical evaluation and description of
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e)

f)

vysledkov tychto vySetrent pri uéastnikoch skusania,
nahratie CT snimok a snimok kostnej scintigrafie do
portalu  centralneho hodnotitela  a pripadné
zodpovedanie otazok prostrednictvom svojho riadne
vy$koleného zdravotnickeho personalu pre potreby
Skusania (dalej len ,Sluzby*),

poskytovat ~ Sluzby, resp. vykonavat  &innosti
stanovené touto Zmluvou vyhradne vo vztahu
k osobam, u ktorych bude v Ziadanke o vySetrenie
alebo v akejkolvek inej suvisiacej dokumentacii
vyslovne uvedene, se ide o udastnika SkdSania
a poskytnutie Sluzby/vykonanie ginnosti podlia tejto
Zmiuvy je vyZiadané u tychto osdb vyslovne pre
potreby Skudania,

poskytovat Sluzby v sulade s poziadavkami na
Sluzby a dokumentovat ich poskytovanie v sulade
s podmienkami  stanovenymi v Protokole (podla
prilohy tejto zmluvy) a jeho dodatkoch a/alebo
doplnkoch, podmienkami vyplyvajucimi z ICH GCP
a z Helsinskej deklaracie, podmienkami
obsiahnutymi v smerniciach a pokynoch o spravnej
klinickej praxi, pfsomnymi pokynmi a intrukciami
spolognosti Bayer, jej Prepojenych osob alebo tretej
strany na to poverenej, vyplyvajlice a suvisiace so
Skuganim, alebo v inych celostatne platnych
smerniciach a pokynoch, podmienkami
gpecifikovanymi v suhlase prislugnej etickej komisie
a Statneho Ustavu pre kontrolu lieciv a podmienkami
stanovenymi  v3eobecne zavaznymi  pravnymi
predpismi Slovenskej republiky, najma zakonom
& 362/2011 Z. z., zakona o liekoch a zdravotnickych
pomoéckach v platnom zneni (dalej len ,Zakon
o liekoch"), zakonom &. 576/2004 Z. z. 0 zdravotnej
starostlivosti, sluzbach suvisiacich s poskytovanim
zdravotnej starostlivosti a o zmene a doplneni
niektorych zakonov, v zneni neskorgich predpisov,
a v predpisoch upravujucich ochranu osobnych
udajov,

pri poskytovani Sluzieb konat v stlade s pokynmi,
ktoré im oznami Bayer alebo Skusajuci

odovzdavat Skusajucemu alebo odovzdavat inej
spoloénostou Bayer alebo Zadavatelom, pripadne
Protokolom Skusania poverenej osobe (dalej ako
Poverena osoba®) vietky a Uplné vysledky,
oznatené &islom skG3ania a Cislom ucastnika
Klinického skusania, poskytnutych Sluzieb, tzn.
vykonanie CT, kostnej scintigrafie
a oftalmologického vySetrenia a nasledné odborné
lekarske zhodnotenie a popisanie vysledkov tychto
vySetreni pri (€astnikoch skudania, v sulade
s ustanoveniami prislugnej legislativy.

pred odovzdanim vysledkov poskytovanych Sluzieb
Poverenej osobe tieto ,anonymizovat®, t].
zabezpetit, aby vsetky osobné Udaje Ucastnika
Skusania boli pred odovzdanim vysledkov Sluzieb
uplne odstréanene, alebo aby bola Uplne
snemoznena ich Gitatefnost alebo iny spdsob ich

b)

d)

f)

the results of these examinations in trial subjects,
upload of CT and bone scan images into portal of
central reader and answering of possible queries by
the duly qualified healthcare professionals for
purposes of the Study (hereinafter referred to as the
“Services”),

provide Services or perform activities set forth herein
exclusively with respect to persons who will be titied
as trial subject in the examination request form or in
any other related documents and further if such
documents indicate that the provision of the
Service/performing of an activity hereunder is
required with respect to these persons explicitly for
purposes of the Study,

render the Services in compliance with requirements
for the Services and keep records of provision of the
Services pursuant to terms laid down in the Protocol
(according to the appendix of this contract) and its
Amendments and/or Addenda, with the conditions of
ICH GCP and the Declaration of Helsinki, with the
terms included in the directives and guidelines for
Good Clinical Practice, any Study-related
instructions given in writing by Bayer, a Bayer
Affiliate or a third party authorized by them, or in the
other national directives and guidelines, with the
conditions specified in the approval of the
appropriate ethics committee and the State Institute
for Drug Control and with the conditions stipulated by
the generally binding legal regulations of the Slovak
Republic, namely by Act No. 362/2011 Coll. of laws -
Act on Medicines and medical devices as amended
(hereinafter referred to as "Act on Medicines"), the
Act No. 576/2004 Coll., on Healthcare Provision,
Services related to Healthcare and on amending and
supplementing of other laws, as amended and in the
regulations governing the personal data protection,

in the course of rendering the Services to act in
compliance with instructions given by Bayer or the
Investigator,

hand over any and all complete results, marked with
protocol number and trial number of subject, of the
rendered Services, that is to say performing CT,
bone scintigraphy and ophthalmological
examinations and following expert medical
evaluation and description of the results of these
examinations in trial subjects to the Investigator or to
another person appointed by Bayer, Sponsor or
appointed by Protocol (hereinafter referred to as the
“Appointed person”) in accordance with the
provisions of the relevant legislation.

Section to be used when results needs to be sent to
Appointed person/ to render anonymous the results
of the rendered Services prior to its handover to
a Appointed person, that is to ensure that any and all
personal data of trial subjects are removed
completely prior to handing over of the results of the
Services or to make their readability or any other
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h)

23

rozoznatelnosti a zarovei boli oznacené Cislom
skigania a &islom Géastnika klinického skudSania,

informovat Bayer o postupe pinenia tejto Zmluvy a
spolupracovat so spolognostou Bayer a pripadnymi
auditormi &i inSpektormi regulacnych organov na
vysvetleni a odstréneni pripadne zistenych
nezrovnalost;

strpiet audity, kontroly a inSpekcie vykonavane
Zadavatelom, subjektmi pisomne zmocnenymi
Zadavatefom a tuzemskymi, zahrani¢nymi a/alebo
medzinarodnymi uradmi / organizaciami
zodpovednymi za registraciu liekov alebo dohlad
nad Klinickymi skdSaniami liekov, ato vrozsahu
pozadovanom Zadavatefom;

pisomne zaznamenavat vsetky pripadné odchylky
v poskytovani Sluzieb od Protokolu a Skusajuceho
pripadne spolognost Bayer o kaZzdej takej odchylke
bezodkladne informovat,

kedykolvek na Ziadost informovat spolo¢nost Bayer
o tom, ako poskytovanie Sluzieb postupuje.

Poskytnat k nahliadnutiu dokumenty o technickom
stave pristrojov, ktorym sa budu pacienti vys§etrovat
a Zivotopisy zodpovednych radiolégov,
radiologickych technikov a oftalmoléga

Institucia zavazne vyhlasuje, Ze:

nie je Ziadnym tuzemskym, zahrani¢nym Ci
medzinarodnym regulaénym organom vyli¢ena
z Udasti na klinickom vyskume a rovnako sa
zavazuje, Ze v pripade svojho vyligenia z ucasti na
klinickom vyskumu akymkolvek regulatnym
organom, oznami spoloénosti Bayer tuto skutonost
bezodkladne;

zamestnanci  In&titicie, podielajici sa na
poskytovani SluZieb podla tejto Zmluvy, nemaju
siaden finanény zaujem na vysledkoch Skusania Ci
ekonomickych vysiedkoch spolognosti Bayer alebo
Zadavatela, a Ze v pripade vzniku &i zistenia takého
zaumu oznami InStiticia  tuto skutoCnost
spolognosti Bayer bezodkladne

Inétitticia si je vedoma, Ze spolocnost Bayer alebo jej
menom tretia strana (dalej tiez ako ,monitorujica
osoba®, alebo len ,monitor*) dokladne a pravidelne
monitoruje vykondvanie Sku$ania. Institucia sa
zavazuje primerane podporovat tieto monitorovacie
aktivity, vratane ale nielen, poskytnutim pristupu do
zariadeni a k udajom suvisiacich s poskytovanim
Sluzieb a spolupracovat so spoloénostou Bayer
alebo prislugnou tretou stranou v tomto ohfade.

