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_ ZMLUVA —
O VYKONANi KLINICKEHO SKUSANIA

Medzi

Bayer, spol. s r.o,

so sidlom: KaradZi€ova 2/A, 811 09 Bratislava

zaplsana v obchodnom registri Okresného stdu Bratislava |,
Cddiel: Sro, vioZka & 18413/B

ICO: 35 754 143

DIC: 2020253818

viei mene kona: Ing. Andrea Stefankovidova, na zaklade
pinej moci

(dalej len “spoloénost Bayer")
a

Narodny Ustav srdcovych a cievnych chordb, a.s.
so sidlom: Pod krasnou hérkou 1, 833 48 Bratislava 37

ICO: 35971126

DIC: SK2022105107

E-mail: mongi.msolly@nusch.sk

Zapisana: Obchodny register Okresného sudu
Bratislava |, oddiel: Sa, viozka &lslo: 3774/B

Konajuci prosfrednictvom:

Ing. Mongi Msolly, MBA, Generdiny riaditel & predseda
predstavenstva,

doc. MUDr. Juraj Madari¢, PhD., MPH, podpredseda
predstavenstva

MUDr. Viera liikova, PhD, &len predstavenstva

(dalej len "Centrum")
a

doc. MUDr. Eva Goncalvesova, CSc., FESC
Datum narodenia:

Adresa ftrvalého = Dydliska.

02 Bratislava

Email: S

(dalej ien ,Skasajuci'y

(Centrum a SkuSajuci dalej spolotne oznagovan! ako
<Lmluvnf partneri')

uzavrela niZdie uvedeného dfia, mesiaca a roku podla
ustanovenia § 269 ods. 2 zakona &. 513/1991 Zb., Obchodny
zakonnik, v znenl neskor§ich predpisoy (dalej len
Zmiuva“):

AGRE[—FMENT FOR THE
PERFORMANCE OF A CLINICAL TRIAL

|
Between !

|
Bayer, spol.sro. |
with its registered seat at: Karad?itova 2/A, 811 09
Bratislava registered in the Commercial Register of the
District Court in Bratisiava |, Section: Sro, Insert number:
18413/8
10 No.: 35 758 143 !
VAT No.: 2020253818
represented by: ing. Andrea Stefankovicova, power of
attorney |

{(hereinafter referred to %s "Bayer")
and

Narodny Ustav srdcovych a cievnyeh choréb, a.s.

With its registered seat at: Pod krasnou hérkou 1, 833 48
Bratislava 37

ID No.: 35971126
VAT No,: 8K2022105107

E-mail: mongi.msolly@nusch.sk

Registered in the companies” registry:

Commercial Register of District Court Bratislava I, Section:
Sa, Insertion No. 37741@

Represented by: \

(ng. Mongi Msolly, MBA, General Director and Chairman of -
the Directorate, \

doc. MUDr. Juraj Madarig, PhD., MPH, Vice-chairman of the
Directorate ; _

MUDr. Viera illikova, PhP, member of the Directorate

(hereinafter referred to as "Center").

and

doc. MUDr. Eva Goncalvesovs, CSc., FESC
Date of birth;
Permanent address:

Email S

|
(hereinafter referred to ds "Investigator’)

(Center and Investigato!r collectively hereinafter referred to
as "Contract Pariners")

entered into on the below stated day, month and year
pursuant to Section 269(2) of the Act No. 513/1991 Coll.,
Commercial Code, as amended (hereinafter referred to as
‘Agresment"). 1

\

CV¥ATh Agresment between Bayer, Center ang Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, Ociober 201 9)
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Preambuia