Spolo¢nost Bayer ma pravo vykonavat audit
zdznamov Indtiticie, vdetkej inej dokumentacie
a zariadeni stvisiacich s poskytovanim Sluzieb, a to
kedykolvek v priebehu a/alebo po skonceni tejto
Zmluvy a bez akychkolvek néarokov Institicie na

zvlastnu platbu. Taky audit je spoloénost Bayer |

h)

k)

2.2

a)

b)

23

means of their recognition impossible, whilst marked ‘
with protocol number and trial number of subject,

notify Bayer about the course of fulfilling hereof and
to co-operate with Bayer and auditors and inspectors
of regulatory authorities to explain and remove
detected discrepancies;

suffer audits, checks and inspections performed by
Sponsor, entities authorised by Sponsor and the
domestic, foreign and jor  international
authorities/organisations responsible for registration
of drugs or supervision over clinical trials with drugs,
namely within the scope required by the Sponsor,;

record in writing all possible deviations in provision of
the Services from the Protocol and inform Bayer
about each such deviation immediately,

report at any time on Bayer’s request, on the
progress of the Services provision.

Provide technical documentations for equipment
which will be used for examinations of Study
participants and CV of responsible radiologists,
radiology technicians and ophthalmologist.

The Institution represents and warrants, that:

It is not debarred from participation in clinical
research by any domestic, foreign or international
regulatory body, and it undertakes to notify Bayer
immediately of its possible debarment from
participation in clinical research by any regulatory
authority;

Employees of the Institution, providing the Services
pursuant to the Agreement, have no financial
interest in the Study results or economic results of
Bayer or Sponsor and if such interest originates or
is detected, the Institution will inform Bayer about
this fact immediately.

The Institution is aware that Bayer or a third party on
behalf of Bayer (hereinafter referred to as the
“Monitoring person” or only “Monitor”) is monitoring
the conduct of the Study closely on a regular basis.
The Institution agrees to appropriately support such
monitoring activities, including without limitation by
providing such monitor with access to the facilities
and data as required, and cooperate with Bayer or
the relevant third party in this regard.

Bayer retfains the right to audit the institutions’
records, any and all other documentation and the
facility relating to the Study at any time during and/or
following the Study without extra charge. Such audit
will require reasonable prior written notice by Bayer.
The Institution shall assist Bayer or its designated
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povinng primerane vopred ohlasit. InStitlcia je
povinna poskytovat spolo¢nosti Bayer alebo fiou
poverenym monitorom sucinnost’ pri plnenf ich tloh
v stlade s Protokolom a podniknut vietky primerané
kroky pozadované spolo¢nostou Bayer za
Udelom odstranenia nedostatkov zistenych pocas
auditu.

Navy$e sa Indtiticia zavézuje, Ze poCas a po
skonéeni Skusania, umozni a bude podporovat
véetky kontroly zodpovednych (radov bez
akychkolvek narokov na zvlastnu odmenu. Institacia
je povinna informovat spoloCnost Bayer o kazdej
takej indpekcii & zamere takd inSpekciu vykonat
ihned po tom, ¢o sa o nich dozvie. Institucia sa
zavézuje umoznit, aby spoloénost Bayer mohla byt
pritomna na kazdej inspekcii vykonavanej uradmi
alebo podobnymi intiticiami. Pred vyjadrenim sa
k ndlezom takej indpekcie, ak budi nejaké, je
Intitucia povinna odpoved skontrolovat
a prediskutovat so spolo¢nostou Bayer.

| 2.4 \ndtitucia zavazne prehlasuje, Ze jej Ziadna pravna ani

| 2.6 Akékalvek uzatvaranie
tykajuce sa ktorejkofvek z povinnosti Institdcie na
zaklade tejto Zmluvy s fretou stranou vyZaduje

fakticka prekaZka nebrani v uzavreti tejto Zmluvy.

2.5 Indtiticia sa zavazuje umoznit zmluvnym vyskumnym

organizaciam, zmluvne zabezpecenym spolo¢nostou
Bayer alebo ktoroukolvek z Prepojenych os6b, aby
menom spolognosti Bayer vykonavali ktorékolvek

z prav a povinnosti spolognosti Bayer na zaklade tejto

Zmluvy. Indtiticia sa zavézuje spolupracovat s takymi

zmluvnymi vyskumnymi organizéaciami.

subdodavatelskej zmluvy

predchadzajlci pisomny slhlas spoloCnosti Bayer,
ktorého udelenie je na vylugnej Uvahe spoloCnosti
Bayer. V pripade uzavretia subdodavatelskej zmluvy,
uzatvori Institdcia pisomnu zmluvu S0
subdodavatefom, ktora bude obsahovat rovnake
podmienky, zavazné prinajmenSom v takom rozsahu,
ako podmienky obsiahnuté v tejto zmluve, a ktoré
zabezpedia uplatiiovanie prav spoloCnostou Bayer
v stlade s touto zmluvou (ako su prava na Vysledky,
vykonavanie monitorovania a audity atd.) aj vogi
subdodavatelovi Intitlcie.

€l. 3 — Povinnosti spoloénosti Bayer

3.1 Kontaktnymi osobami spolognosti Bayer vo vztahu

ku Skusaniu su:

24

2.5

2.6

Monitors in the performance of their tasks pursuant to
the Protocol and take any and all reasonable actions
requested by Bayer to cure deficiencies noted during
an audit.

Furthermore, the Institution shall, during and after the
Study, allow and support any inspections of
responsible authorities without extra charge. The
Institution shall inform Bayer about any such
inspection and the intent to conduct such inspection
upon gaining knowledge thereof. The Institution will
allow Bayer to be present at any inspection by
authorities or similar institutions. Prior to responding
to the findings of any such inspection, if any, the
Institution shall review and discuss such response
with Bayer.

The Institution represents and warrants that any legal
or factual obstacles prevent her from entering into
this Agreement.

The Institution shall permit any clinical research
organizations contracted by Bayer or any of its’
Affiliates to exercise and/or perform any of Bayer’s
rights and obligations under this Agreement on behalf
of Bayer and shall cooperate with such clinical |
research organizations.

Any subcontracting of any of Institution’s obligations
under this Agreement to a third party requires a prior
written permission by Bayer, the granting of which
shall be within Bayer's sole discretion. In case of
subcontracting, Institution shall enter into a written
agreement with the subcontractor containing terms
no less onerous than those contained herein, and
which ensure the enforcement of Bayer's rights
under this Agreement (such as rights to Results,
performance of monitoring and audits etc.).

Art. 3 — Responsibilities of Bayer

3.1 Contact persons regarding the Study at Bayer are:

Country Lead Monitor (CLM)
Tel.: +421 917 602374

Email:

alebo ktorékolvek dalie osoby oznamené InstitGcii mailom/or any other persons notified to the Institution by email.

O pripadnych zmenach kontaktnych osob spolognosti
Bayer bude Intiticia informovana pisomne.

Institution will be informed about any changes in
Bayer contact persons in writing.