VzhFadom na to, Ze Bayer poziadal Zmluvnych partnerov,
aby uskutognili klinické ski8anie so ski&anym produktom
finerensnom (vratane akéhokelvek lieku, ktory sa skdsa
v ramci Skisania alebo pouziva ako referengny liek, vratane
placeba, spolodne dalej na Gdely tejte Zmluvy len ,Skasany
liek") s nazvom Multicentrické, randomizované, dvgjito
zaslepend, placebom kontrolované klinické skiSanie s
paraleingmi skupinami na vyhodnotenie fi€innosti a
bezpeénosti finerendnu z hfadiska morbidity a mortality
u Uéastnikov so srdcovym zlyhavanim (NYHA [I-1V) a
ejekénou frakciou lavef komory 2 40 % (LVEF 2 40 %)"
s &lslom Bayer 20103 (dalej [en ,Skasanie”), ktore je blizsie
popisané v protokole 20103 verzia 1.0 zo dia 5.3.2020,
ktory bude samostatne poskymuty Sko3ajlicemu, vratane
jeho naslednych zmien (ieho posledna schvalena verzia se
dale] oznatuje len ako ,Protokol").

Zadavate! skadania je spolo¢nost Bayer AG, so sidlom
Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko,
spojena so spolonostou Bayer Spolo¢nost Bayer AG
poveril vdetkymi operaénymi procesmi suvisiacimi so
Skusanim spoloénost Bayat.

Vzhladom hnato, Ze Zmluvni parner disponujd
vedomostami, skdisenostami a zdrojmi nevyhnuinymi pre
uskutoénenie Skidania, podfa ich najlepdich vedomosti
maju pristup k pozadovanému poétu Udastnikov skiSania
splfiajicich  kritéria  pre  zahrnutie do  Skusania
a nespifiajicich kiitéria pre vylicenie zo Ski$ania, ako su
stanovené v Protakole, a st ochotni Skisanie zrealizovat'

Preto sa zmluvné strany dohodli nasledovne:
€l 1 — Predmet Zmluvy

1.1 Predmetom Zmluvy je vykonanie SkiSania v Centre,
rozdelenie povinnostf siivisiacich so Skianim medzi
spoloénost Bayer a Zmluvnych partherov.

Cl. 2 — Povinnosti Zmluvnych partnerov

24 Zmluvnf partneri vykonaja a zdokumentuja Skdsanie
v prisnom sulade s () Protokotom; (b) podmienkami
tejto  Zmluvy; (c) efickymi zasadami Helsinskej
deklaracie; a (d) Smernicou ICH GCP E6 Spravna
klinicka prax; {(e) vsllade s prisiudnymi pravnymi
predpismi SR, predovietkym v stilade so zakonom C.
36212011 Z. z. o liekoch a zdravotnickych pombckach
v platnom znenl (dalej len ,Z&kon o liekoch®), ako aj
v8eobecne prijimanymi Standardmi sprévnej klinickej
praxe; a () plsomnymi pokynmi spoloénosti Bayer, s
fou Prepojenych osdb alebo trete] osoby nato
poverenej, stvisiacimi so Skudanim, a (g) zdakonmi,
predpismi, nariadeniami a koédexmi compliance; a (h)
v3etkymi prikazmi a povereniami prislusnych organov
vereinej moci a spravy a etickych komisit, ak sU take.
Centrum poskytne adekvatne zdroje a vybavenie
na vykonanie Skusania. ,Prepojenou osobou® sa

Preamble

Whereas, Bayer has requested Contract Partners to conduct
a clinical tfrial involving the study product finerencne
(hereinafter together with any medicinal product which is
being tested or used as a reference in the Study, including
as a placebo, hereinafter reffered to as "Study Drug") entitled
LA multicenter, randomized, double-blind, parallel-
group, placebo-controlled study to evaluate the efficacy
and safety of finerenone on morbidity and mortality in
participants with heart failure (NYHA IHV) and
leftventricular efection fraction =z 40% (LVEFz 40%)"
with the Bayer number 20103 (hereinafter referred fo as
"Study") as described ih more detail in the profocol 20103
version 1.0 dated 05-Mar-2020 provided separately fo
Investigator, as amended from time to time (latest approved
version hereinafter referred to as "Protocol”).

Whereas, the Study is sponsored by Bayer AG, Kaiser-
Wilhelm-Aliee 1, 51373 Leverkusen, Germany, an affiliated
company of Bayer. Bayer AG has delegated all study related
operational procedures to Bayer.