Cl/D1a Agreement between Bayer and Institution on services for purpose of a clinical trial (based on Bayer Organized generic V 3.7, October 2019)
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3.2 Spoloénost Bayer bude vykonavat a dokumentovat
Skuganie v prisnom sulade s (a) Protokolom
a podmienkami tejto Zmluvy; a (b) etickymi zésadami
Helsinske]j deklaracie; a (c) Smernicou ICH GCP -
Spravna klinicka prax vratane jej naslednych zmien
a véeobecne prijimanymi Standardami spravnej
klinickej praxe ako aj spravnou klinickou praxou, ako
je stanovena v § 29 ods. 3 Zakona o liekoch, a (d)
zakonmi, predpismi, nariadeniami a kodexmi
compliance vratane Zakona o liekoch, zakonom
&. 576/2004 Z. z. o zdravotnej starostlivosti, sluzbach
sGvisiacich s poskytovanim zdravotnej starostlivosti
a0 zmene a doplneni niektorych zakonov, v zneni
neskor§ich predpisov; a (e) vSetkymi prikazmi
a povereniami prislusnych organov a IRB alalebo
etickych komisii.

3.3 Bayer vyvinie prostrednictvom monitorujicej osoby
maximalne Gsilie aby Sku3ajuci zaistil riadne

a kompletné vyplnenie a oznalenie pisomnej
iadosti (Ziadanky) na potrebné vySetrenia, ktoré
budl realizované Intiticiou. Ziadanka musi byt
oznadena nasledovne: BAYER / &. protokolu/
centrum/ skuasajuci. V pripade nekompletne
vyplnenych ziadaniek, Institicia upozorni
Skusajliceho pripadne prislusnd kontaktnu osobu zo
strany Bayer, na potrebu Upravy, ktord ak Skusajuci

na zaklade vy$sie uvedeného upozornenia Institacie

| nevykona bezodkladne po dorueni vyzvy k Uprave,
tak Intiticia nezodpoveda za vzniknuté nedostatky.

Cl. 4 — Platby

4.1 Spoloénost Bayer sa zavazuje zaplatit Institacii za
riadne poskytnuté Sluzby, ktoré Institucia riadne
odovzdala Centru v stlade s touto Zmluvou a za
prevod prav v stlade s ¢l. 5 tejto Zmluvy odmenu ve
vyske podra platobnej tabulky nizsie:

Sluzba Suma (EUR)

3.2

3.3

4.1

Bayer shail perform and document the Study in strict
accordance with (a) the Protocol and the terms and
conditions of this Agreement; and (b) the ethical
principles of the Declaration of Helsinki; and (c) the
ICH Harmonised Tripartite Guideline for Good Clinical
Practice as well as generally accepted standards of
Good Clinical Practice and Good Clinical Practice as
stipulated by the Section 29 (3) of Act on Medicines;
and (d) all applicable laws, rules, regulations and
compliance codes including without limitation the Act
on Medicines, the Act No. 576/2004 Coll, on |
Healthcare Provision, Services related to Healthcare
and on amending and supplementing of other laws,
as amended and (e) any and all orders and mandates
of the relevant authorities and IRB and/or ethics
committees.

Bayer shall make through Monitoring person every
effort that Investigator shall ensure the proper and
complete fill up and labelling of the written request
(Request) for the necessary Examination that will be
realized by Institution. The Request shall be marked
as follows: Bayer/ Protocol No. Center/
Investigator. In the case of uncompleted filling up of
Requests, Institution notifies the investigator,
respectively the appropriate Bayer contact person for
the necessary adjustments, which if Investigator fails
to execute (correct) immediately after the reception of
request for adjustment, then the Institution is not
responsible for the deficiency.

Art. 4 — Payments

In consideration of the proper provision of the
Services properly handed-over to Center by the
Institution pursuant to this Agreement.and transfer of
rights under Art. 5, Bayer agrees to pay to the
Institution the remuneration in the amounts according
to the payment table below;

Service Suma (EUR)

||
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Platba za CT a scintigrafické vySetrenia zahffia popis
jednotlivych vySetreni, proces anonymizacie skenov
a ich zaslanie centralnemu hodnotitelovi.

Inétitdcia nema narok na Ziadnu ind platbu okrem
tych, ktoré su uvedené v ods. 4.1 tejto Zmluvy, ibaze
ich vopred pisomne schvali spoloénost Bayer.

Zmiuvné strany sa dohodli, Ze spoloCnost Bayer
bude odmenu IndtitGcii platit v pravidelnych
polroénych intervaloch (dalej ako LZuGtovacie
obdobie"). Narok Institicie na odmenu za Sluzby
riadne poskytnuté podla tejto Zmluvy v konkrétnom
zuétovacom obdobi  vznika  uplynutim  jeho
posledného diia, a to vrozsahu, ktory potvrdi
In&titacia a spolo&nost Bayer, alebo fiou poverena
osoba jej menom, po skonéeni zi¢tovacieho obdobia
v pisomnom potvrdeni o poskytnutych Sluzbéch.
Odmena, na ktort vznikol Ingtiticii narok podla tejto
Zmluvy, je splatna v lehote 60 (8estdesiat) dni (i) po
dorugeni zodpovedajaceho darového dokladu
(faktary) majuceho  vSetky naleZitosti podla
prisludnych pravnych predpisov, alebo (i) od datumu
podpisania potvrdenia poslednej zo stran, ak nie je
Ingtitucia podla pravnych predpisov povinna dariové
doklady (faktury) vystavovat / a to v prospech
bankového uctu Institucie:

4.2

4.3

The payment CT and bone scan includes preparation
of radiology report, process of anonymization of
images and their upload to central reviewer.

The Institution is not entitled to any further payments
than those set forth in this Agreement, unless
approved by Bayer in writing.

The Parties agreed that Bayer shall the remuneration
to the Institution in regular half-year periods
(hereinafter referred to as the “Payment period”).
The Institution shall become entitied to remuneration
for the Services properly rendered under this
Agreement in a particular Payment period on the last
day of such period and always in the extent confirmed
by the Institution and Bayer, or its designated person
on behalf of Bayer, after elapsing of the respective
Payment period in a written confirmation on rendered
Services. The remuneration to which the Institution
has become entitled shall be due within 60 days
following (i) receipt of the respective tax document
(invoice) containing all details pursuant to applicable
laws or (i) of the day of executing the confirmation by
the last of the Parties, if the Institution is not obliged
to issue invoices under applicable laws. The
remuneration shall be credited to the bank account of
the Institution:

Maijitel uctu/ Account owner: Nemocnica Poprad, a.s.

Variabilny symbol /Variable symbol: Cislo objednavky/Order number

Faktary musia byt zasielané spolo¢nosti Bayer
s uvedenim &isla Protokolu a &isla objednavky na
adresu:

| 4.4

Invoices shall be addressed to Bayer and shall name
protocol number, purchase order number and shall
be sent to:

Oddelenie klinickych skasani
Bayer, spol. s r.0.,
KaradziCova 2
811 09 Bratislava
Slovenska Republika

V3etky odmeny a naklady podfa tejto Zmluvy budi
Instittcii  uhradené takto: Spétne za uplynulé
a doposial nefakturované zuctovacie obdobie si
Ingtitucia  spolodne s monitorujiucou  osobou
poverenou spoloénostou Bayer vzajomne pisomne
alebo formou e-mailu odsuhlasia prehfad poctu,
druhu a im zodpovedajice hodnoty jednotlivych
ukonov vykonanych Intiticiou, ktoré majd byt podla
tejto Zmluvy spoloénostou Bayer hradené (tzv.
Invoice proposal), zaslané monitorujucou osobou
poverenou spoloénostou Bayer. SpoloCnost’ Bayer
nie je povinna uznat také Sluzby, ktoré neboli
dodané Skusajucemu alebo Poverenej osobe, resp.
pri_ktorych Institucia nedodrzala svoje povinnosti
uvedené vtejto Zmluve. Na zéklade tohto
vzadjomného odsuhlasenia Invoice Proposal zaSle

All remunerations and costs according to this
Agreement will be paid to Institution in the following
manner: Retrospectively for the past and not yet
invoiced Payment period Institution together with the
Monitoring person delegated by Bayer will mutually
agree in writing or by email on the overview of
number, sort and corresponding value of particular
activities performed by Institution, that shall be paid
by Bayer pursuant to this Agreement (i.e. Invoice
proposal), sent by Monitoring person delegated by
Bayer. Bayer shall not be obliged to accept such
Services that have not been delivered to the
Investigator or Authorized Person, respectively
where the Institution has failed to comply with its
obligations under this Agreement. Based on such
mutual agreement on the Invoice proposal, Bayer |

|
|-
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4.5

4.6

47

4.8

spolognost  Bayer Indtitlicii  objednavku  pre
vystavenie faktury, ktord musi obsahovat poskytnuté
objednavkové &islo. Institicia nasledne vystavi
fakturu na odmenu a pripadné naklady, ktoré je
v stlade stouto Zmluvou opravnend fakturovat,
ktoru doruéi spolognosti Bayer. Spolo¢nost Bayer
zaplati Institicii na zaklade riadne vystavenej
a doruéenej faktary prislusni odmenu a pripadneé
opravnene fakturované naklady za obdobie, pre ktoré
Invoice proposal bola odsuhlasena podfa tohto bodu.
Institlcia nesie zodpovednost za zaplatenie v8etkych
inych dani vo vztahu k platbam zaloZenym na tejto
Zmluve.