Whereas, Contract Pariners possess Knowledge,
experience and resources necessary for the conduct of the
Study, have - to the best of their knowledge - access fo the
required number of trial subjects with the inclusion/exclusion
criteria as laid down in the Protocol and are willing to conduct
the Study.

Therefore, it is agreed as follows:
Art. 1 - Subject of the Agreement

1.1 Subject of the Agreement is the performance of the
Study at the Center and the allocation of Study related
obligations either to Bayer or fo Contract Partners.

Art. 2 - Responsibilities of the Contract Partners

2.1 Contract Partners shall perform and document the Study
in strict accordance with the current version of (a) the
Protocol; and (b) the terms and conditions of this
Agreement; and (c) the ethical principles of the
Peclaration of Helsinki; and (d) the ICH Harmonised
Tripariite Guideline for Good Clinical Practice ES; () in
accordance with legal acts of Slovak Repubilic, especiaily
with Act No. 362/2011 Coll. Act on Medicines and
medical devices as amended (hereinafter referred to as
"Act on Medicines") as well as generally accepted
standards of Good Clinical Practice; and (f) any Study-
related instructions given in writing by Bayar, an Affiliate
or a third party authorized by them; and (g) all applicable
taws, rules, regulations and compliance code(s); and (h)
any and all orders and mandates of the relevant
governmental and administrative authorities and
institutional review boards / ethic committees

CUA1Db Agreement between Bayer, Center and tnvestigator for the performance of a ¢linical trial (based on Bayer Organized generic V 3.7, October 2018}
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2.2

2.3

2.4

rozumie  akakolvek pravnicka osoba alebo
spolocnost, ktora priamo  alebo nepriamo,
prostrednictvom Jedného alebo viacerych
prostredntkov ovlada, je ovladana alebo je pod
spolognym ovladanim so spolotnostou Bayer.

Centrum sa zavazuje zabezpedit' a archivovat podia
pravnych predpisov  a ustanoven| tejto  Zmluvy
laboratérne vysetrenia ako a] iné vydetrenia a ich
nasledné odbomné lekarske zhodnotenie a poplsanie
vysledkov tychto vySetrenl, ako napriklad odbery
a vykonanie laboratornych rozboroy vzoriek krvi atd.,
ktore s vyzadované Protokolom klinického skisania,
vratane poskytnutia s tym stivisiacich dokumentov
(predovsetkym  Zivotopis vedutceho iaboratbria,
laboratérne certifikdty, referenéné hodnoty, revizne
Spravy na pouzite pristroje a zariadenia, doklady o ich
kalibracii, certifikacii a pravidelnych  kontrolach,
vratane Inych dokiadov v zmysle pravnych predpisov,
ktoré stvisia sriadnym a bezpeénym uzivanim
pristrojov a zariaden| a iné).

Centrum sa zavazuje umoZnit spolotnosti Bayer,
alebo trete] osobe skiorou spolotnost Bayer
spolupracuje, ako aj prisiusnym regulaénym C(radom
vykonat audit a ingpekcie,

SkOSanie  bude v Centre vykonavané na
zodpovednost a pod dohladom Skigajuceho.
Skusajlici je zodpovednym veducim skupiny dalsich
skil3ajlcich zGcastiujicich sa Skigania v pripade,
Ze Ski(sanie je vCentre vykonavané viac ne#
jednym skogajicim (takito daisf skusajuci sa dalej
oznacuju ako ,Lekéri timu skusania"). Skugajlct je
zodpovedny  z lekarskeho hladiska za blaho
Gcastnikov Skigania.

Skiisanie bude v Centre vykonavané Skidsajucim
adalsimi &lenmi timu skdagania nad ramec ich
beZnych pracovnych &innosti a povinnosti.

Centrum umozZni a Skusajuci zabezpedi, aby Lekari
timu skiSania a ostatny personal zapojeny do
Skosania (dalej len ,Clenovia timu skusania")
dodrziavali podmienky tejto Zmluvy. Centrum
prostrednictvom  SkdSajliceho  zabezped!, aby
povodn( aj novi Lekari timu skigania a Clenovia fimu
skugania boli riadne za3kolenl, kvalifikovani a
vzdelani, predovietkym, aby sa ztgastnili vetkych
Skolenl o Skusani. Bayer m& pravo odmietnut
konkrétnych Clenov timu skisania z opodstatnenych
dévadov, ak ich Bayer povaZuje za nie primerane
za8kolenych afalebe kvalifikovanych.