Na Ziadost spolocnosti Bayer Institicia poskytne
riadny prehlad jednotlivych poloZiek a suvisiacu
dokumentaciu ku kazdej zastanej fakture. Spolocnost
Bayer ma pravo zadrzat prisludnd platbu az do
dorucenia takej podrobnej dokumentacie.

Spolo¢nost Bayer ma pravo zadrzat primerant Cast
doposial neuhradenych platieb v pripade, Ze sluzby,
ktoré maju byt poskytnuté na zéklade tejto Zmluvy,
nie su poskytnuté dojednanym spdsobom. Taka
Ciastka nesmie presiahnut hodnotu sluZieb, ktoré
neboli riadne poskytnuté, a bude zaplatena po
odstraneni prisludného nestladu za predpokladu, Ze
také omeskanie nesposobilo, Ze tieto sluzby sa stali
nepotrebnymi pre tcely tejto Zmluvy.

Vietky &iastky uvedené v tejto Zmluve a jej prilohach
sl uvedené bez DPH, ak sa v konkrétnej prilohe
neuvadza inak; priom taka rozdielna u(prava
v prilohe ma prednost pred tymto dojednanim. Ak
niektoré platby za sluzby Institacie podliehaju DPH,
spoloénost Bayer zaplati prislusni Siastku DPH na
zéklade prisludného dafiového dokladu (fakttry),
vystaveného Institiciou, ktory bude spinat vietky
nalezitosti  predpisané  prisluSnymi  pravnymi
predpismi. Institicia je povinna nahradit spoloCnosti
Bayer v3etku $kodu a naklady vzniknuté z dovodu
postupu podla tohto bodu a/alebo z dévodu rucenia
spolognosti Bayer za DPH, ktorej platcom je
Institucia.

Prevody hodnoty tykajlice sa Vyskumu alebo Vyvoja
budi zverejnené anonymizovanou formou, tj. na
subornej urovni, ato vkazdom pripade. Institicia
berie na vedomie a suhlasi, Ze spolognost’ Bayer
alebo akakolvek zjeho sesterskych spolognosti
alebo Asociacia inovativneho farmaceutického
priemyslu - AIFP zverejneni akykolvek prevod
hodnoty, tj. (i) platieb vykonanych spolocnostou
Bayer podla tejto Zmluvy a (i) akékolvek naklady na
ubytovanie, stravné a cestovné InStitucie alebo
zamestnancov Ingtiticie, ktoré spolotnost Bayer
uhradila podfa tejto Zmluvy a (iii) akékolvek
kongresové registraéné alebo UCastnicke poplatky
alebo podobne, ktoré hradila spoloénost Bayer podfa
tejto Zmiuvy, ato anonymnym spdsobom, tj. na
stbornej trovni. Zmluvni partneri rovnako berd na
vedomie politiku Eurdépske] agentury pre lie€ive
pripravky (EMA) tykajucu sa evidencie vyhlaseni o

4.5

4.6

4.7

4.8

shall send purchase order containing purchase order
number to the Institution. Institution will issue an
invoice for the remuneration and eventual costs that
itis entitled to charge pursuant to this Agreementand
will send it to Bayer. Based on the duly issued and
delivered invoice, Bayer will pay Institution the
respective remuneration and eventual justifiably
invoiced costs for the period for which the Invoice
proposal has been agreed pursuant to this section.
Institution is aware to pay all other taxes in regards
with payments based on this Agreement.

Upon Bayer's request Institution shall provide proper
and audit worthy itemization and documentation for
any submitted invoice. Bayer has the right to withhold
the respective payment until such detailed
documentation has been received.

Bayer has the right to withhold an appropriate part of
outstanding payments in case services owed
pursuant to this Agreement have not been fulfilled in
a contractual manner. Such amount shall not exceed
the value of the services not properly conducted and
will be released for payment once such non-
compliance has been cured, provided the delay has
not caused the services to have become worthless
for the purpose of this Agreement.

All agreed consideration is exclusive of Value Added
Tax (VAT), unless otherwise specified in respective
appendices; whereas such different arrangement in
appendix shall prevail. If VAT is legally owed by
Institution, VAT applies and will be invoiced
additionally by Institution and has to be paid by Bayer
after receipt of a correct invoice which meets all legal
requirements according to the applicable VAT law.
The Institution is obliged to compensate Bayer for all
damages and costs incurred due to the procedure
according to this point and/or due to the Bayer's
liability for VAT, of which the Institution is a payer.

Transfers of value relating to Research and
Development will be published in an anonymized
way, i.e. on aggregated level, in any case. The
Centre and the Principal Investigator are aware that
Bayer or one of its affiliated companies or Association
of Innovative pharmaceutical industry - AIFP will
publish any transfer of value, i.e. (i) the payments
made by Bayer under this Agreement and (ii) any
costs for accommodation, work related meals and
travel of the Centre, the Principal Investigator or the
Investigators which Bayer has covered under this
Agreement and (iii) any congress registration or
participation fees or alike which Bayer has covered
under this Agreement, in an anonymized way, i.e. on
aggregated level. Contract partners are also aware of
the “EMA Policy of Handling Declarations of Scientific
Committees” Members and Experts” and confirm that
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vyligeni stretu zaujmov &lenov a expertov vedeckych
komisii a vyhlasuju tymto, Ze tu nie je Ziaden stret
zaujmov  braniaci  plneniu ich povinnosti
vychadzajucich zo Skusania.

Indtiticia berie na vedomie, Ze ak v suvislosti
s plnenim podia tejto Zmluvy poskytne
zdravotnickemu pracovnikovi alebo poskytovateflovi
zdravotnej starostlivosti pefiazné alebo nepenazné
plnenie, je povinna spolo¢nosti Bayer v lehote do 30
dni od poskytnutia pefiazného plnenia alebo
nepehazného plnenia oznamit v elektronickej
podobe zoznam  zdravotnickych  pracovnikov
a poskytovatelov zdravotnej starostlivosti, ktorym
bolo pefiazné alebo nepefiazné pinenie poskytnuté,
v rozsahu podia prislusnych ustanoveni Zakona
o lieckoch. *). Pokial ku poskytnutiu pinenia dojde
v mesiaci jun, alebo december, je Institicia
oznamovaciu povinnost' povinna splnit do 15 dni od
poskytnutia takéhoto pInenia. Indtiticia dalej berie na
vedomie, Ze v stvislosti s plnenim podla tejto Zmluvy
je povinna oznamit' spolognosti Bayer v elektronickej
podobe aj zoznam udajov podla Zakona, ato
v dohodnutych lehotach.