Ak Bayer odmietne niektorého Clena timu Skugania,
Skisajlci bezodkladne ukondf Geast Clena timu
skiSania v Skusani podla tohto bodu. Bayer mése
toto pravo realizovat' aj viastnym zaslanfm ukon&enia
Clenovi timu_sk(gania. Skisajici sa zavazuje pred

(hereinafter referred to as "ECs"), if any. Center shall
provide adequate resources and facilities for the
performance of the Study. “Affiiate” shall mean any
entity or company iwhich directly or indirectly, through
one or more intermediaries, contrals, is cantrolled by or
is under common control with Bayer.

2.2 Center is obliged to ensure and archive according to
local laws and under this Agreement delivery of fab
examinations and all other examinations including the
reports containing expert medical evaluation of individual
resuits of these examinations, e.d. blood sampling
including the blood sample analysis, etc. required by
Clinical Study Protgcol including associated documents
(in particular, CV Head of the Lab, Laboratory
Certificated, Normall Lab Ranges, Inspection reports for
the use of the apparatus and equipment, evidence of
their calibration, certification and periadic inspections,
including other legal documentation related ta the proper
and safe use of the iapparatus and equipment, etc.).

|

Center shall allow Bayer, or third parties contracted by
Bayer and the relevant authorities to perform audits and
inspections. ‘

2.3 The Study at the Center will be conducted under the
responsibifity and  supervision of Investigator.
Investigator is the respensible head of the group of
further participatin% investigators in case the Study at
the Center is performed by more than one investigator
(such further investigator/s hereinafter referred to as
"Study Team Physicians”). Investigator is medically
responsible for the well-being of the trial subjects
participating in the Study.

The Study will be performed at the Center by the
Investigator and by other Study Team Members beyond
their normal work agtivities and duties.

2.4 Center shall allow aﬁd the Investigator shall ensure that
Sludy Team Physiclans and other personnel involved
with the Study (hereinafter referred to as “Study Team
Mermbers") comply with the terms and conditions of this
Agreement, Centers‘rh-all ensure through the Investigator
that initial and joining? Study Team Physicians and Study
Team Members are 'appropriately trained, qualified and
educated, in particular that they participate in all training
sessions regarding the Study. Bayer shali have the right
to reject specific Study Team Members on reasonabie
grounds, if Bayer deems them not appropriately trained
andfor qualified.

If Bayer refuses any Study Team Member, the
Investigator shall immediately terminate the participation
of the Study Team Member under this point. Bayer may
also exercise this right by sending the termination to a
Study Team Member by itself. Investigator shall ensure

\

Cl/A1b Agreement between Bayer, Center and Investigator for the parfermance of e clinical trial (based on Bayer Organized generic V 3.7, October 2019)
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2.5

26

27

zaradenim kazdého Clena timu skaania zabezpeéit
jeho  zaskolenie o podmienkach vykonavania
Skasania najmens] v rozsahu  podmienok
vyplyvajicich pre vykonavanie skiania z fejto
Zmluvy a prislusnych pravnych predpisov s
priliadnutim K rozsahu éinnosti, ktorej vykonavanim
bude konkrétny Clen timu skiSania Skusajucim
povereny pri vykonavani Ski3ania. Zapojenie
akéhokolvek Clena timu skuSania do Skigania
vyZaduje jeho predchadzajici podpis Prilohy €. 8
Zavazok Ciena timu skasania k G¢asti na vykonan(
Skisania. Bez zbyiotného odkladu po povereni
nového Clena timu skaSania je Skaajuci povinny
zabezpetit odovzdanie riadne vypinenej a Clenom
timu skaania podpfsanej prilohy podfa tohto bodu
spoloénosti Bayer. SkuSajici je opravneny Ucast
jednaotiveho  Clena timu skiSania kedykolvek
jednostranne ukongit na zaklade svojho rozhodnutia.
Kazd zmenu timu skd$ania je Skuajlci povinny hez
zbytosného odkladu pisomne oznamit spolofnosti
Bayer prediozenim zoznamu aktuainych Clenov timu
skusania.