4.10 Ak sa preukaZe, ze Intiticia poskytla spolocnosti

Bayer nepresné, nelplné alebo nepravdivé udaje, je
Indtiticia povinna najneskér na pisomnd  vyzvu
spolo&nosti Bayer nahradit vzniknutd Skodu, ato
najma, nie véak vyluéne sumu pokuty, ktoru ulozi
Ministerstvo zdravotnictva spoloCnosti Bayer za
spachany spravny delikt uvedenie nepresnych,
netplnych alebo nepravdivych Gdajov v sprave
o vydavkoch na pefiazné a nepefiazné pinenia.

4.11 Zmluvné strany beri na vedomie, Ze spolocnost

| 5.1

Bayer je povinna vsulade s prisludnymi
ustanoveniami Zakona o liekoch predkiadat
v elektronickej podobe narodnému centru (NCZI)
najneskdr do 31. janudra a 31. jula kalendarneho
roka spravu o pefiaznych alebo nepefiaznych
plneniach poskytnutych priamo alebo nepriamo
zdravotnickemu pracovnikovi alebo poskytovatelovi
zdravotnej starostlivosti (vratane mena a priezviska
pripadne obchodného mena poskytovatela). NCZI
bezodkladne zverejni na svojom webovom sidle
udaje oznamené v stlade s prislu§nymi
ustanoveniami Zakona o liekoch.

€l. 5 - Prava k vysledkom

Spolognosti Bayer patria vyluéné prava ku vSetkym
vysledkom, udajom, zisteniam, radiologickym
a diagnostickym snimkam, vysledkom krvnych
textov objavom, vynalezom a S§pecifikéciam, bez
ohfadu na to & su sposobilé byt predmetom
patentove] ochrany ¢&i nie, ktoré vznikli, boli
vytvorené, odvodené, vyprodukované, objavené,
vymyslené alebo inak urobené Instituciou
v suvislosti s poskytovanim SluZieb v zmysle tejto
Zmluvy (dalej len ,Vysledky"). Institicia tymto
vopred prevadza vietky svoje majetkové prava
k Vysledkom na spolognost Bayer a spolofnost

4.9

there is no conflict of interest preventing the fulfilment
of their Study duties.

Institution acknowledges that in case the Institution in
connection with this Agreement provides financial
and in-kind benefits to the health care professionals
or providers of healthcare services the Institution is
required within 30 days following the granting of
payments or in-kind benefit inform Bayer
electronically of the list of healthcare professionals
and providers of healthcare services, that were
provided with the financial or in-kind benefits, in the
scope of the relevant provisions of the Act on
Medicines. If the benefits would be provided during
the June or during the December, Institution is
obliged to inform Bayer within 15 days from the date
when the benefits were provided. The Institution
further acknowledges that in connection with this
Agreement, the Institution is required to inform Bayer
electronically of the list of data in line with the Act,
within a above agreed periods.

4.10 If it is proven that the Institution provides inaccurate,

4.11

5.1

incomplete or false information to the Bayer, the
Institution shall be obliged no later than upon the
written request of Bayer compensate the damage
caused including but not limited to the fine, imposed
by the Ministry of Health for administrative offense as
defined inaccurate, incomplete or false the data in the
reports on provides financial and in-kind benefits.

The Institution acknowledges that Bayer shall be
obliged to provide NCZ| with reports on financial and
in-kind benefits provided directly or indirectly to the
health care professionals or providers of healthcare |
services (including the name and surname or
business name of the provider) according to the
relevant provisions of the Act on Medicines no later
than 31st January and 31%t July of the calendar year.
NCZI shall publish on its website the reports received
according to the relevant provisions of the Act on
Medicines.

Art. 5 - Rights to Results

Bayer shall own the exclusive rights to all results,
data, findings, results of blood samples tests,
discoveries, inventions, reports and specifications,
whether patentable or not, that are originated,
conceived, derived, produced, discovered, invented
or otherwise made by the Institution in connection
with the performance of the Study (hereinafter
referred to as "Results"). The Institution hereby
assigns its proprietary rights to the Results to Bayer
in advance and Bayer accepts such assignment. The
royalty fee for this assignment is already included in
the fee under Article 4. Hence, the Institution |
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5.2

‘ 5.3

6.1

Bayer tieto prevedené prava prijima. Odmena za
tento prevod je uZ zahrnutd v celkovej odmene
Zmluvnych partnerov podfa ¢l. 4. Za tym ucelom sa
Indtitucia zavazuje odovzdat spoloCnosti Bayer
vietky vysdie uvedené hmotné anehmotné
vlastnictvo a predmety/hodnoty na vhodnom médiu
alebo médiach, ktoré ma Intitucia k dispozicii aby
boli pre spolotnost Bayer ¢&o najlahSie
spracovatelné a uchovatelneé.

V rozsahu, vakom prava du$evného vlastnictva
k Vysledkom nie su prevoditelné, udeluje tymto
Intitucia spolo&nosti Bayer vyhradnu, celosvetovu,
prevoditelny, trvalu, plne zaplatenu, neodvolatelnou
licenciu pre neobmedzené pouZitie. Odmena za tato
licenciu je uz zahrnuta v celkovej odmene Institticie
podla €l. 4.

Spolognost Bayer alebo ktorakolvek s fiou
Prepojena osoba su opravnené podat prihladku
patentu pre tieto Vynalezy vo svojom vlastnom
mene alebo v mene uréenej tretej osoby, na vlastné
naklady, suvedenim mena vynalezcu(-ov)
v prihladke patentu. Institicia podpise a zabezpedi
vietky dokumenty a poskytne také svedectva, ake
spoloénost Bayer uzna za nevyhnutné pre Ucely
podania prihlasky patentu a ziskania patentu za
uéelom ochrany opravnenych zaujmov spolocnosti
Bayer k duevnému viastnictvu Vysledkov.

Nazov spolodnosti Bayer, logo spoloCnosti ani
akékolvek iné obrazové a iné materidly nesmu byt
pouzité v ziadnom reklamnom ¢i inom materiali
Intiticie, verejnom  vyhlaseni apod. bez
predchadzajlceho pisomného schvalenia
spolognosti Bayer a taktieZ Institicia nema pravo
akokolvek pouzivat alebo vyuZivat (napr. na
vedecké ugely) akékolvek informéacie ziskané pri
pineni tejto zmluvy, okrem spdsobu vyslovne
upraveného touto Zmluvou.

Cl. 6 — Zachovavanie ddvernosti

Institcia  bude  zaobchadzat so  vSetkymi
informaciami prijatymi od spolo¢nosti Bayer alebo
v jej mene alebo od Prepojenych oséb spolocnosti
Bayer vslvislosti so SkuSanim, Skusanym
produktom alebo touto Zmluvou a s Vysledkami
(dalej len ,Ddverné informacie”) prisne déverne.
Ingtitiicia smie pouzivat Déverné informécie iba pre
ugely pinenia tejto Zmiuvy a nespristupni také
Déverné informacie Ziadnej tretej strane bez
predchadzajuceho pisomného sthlasu spolocnosti
Bayer.

Pojem Déverné informacie, ako je pouZivany v tejto
Zmluve, sa nevztahuje na Uldaj a informacie, pri
ktorych méZe Indtitucia preukazat, Ze (i) nimi
disponovala v dobe, ked jej boli spristupnené
spolognostou Bayer alebo jej Prepojenymi osobami,
alebo v mene niektorych z nich, (ii) st alebo sa stanu
sugastou verejnych informacil inak ako konanim Ci
opomenutim Indtitacie, (iii) ich InStiticia pravom

5.2

53

54

6.1

6.2

undertakes to transfer to Bayer all the above tangible
and intangible property and objects / assets in the
appropriate media or media available to the Bayer to
make it as easy to process and store for Bayer.

To the extent copyrights to Results are legally not
assignable, Bayer is hereby granted by the [nstitution
an exclusive, world-wide, sub-licensable, time-
unlimited, fully paid-up, irrevocable license for
unlimited use. The royalty fee for this license is
already included in the fee under Article 4.