Centrum umoZni Skésajlcemu, Lekarom  timu
sk(ania a Clenom timu skasania zagastnit' sa, ak sa
to vyZaduje, stretnutl skGSajicich a telefonickych
konferencii uskutodfiovanych v priebehu Skusania
v rozsahu poZadovanom spolo¢hostou Bayer.

Akékolvek uzatvaranie subdodavatelske] zmiuvy
tykajuce sa ktorejkolvek z povinnosti Centra na
zéklade tejto Zmluvy s trefou stranou vyZaduje
predchadzajuci pisomny sUhlas spoloénosti Bayer,
ktorého udelenie je na vylutne] Gvahe spolognosti
Bayer. V pripade uzavretia subdodévatelskej zmluvy,
uzatvori Centrum plsomnt zmluvu S0
subdodavatefom, ktora bude obsahovat rovnake
podmienky, zavazné prinajmendom v takom rozsahu,
ako podmienky obsiahnuté v tejto zmluve, a ktoré
zabezpetia uplatiovanie prav spoloénostou Bayer
v silade s touto zmiuvou {ako su prava na Vysledky,
vykonavanie monitorovania a audity atd.) aj vodi
subdodavatelovi Centra.

Zmluvnt partneri vynaioZia vietko Usilie na zaradenie
13 (trindst) uastnfkov SkuZania do Skdsania
vsllade spofiadavkami na zaradovanie a
harmonogramami stanovenymi v Protokole. Toto
mnoZstvo Udastnikov mbdZe byt zvydované az do
uzavretia  daldieho zaradovania a  podlieha
plsomnému sahlasu spolognosti Bayer. Platny rozvrh
harmonogramu vzfahujtci sa na vykonanie Skisania
je nasledyjlci:

Predpokiadang zaradovanie Ugastnikov Skasania sa
zatne 14.9,2020 aukontisado 14.9.2022 (dalej
aj ako ,Zaradovacie cbdobie”). Dal$i G&astnici méZu
byt zaradeni do SkuSania afalebo Zaradovacie
obdebie sa moZe preditit iba na zéklade poziadavky
spoloénosti Bayer.

training of each Study Team Member abaut the terms
and conditions of the Study conduct prior to his/her
appointment, when such training shall be at least in the
extent of terms set forth in this Agreement and the
applicable laws taking into consideration the extent of
activities which such Study Team Member is assigned
by the Investigator in the Study conduct The
involvement of any Study Team Member in the Study
requires hisfher prior signature of a declaration as
outlined in the Commitment to Participation in the Study
Conduct as outlined in the template attached as
Appendix 8. Investigator shall ensure submitting of forms
pursuant to the previous sentence to Bayer, which are
properly completed and signed by the Study Team
Member without undue delay after appointment of the
new Study Team Member. Investigator is authorized to
end participation of individual Study Team Members at
any time within his sole discretion. Each change in the
Study Team shall be nctified by Investigator to Bayer by
submission of a written list of all actual Study Team
Members without undue delay after any such change.

2.5 Center shall allow Investigator, Study Team Physicians
and Study Team Members, as requested, to participate
in the investigator meetings -and telephone conferences
conducted in the course of the Study to the extent
requested by Bayer.

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

2.7 Contract Pariners shall use their best efforts to include
13 (thirteen) trial subjects in the Study in accordance with
the enrolment reguirements and timelines set forth in the
Protocol. This number of subjects can be increased until
recruitment stop and it is subject to written approval by
Bayer. The current time schedule for the conduct of the
Study is as follows:

Recruitiment of the trial subjects is expected to begin on
14-Sep-2020 and to be completed until 14-Sep-2022
hereinafier referred to as “Recruitment Period”.
Additional trial subjects can be enrolled in the Study
andfor the Recruitment Period can be extended, only if
requested by Bayer.