Bayer or any of its Affiliates is entitled to file a patent
application for the Inventions under its own name, or
in the name of a dedicated third party, and at its own
expense, with the inventor(s) named in the patent
application. The Institution shall execute any and all
documents and give all such testimony as Bayer
deems necessary to apply for and obtain patents to
protect Bayer's intellectual property interests arising
out of Results.

The company name of Bayer, the company logo or
any other figurative and other materials may not be
used in any advertising or other material of
Institutions, public statements, etc. without the prior
written consent of Bayer, and the Institution is not
entitled to use (e.g. or any scientific purposes) any
information obtained in the performance of this
Agreement, except these expressly provided in this
Agreement.

Art. 6 — Confidentiality

The Institution shall treat all information received from
or on behalf of Bayer or any of its Affiliates in relation
to the Study, the Study Product or this Agreement as
well as Results (hereinafter called “Confidential
Information”) strictly confidential. The Institution shall
use the Confidential Information only for the purposes
of this Agreement and shall not disclose such
Confidential Information to any third party without
Bayer’s prior written consent.

The term Confidential Information, as used in this
Agreement, does not apply to data and information
which the Institution can prove (i) was already in
possession of the Institution at the time of its
disclosure to them by or on behalf of Bayer or any of
its Affiliates, (i) is or becomes public knowledge other
than by an act or omission on the part of the
Institution, (iii) is legally acquired by the Institution
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nadobudla od tretej strany, ktord nie je voci
spolo¢nosti Bayer alebo jej Prepojenym osobam
viazana vyslovnou alebo predpokladanou
povinnostou miganlivosti, alebo (iv) boli vytvorené
| nezavisle Indtiticiou bez odkazovania sa na alebo
‘ pouzitie Dévernych informacii.

Navy$e Indtiticia mozZze spristupnit Doverné
informacie v takom rozsahu, vakom je také
spristupnenie vyzadované pravnymi predpismi alebo

! vykonatelnym sudnym rozhodnutim, avSak za
podmienky, Ze Indtiticia o takej skuto&nosti
| v primeranom  &asovom  predstihu informuje

spoloénost Bayer a na jej Ziadost s fiou bude
spolupracovat v snahe dosiahnut opatrenie za
uselom ochrany alebo iného primeraného pravneho
prostriedku. Institicia vyvinie vSetko primerané usilie,
aby zabezpedila doverné zaobchadzanie
s ktoroukolvek z Dovernych informacii, ktord bude
spristupnena.

6.3 Tieto povinnosti k zachovavaniu mi¢anlivosti a
zakazu pouzivania Dévernych informacii podla tejto
Zmluvy zostan( v platnosti este pocas doby desat
(10) rokov od ukongenia tejto Zmluvy.

6.4 Institucia na Ziadost spoloénosti Bayer zniCi/odstrani
Déverné informécie, ktorymi disponuje alebo ich vrati
spolo¢nosti Bayer.

6.5 Vietky dohody existujice pred uzavretim tejto
Zmluvy tykajice sa zachovavania mi¢anlivosti vo
vztahu ku Skuganiu, sa nahradzaju touto Zmluvou a
iba vo vztahu ku Skusaniu.

Cl. 7 - Zodpovednost a odskodnenie

‘71 Ingtitucia zodpoveda spolo¢nosti Bayer a/-lebo jej
Prepojenym osobam vo vztahu ku skutotnej Skode
preukazatelne vzniknutej konanim alebo nekonanim
Indtitlcie v suvislosti s poskytovanim Sluzieb podla
tejto Zmluvy spolotnosti Bayer alalebo jej

‘ Prepojenym osobam a/alebo jej riaditefom,
gradnikom, zamestnancom, zmluvnym partnerom v
pripade (i) nedbanlivosti alebo umyselného

‘ protipravneho konania & opomenutia alalebo (ii)
porusenia ktorejkolvek z povinnosti prijatych na
zaklade tejto Zmluvy.

| 7.2 Spolodnost Bayer zodpoveda Intitucii za skutoénu

$kodu, preukazatelne spdsobent konanim alebo
nekonanim spolo&nosti Bayer, avSak iba v rozsahu,
v akom $kody nespdsobila Institicia a/-lebo nie je
mozné spdsobené Skody pricitat konaniu al-lebo
hekonaniu Inétitucie.

Cl. 8 - Ochrana a spristupnenie osobnych udajov

8.1 Ingtitucia si je vedoma, Ze spolocnost Bayer alebo
tretia osoba poverena spolocnostou Bayer
vklada Vysledky Skusania a vietky spravy suvisiace
so SkuSanim, a vystupy zo vietkych auditov

| I

from a third party not bound to Bayer or its Affiliates
by any express or implied obligation of secrecy, or (iv)
was developed independently by the Institution
without reference to the Confidential Information or
their use.

Furthermore, the Institution may  disclose
Confidential Information to the extent that such
disclosure is required to comply with law or an

enforceable judicial order, provided, however, that |

the Institution shall give reasonable advance notice
to Bayer and, at Bayer's request, shall cooperate with
Bayer to seek a protective order or other appropriate
remedy. The Institution will use reasonable efforts to
secure confidential treatment of any Confidential
Information that will be disclosed.

6.3 These obligations of confidentiality and non-use
provided hereunder shall survive for a period of ten

(10) years upon termination of this Agreement.

6.4 Upon request of Bayer, the Institution shall destroy/

delete any Confidential Information in their
possession or return it to Bayer.
6.5 Any pre-existing agreements regarding

confidentiality with regard to the Study shall be
superseded by this Agreement and only with regard
to the Study.

Art. 7 — Indemnity and Liability
74 The Institution shall indemnify Bayer andfor its
Affiliates and/or its directors, officers, employees,
contractors with respect to actual damage incurred,
provably caused by acts or omissions of Institution in
connection with provision of the Services under this
Agreement, in case of (i) negligence or wilful
misconduct or omission and/or (ii) a breach of any
obligations assumed under this Agreement.

7.2 Bayer shall indemnify the Institution for the actual

damage incurred, provably caused by acts or |

omissions of Bayer, however only to the extent o
which the damage is not caused also by the
Institution and /-or the damage cannot be attributed
to the acts and /-or omissions of the Institution.

Art. 8 — Personal Data Protection and Disclosure
8.1 The Institution is aware that Bayer or a third person

authorized by Bayer is entering the Results of the
Study and any reports related to the Study, and the

outcome of any audits performed by or on behalf of |
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8.2

| 9.1

9.2

vykonavanych spolo¢nostou Bayer alebo v jej mene
podla pravidiel spravnej klinickej praxe do internych
elektronickych databaz spolognosti Bayer a/alebo
tretej osoby poverenej spolognostou Bayer. V ramci
tejto spravy udajov mdzu byt'v stlade s poZiadavkami
pravidiel spravnej klinickej praxe a prislusnych
pravnych predpisov na uUseku ochrany osobnych
udajov uchovavané, spraclivané a pouzivané
spoloénostou Bayer, jej Prepojenymi osobami
a poverenymi tretimi stranami finanéné zaujmy podia
Potvrdenia o finanénych zaujmoch, a dalej aj udaje
inych zamestnancov Institicie a o ich zapojeni
v Skasani a vystupy auditov vykonavanych
spolognostou Bayer a poverenymi tretimi osobami
podla pravidiel spravnej klinickej praxe (dalej len
,Udaje"). Spolo&nost Bayer mdze poskytovat take
Udaje externym verejnym databdzam ako je
clinicaltrials.gov a v nevyhnutnom rozsahu na zaklade
prisluénych pravnych predpisov aj organom verejnej
moci.

Indtiticia  zabezpedi, Ze  vpripade, pokial
poskytovanie SluZieb v sUvislosti so Skusanim bude
vyzadovat poskytnutie osobnych Gdajov prislusnych
zamestnancov Institucie, poskytne suéinnost pri
informovani tychto zamestnancov so spracovanim
osobnych Gdajov aoznami meno takychto
zamestnancov spolo¢nosti Bayer

Institacia a spoloénost Bayer sa zavézuju dodrziavat
prisludné prave predpisy na tseku ochrany osobnych
Udajov, najma nariadenie GDPR, zékon ¢&. 18/2018
Z.z. o ochrane osobnych Udajov v zneni neskorsich
predpisov.

¢l. 9 — Trvanie Zmiuvy
Tato Zmluva nadobudne platnost po jej podpisani

poslednou stranou a Uéinnost diiom nasledujtcim po
dni jej zverejnenia v Centralnom registri zmlav

Slovenskej republiky vzmysle § 47a zakona
¢.40/1964 Zb. Obdiansky zakonnik. Skondi
neskorSou =z nasledujucich udalosti: (a) dfiom

riadneho poskytnutia poslednej z vyzadovanych
Sluzieb vsulade s¢l. 2 alebo (b) uskutofnenim
posledne]j platby v prospech Intiticie, za Sluzby
riadne poskytnuté v stlade s €l. 2 tejto Zmluvy.

Prava a povinnosti spolo¢nosti Bayer a Institicie
stanovené v tejto Zmluve, ktorych platnost vzhladom
na ich zamer alebo vyznam pretrva aj po ukonéeni
Zmluvy (vratane ale nielen prava tykajuce sa
viastnictva, patentov, ddvernosti, zodpovednosti
a odskodnenia), zostanl v platnosti aj po vypovedani
alebo uplynuti Gginnosti tejto Zmluvy.

Cl. 10 — Vypovedanie

10.1 Spolo&nost Bayer si bez ohladu na iné pravo na

vypoved stanovené v tejto Zmiuve
v aplikovatelnych ~ zékonoch a nariadeniach
vyhradzuje pravo  kedykolvek tato Zmiuvu

8.2

8.3

9.1

9.2

10.1

Bayer under GCP Rules into internal and/or Bayer-
authorized third-party electronic databases. In
connection with such data management, financial
interests according to the Financial Disclosure
Forms, as well as data about other employees of the
Institution and about their involvement in the Study,
and the outcome of any audits performed by Bayer
under GCP Rules (hereinafter referred to as “Data”)
may be stored, processed and used by Bayer, its
Affiliates and authorized third parties in accordance
to ICH/GCP requirements and applicable data
protection laws. Bayer may provide such data to
external public databases such as clinicaltrials.gov,
as well as, to the extent necessary under applicable
law, to government authorities.

The Institution shall ensure that, insofar as the
execution of Services related to the Study conduct
shall require providing the personal data by relevant
staff of Institution, Institution shall cooperate by
ensuring that such staff is informed, and name is
provided to Bayer to ensure proper information on
processing of personal data information.

The Institution and Bayer agree to adhere to
applicable data protection laws and regulations,
especially GDPR regulation, the Act No. 18/2018
Coll. of Laws on Personal Data Protection, as
amended.

Art. 9 - Term of the Agreement

This Agreement shall enter into force upon last
signature of the parties hereunder and shall take
effect on the day following the day of its publication in
the Central Register of Contracts of the Slovak
Republic pursuant to Section 47a of Act no. 40/1964
Coll. Civil Code. It shall end upon the later of the
following: (a) at the time of proper execution of the |
last of the required Services in accordance with Art.
2., or (b) the last payment made in favor of Institution
for Services duly provided in accordance with Art. 2
of this Agreement.

The rights and obligations of Bayer and the Institution
set forth in this Agreement, which by intent or
meaning have validity beyond such termination
(including, without limitation, rights with respect to
ownership, patents, confidentiality, liability and
indemnification) shall survive termination or
expiration of this Agreement.

Art. 10 - Termination

Notwithstanding any other termination right set forth
in this Agreement or in the applicable laws and
regulations, Bayer reserves the right to terminate this
Agreement at any time without cause with termination |
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vypovedat bez uvedenia dbévodu na zéklade
pisomnej vypovede s vypovednou dobou 14
(3trnast) kalendarnych dni od dorucenia vypovede
Institacii, IndtitGcia bezodkladne po prijati vypovede
na zaklade prava na vypoved stanoveného v tejto
Zmluve prestane vykonavat dalie ukony v zmysle
Zmluvy a ak to bude mozné, vyhne sa vytvaraniu
dal$ich nakladov a vydavkov.

10.2 Intiticia je opravnena tuto Zmluvu vypovedat aj
bez uvedenia dévodov vypovedou dorucenou
spoloénosti Bayer s vypovednou lehotou 2 (dva)
mesiace, ktora zaéina plynat prvym diiom mesiaca
nasledujiceho po dorugeni vypovede spolocnosti
Bayer.

10.3 Po vypovedani Zmluvy Institdcia vrati spolo¢nosti
Bayer vSetok material a predmety, ktoré jej boli
poskytnuté v suvislosti s poskytovanim SluZieb.

10.4 Ak bude niektoré regulaéné alebo zakonné povolenie
potrebné na vykonanie SkuSania (i) nakoniec
zamietnuté alebo (ii) odobraté, tato Zmiuva sa
vypovie automaticky k datumu takéhoto
zamietnutia alebo odobratia.

¢l. 11 — Rézne ustanovenia

11.1 Uzatvorenie tejto Zmluvy nie je podmienené Ziadnym
predchadzajicim  alebo  budicim  obchodnym
vztahom medzi spolodnostou Bayer a Institiciou. Nie
je podmienené ani Ziadnym obchodnym alebo inym
rozhodnutim, ktoré Institucia prijala alebo prijme vo
vztahu k spoloénosti Bayer alebo jej produktom.

11.2 Ingtitacia bude svoje povinnosti na zéklade tejto
Zmluvy vykonavat spdsobom, ktory bude v sulade
s platnymi  protikorup&nymi a protimonopolnymi
zakonmi. IndtitGcia priamo ani nepriamo nevykonala
ani neposkytia a ani nevykona ani neposkytne Ziadnu
| platbu alebo vyhodu v prospech $tatnych uradnikov,
zakaznikov, obchodnych partnerov, zdravotnikov
alebo inych oséb s cielom zabezpedit si neprimeranu
alebo nespravodlivi obchodnu vyhodu, ovplyvnit
sukromné alebo oficialne rozhodovacie procesy,
ovplyvnit predpisovanie liekov alebo niekoho prinutit,
aby porusil svoje profesionalne povinnosti alebo
profesionalne normy. Intiticia spolocnosti Bayer
okamZite pisomne oznami vSetky podozrenia na
porusenie alebo zistené porusenia vyssie uvedenych
principov v suvislosti s jej obchodnou ¢innostou
a v takychto pripadoch bude so spolo¢nostou Bayer
plne spolupracovat na preskimani zaleZitosti.

11.3 Kazda zo Zmluvnych stran kona ako nezavisly
| dodavatel a nepovaZuje sa na Ziadne ucely za

spolognika, sprostredkovatela, zamestnanca alebo
| zastupcu druhej Zmluvnej strany.

! 11.4 Tato Zmluva obsahuje Upiné dojednanie o predmete
Zmluvy a v3etkych nalezitostiach, ktoré Zmluvné
strany mali a checeli v Zmluve dojednat, a ktoré
povazuji za dolezité. Sucasne Zmluvné strany |

period 14 (fourteen) calendar days after termination
delivery to the Institution. Promptly upon receipt of a
notice of termination under any termination right set
forth in this Agreement, Institution shall stop with
performing services under this Agreement and refrain
from incurring additional costs and expenses to the
extent possible.

10.2 The Institution has the right to terminate this
Agreement at any time without case upon 2 (two)
months prior written notice. The notice period shall
start on the first day of the month following receipt of
the notice by Bayer.

10.3 Upon termination of this Agreement, the Institution
will return to Bayer all materials and objects that were
provided to him/her in relation to the Study.

104 In case any regulatory or legal authorization
necessary for the conduct of the Study is (i) finally
rejected or (i) withdrawn, this Agreement shall
terminate automatically at the date of receipt of such
final rejection or withdrawal.