CI/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (hased on Bayer Organized generic V 3.7, October 2019)
SK17JUL2020
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2.8

2.9

2.10

Ak spoioénost Bayer pisorne oznami Zmiuvnym
partnerom, Ze poZadovany celkovy podet Ugastnikov
Skosania  bol uz dosiahnuty  prostrednictvom
skorsieho zaradovania v konkurendnych centrach
skusania, Zmluvni partneri nebudd pokratovat
v zaradovani dalSich USastnikov Skusania a 2iadni
dalsl Utastnici Skusania nebudd prijatl na Skusanie
v Centra,

Zmluvni partneri zabezpedia, %e Skuanie bude
vykonavané vsulade s povolenim vydanym
kompetentnou narodnou (Statny Ustav pre kontrolu
lieClv) alebo eurdpskou autoritou (v zavislost od
druhu Skusania) a kladnymi stanoviskami prisiusnych
etickych komisil, ktoré tvoria prilchy & 2 a 3 tejto
Zmiuvy,

Zmluvni  Partneri informujii vetkych u&astnikay
Skasania zodpovedajicim spésobem o cieloch,
metédach, predpokladanych prinosoch a
potencialnych rizilkdch Skigania a o ckolnostiach, za
ktorych by ich oscbné ddaje mohti byt spristupnené
spolodnosti Bayer, s fou Prepojenym osobam,
prislugnym argénom, tretim stranam, ktoré poskytuju
sluZby spoloénosti Bayer afalebo etickym komisiam
na zaklade informovanych stihlasov pripravenych
spoleCniostou Bayer. Zmiuvni Partneri zabezpedia, 2o
akakolvek Ucast U¢astnikov SkaZania na véetkych
aktivitach so Skasanim suvisiacich (od zaradenia po
posledné kontrolné vysetrenia G&astnika skoZania) sa

uskutofni aZ po tom, &o podpisu informovany sthlas

Utastnika Ski3ania poskytnuly spoloénostou Bavyer.
Ak agastnik svoj stblas v priebehu Ska3ania odvola,
nesmu byt voi nemu vykonané ziadne dalsie vykony
tykajice sa Skadania okrem vykonov suvisiach
sukonéenim  G¢asti v Skusani stanovenych
v Protokole a odsuhlasenych zo strany uéastnika.
Zmluvnl partnen s powi adne | '
spoletnost Bayer

+421 908 366471, ak podaes alebo pe skondeni
SkGsania G¢astnik Skadania svo] sthlas  so
spracovanim oscbnych ddajov odvola, alebo mieni
vyuzit’ akékolvek iné prave suvisiace s ochranou
osobnych Udajov a nim udelengého informovangho
suhlasu. Zmluvnl parineri nesmu vo vztahu k tomuto
Ucastnikovi Skusania vykonat Ziadne dalsie postupy
vztahujice sa na Skadanie okrem pripadnych

opatrent Iykajicich sa nasledného  sledovania
sfanovenych  Protokalom, skiorymi  Ogastnik
Skidania sihlasii. Nasledna liedba Géastnika

skiSania mimo udasti na SkiSani je vyluénou
lekarskou zodpovednostou Zmluvnych partnerov.

Zmluvni partneri upovedomia Uéastnikoy skiania, Ze
pocas ich uGasti na tomto Skisanl sa nesma zizastnit
na Ziadnom inom klinickomn skagani.

If Bayer provides a writtén notice to Confract Partners
that the requested overall number of trial subjects for
the Study has already been achieved through eatlier
recruitment by competitive Study centres, Contract
Partners shall not recruit any further trial subjects for the
Study and no further trial subjects shall be accepted for
the Study at the Center.

2.8 Contract Pariners Lhaﬂ ensure that the Study shall be
conducted in compliance with the approval issued by
national {the State institute for Drug Contro)) or ELU
authority (depends{on type of the Study) and positive
opinions of the competent Ethics Gommissions, which
form Appendices 2 and 3 hereto.