Art. 11 - Miscellaneous

The conclusion of this Agreement is not conditioned
on any pre-existing or future business relationship
between Bayer and the Institution. It is also not
conditioned on any business or other decision the
Institution has made or will make relating to Bayer or
Bayer products.

11.2 The Institution shall perform its obligations under this
Agreement in a manner consistent with applicable
anti-bribery and anti-trust laws. The Institution affirms
to have not made or provided, and that they will not
make or provide, any payment or benefit, directly or
indirectly, to government officials, customers,
business partners, healthcare professionals or any
other person in order to secure an improper benefit |
or unfair business advantage, affect private or official
decision-making, affect prescription behaviour, or
induce someone to breach professional duties or
standards. The Institution will immediately report to
Bayer in writing any suspected or detected violation
of the above principles in connection with Bayer’s
business and, in such cases, will cooperate fully with
Bayer in reviewing the matter.

11.3 Each party to this Agreement shall act as an
independent contractor and shall not be construed for
any purpose as the partner, agent, employee or
representative to the other party.

11.4 This Agreement constitutes entire agreement about
the subject matter hereof and all matters the Parties |
had and wished to agree upon herein and which the
Parties consider important. At the same time the |
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| vyhlaguju a zaruéuju, Ze si navzajom poskytli vietky
| informécie, ktoré povaZzuju za doleZité a podstatné
pre uzavretie tejto Zmiuvy.

| 11.5 Zmluvné strany si nepraju, aby nad ramec
vyslovnych ustanoveni tejto Zmluvy boli akékolvek
prava a povinnosti Zmluvnych stran vyvodzované
z doteraj$ej & budlcej praxe zavedene] medzi
Zmluvnymi stranami &i zvyklosti zachovavanych vo
vieobecnosti &i v odvetvi tykajucom sa predmetu
plnenia tejto Zmluvy, ibaZze je v Zmluve vyslovne
‘ dojednané inak.

| 11.6 Pokial nie je v tejto Zmluve uvedené inak, Ziadna zo
zmluvnych stran nesmie postupit Ziadne prava
vyplyvajuce z tejto Zmluvy bez predchadzajiceho
pisomného suhlasu druhej Zmluvnej strany,
s vynimkou pripadu, kedy spolo¢nost Bayer mbze
postupit’ tito Zmluvu ktorejkolvek z jej Prepojenych
0s6b a to i bez predchadzajuceho suhlasu Institucie.

11.7 Neplatnost alebo nevykonatefnost niektorého
ustanovenia tejto Zmluvy nebude mat vplyv na
platnost zostavajucich ustanoveni. Zmluvné strany
nahradia neplatné alebo nevykonatelné ustanovenie
platnym alebo vykonatelnym ustanovenim (podla
situacie), ktoré &o najvernejdie vystihuje zamer

| Zmluvnych stran v Ease uzatvorenia Zmluvy.
‘ 11.8 Zrieknutie sa narokov alebo tichy suhlas Zmluvnej
strany alebo jej neprotestovanie proti poruseniu

niektorého ustanovenia tejto Zmluvy sa nebude |

povazovat za zrieknutie sa narokov v pripade
‘ dalgieho poruenia ustanoveni tejto Zmluvy.
| 11.9 Dodatky a prolongacie tejto Zmluvy nebudd platne,
ak nebudi mat pisomna formu a ak nebudu
| podpisané vsetkymi Zmluvnymi stranami. Tato
poziadavka sa rovnako uplatiiuje na tito klauzulu
v pisomnej forme samotnd.

1110 Na tato Zmluvu sa bez ohladu na jej pravidla
tykajuce sa vyberu pravneho poriadku vztahuju
zakony Slovenskej republiky a bude sa riadit
ainterpretovat podfa nich. Zmluvné strany sa
v pripade vsetkych konani vzniknutych na zaklade
tejto Zmluvy podriadia sudnej prévomoci prislusnych
sudov Slovenskej republiky.

11.11 Téato Zmluva je vyhotovena v slovenskom
‘ a anglickom jazyku a Zmluvné strany povaZuju obe
| jazykové verzie za rovnocenné, avsak pre pripad
nezrovnalosti medzi jednotlivymi verziami sa
Zmluvné strany dohodli, ze prednost ma slovenska
verzia Zmluvy. Tato zmluva sa uzatvéara v pocte
2 vyhotoveni, z toho 1 vyhotovenie pre Bayer
a 1 vyhotovenie pre Institaciu. Tato Zmluva a vietky
jej prilohy predstavuju celd dohodu a dohovor
Zmiluvnych stran vo vztahu k jej predmetu. V pripade
konfliktu medzi touto zmluvou a niektorou z jej priloh
st rozhodujlice podmienky tejto zmluvy. V pripade
konfliktu medzi touto zmluvou a Protokolom sa
zélezZitosti tykajliice zaobchadzania s Ucastnikmi

Parties represent and warrant to have provided to
each other all information they deem important and
substantial for entering into this Agreement.

11.5 The Parties do not wish that any rights or obligations
of the Parties are derived from the current or future
practice introduced between the Parties or from
business practice observed generally or in the field
related the subject matter of this Agreement, unless
explicitly agreed in the Agreement.

11.6 Unless otherwise set forth in this Agreement, no party
may assign any rights under this Agreement without
the prior written consent of the other party, except
that Bayer may assign this Agreement to any of its
Affiliates without the consent of Institution.

11.7 The invalidity or unenforceability of a particular
provision of this Agreement shall not affect the
validity of the remaining provisions. The parties shall
replace the invalid or unenforceable provision with a
valid or enforceable provision, as the case may be,
that comes closest to effectuating the intent of the
parties at the time of the Agreement's execution.

11.8 The waiver or acquiescence by any party or the
failure of any party to claim a breach of any provision
of this Agreement will not be deemed to constitute a
waiver with respect to any subsequent breach of any
provisions hereof.

11.9 Amendments and extensions to this Agreement shall
not be effective unless in written form and signed by
all parties, unless set forth explicitly otherwise herein.
This requirement equally applies to this written form
clause itself.

11.10 This Agreement shall be governed by, subject to
and construed in accordance with the laws of the
Slovak Republic regardless of its choice of law rules.
For any and all proceedings arising hereunder the
parties agree to the exclusive jurisdiction of the
competent courts of the Slovak Republic.

11.11 This Agreement is made in the Slovak and English
language and the Parties consider both language
versions to be equivalent, however in case of any
discrepancies between individual versions the
Parties agreed that the Slovak version shall prevail.
This Agreement is made in 2 copies, out of which
Bayer receives 1 copy and Institution 1 copy. This
Agreement and any Appendix hereto set forth the
entire understanding and agreement of the parties
relating to the subject matter hereof. If there is any
conflict between this Agreement and any
Attachments to it, the terms of this Agreement
control. If there is any conflict between this
Agreement and the Protocol, the Protocol will control
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skudania riadia Protokolom a vsetky ostatné as to any issue regarding treatment of trial Subjects,
zélezitosti Zmluvou. and the Agreement will control as to all other issues.
| ¢1. 12 — Prilohy Art. 12 - Appendices
Nasledujuce prilohy tvoria neoddelitelnu stcast tejto The following Appendices shall form an integral part of
Zmiluvy, ak nestanovi Zmluva inak: this Agreement, unless set forth otherwise herein:
Priloha 1: Protokol Appendix 1: Protocol
Bayer
Miesto/datum - Place/date:

Bayer, spol. s r.o.

‘ Na zaklade plnej mocrpower vl auurney

Nemocnica Poprad, a.s.

Miesto/datum - Place/date:

‘ Name/Meno a priezvisko: .
Function/Funkcia: predseda predstavenstva/ Chairman of the Board

i Name/Meno a priezvisko' -

Function/Funkcia: podpredseda predstavenstva/Vice Chairman of the Board
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