2.9 Contract Partners: shall inform all tial subjects
adequately of the aims, methods, anticipated benefits
and potential hazards of the Study and the
circumstances under which their personal data might be
disclosed to Bayer, gts Affiliates, competent autharities,

third parties who

erform services for Bayer and/or

ethics commitlees using the consent form(s) provided by
Bayer. Contract Partners shall ensure that the any
patticipation of a trial subjects in the Study related
activities (from enrglment to follow-up measures) must
be covered by the frial subject's informed consent
provided by Bayer.‘ If such consent is revoked in the
course of the Study, no further Study related procedures
carn be performed bﬁ Contract Partners with regard to the

respective trial subject except for any Study related
follow-up measures laid down in the Protocol and
consented by trial| subject. Contract Partners nusl
promptly inform Ba)L-er

+421 908 366 471, if - during or after the clinical trial - a
trial subject withdraws her/his consent regarding data
processing andfor intends to exercise any other data
privacy right referred to in the consent form. Contract
Partners shall not, in relation to such Participant, perform
any other procedures relating to Study other than any
follow-up measures set out in the Protoco! with which the
Participant has agreed. Subsequent treatment of the trial
subject beyond study participation lies in the sole
medical responsibility of Contract Partners.

2.10

Contract Partners shall inform trial subjects involved

in the Study that théy may not participate in any other
clinical trial during the course of this Study.

CliA1b Agreement tietween Ba
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2.11 Zmluvnf partneri st povinnl informoval spolotnost | 211 Contract Partners shall inform Bayer via the

Bayer prostrednictvom elekironického hiasenia v electronic reporting in the electronic case report form or
elektronickom zaznamavom formuldri Ugastilka | by fax or email — as appropriate - in case of serious
alebo faxom, alebo aj emaillom — ako je to adverse reactions, serious adverse events, pregnancies,
najidelnejsie v pripade zaévaZnych neZiaducich adverse reactions and adverse events promptly, but no
adinkov, zavaZnych neZiaducich udalosti, later than within the timelines stipulated in the Protocol
tehotenstiev, nesiaducich ddinkov a neZiaducich andfor in other instructions on safety related data
udalostl bezodkiadne, najneskér viak v ramef lehdt reporting provided by Bayer. Such reporting shall be
stanovenych v Protokole afalebo inych pokynoch done together with an assessment of causality. The
danych spolofnostou Bayer o hlaseni Udajov scope of the data made available for Bayer must respect
tykajlcich sa bezpeénosti. Stiéastou takého hlasenia the requirements defined in the applicable legal
je aj posidenie priginne} shvislosti. Rozsah regulations.

spristupnenych Gdajov musl respekiovat poziadavky |
definované v prislugnych predpisoch. :

Zmluvni partreri okamiZife odpovedia na vSetky Contract Partners shall promptly respond to any query
otdzky spolotnosti Bayer alebo osbb poverenych from Bayer or dedicated agents of Bayst regarding the
spoloénostou Bayer tykajirce sa dokumentacie documentation of adverse events / reactions and
neziaducich udalosti / uéinkov a tehotenstiev, vratane pregnancies, including active follow up and clarification
aktivheho nasledného sledovania a objasnenia of inconsistencies.

akychkolvek nezrovnalosti.

Zmiuvni partneri sa zavézuji priame a bezodkladne Contract Partners shall promptly informi  Bayer
informovat' spolognost Bayer na: pharmecovigilance. sk@bayer.com, tel.:
pharmacovigilance sk@bayer.com, tel.: 00421 907 255 993 in case a trial subject participating
00421 807 255 993, v pripade, Ze t8astnik Skisania in the Study expresses the opinion that histher health
zisastiujicl sa SkGSania wvyjadrl nézor, Ze dosio has been damaged due to histher participation in the
k podkodeniu jeho =zdravia vdbsledku Ggasti v Study and that hefshe is therefore entitled to financial
Skusani, a Ze ma preto pravo na finanént nahradu. compensation.

2.12 Zmiuvni partneri bezodkladne predloia spolotnosti [ 2.12  Contract Partners shall promptly submit to Bayer

Bayer vietky dokumenty prijaté od Gradov, etickych copies of any documents received from authorities,
komisii a/alebo prisiunych reguladnych organov ethics committeels, andfor other relevant regulatory
tykajuce sa akychkolvek suhlasov alebo povoleni body regarding any approvals or authorisations or safety
alebc prisludne] komunikacie vztahujuce] sa relevant communication with respect to the Study.

na bezpetnost vo vzl'ahu ku Skisaniu.

2.13 Zmluvni partneri pouZijd Skdsany liek vyluéne pre | 2.13  Contract Pariners shall use the Study Drug

Géely wvykonania SkdSania a iba spbsobom exclusively for the purpose of conducting the Study and
Epecifikovanym v Protokole. Zmluvnl partnesi s only as specified in the Protocol, Contract Pariners are
zodpovedii za riadne pouZivanie, manipulovanie, responsible for the proper use, handling, storage and
skladevanie a vedenie podrobnéj a presnej evidencie keeping detailed and accurate records of handling with
zaobchadzania so SkiaSanym liekom v ptiebehu the Study Drug in the course of the Study pursuant to
Skisania v silade s poZiadavkami spravnej klinicke] requirements of the good dinical practice and good
praxe a spravnej lekdrenskej praxe. Centrum sa pharmacy practice. Center undertakes to receive the
zavazuje prifimat Ska$any produkt na Centre Study product in the Cenfer in business days between
v pracovnych dfioch od 8.00 do 16.00 hod. Centrum 8:00am and 4:00pm, store, Keep records of and
sa zavizuje na Centre SkaG3any produkt riadne dispense the Study product to the ftrial subjects. In
uchovavat, evidovat a vydavat Skasany liek addition, Contract Partners shall return  unused
tdastnfkom Skisania. Okrem toho Zmluvni partneri quantities or arrange for proper destruction, of Study
vratia alebo zabezpedéia riadnu likvidaciu nepouzitého product if Bayer has requested such desfruction and
Sk(saného produkiu, ak si spolotnost Bayer document this adequately,

likvidaciu  vyZiadala, a tito likvidaciu riadne

zdokumentujui.

214 Vstlade so Specifikéciami, uvedenymi v Protokole, | 2.14  In accordance with the specifications set forth in the
Zmiuvni partneri respektive Sko3ajici je povinny Protacol, Contract Partners respectively the Investigator
zhromazdovat’ a ukladat tdaje do elektronickych shall collect and enter data into the — electronic or paper
alebo  papierovych  zaznamovych  formularov - case report forms (hereinafter referred to as “CRFs")

CliA1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, Octeber 2019)
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gastnika (dalej len ,CRF") bezodkladne, najneskdr
vSak do & kalenddrnych dni od ich vytvorenia,
Skusajuici (alebo povereny Clen timu skasania) bude
pravidetne predkladat spolotnosti Bayer CRF-y a
v8etku dokumentaciu vyzadovan( Protokolom, aby
spoloénost Bayer mohla U(daje priamo alebo
prostrednictvom  inéha  subjektu  nepretrzite
spracovavat. V pripade omeskania s vkladanim
Udajov spolonost Bayer ma pravo, na zaklade
pisomneho oznamenia dorueného Skudajlcemu,
zastavit  zaradovanie UGastnikov  SkiiEania
Ska3ajucim az do doby, ked je vkladanie Gdajov
aktualizovane. Ak toto bude mat za nasledok
omeskarie v zaradovani C(Eastnfkov SkuSania,
spoloCnosti Bayer patria prava stanovené v bode
12.4. Bezodkladne po liethe posledného z ttastnikoy
skiSania, musl byt dokontené viozenie vietkych
zostavajlcich informacii do CRF-u, a CRF-y,
slvisiaca dokumentacia ako aj nepouzité CRF
v papierovej podobe, sa odosli spoloénosti Bayer
alebo na zéklade poziadania zo strany spolodnosti
Bayer sa znitla. Ak sa vSki3an! pouzivajl
elektronicke zaznamové formuldre Géastnika (CRF),
Bayer poskytne pristup do CRF Skugajicemu.
NavySe, Bayer poskyine finalne elekironické
zéznamoveé formulre pacienta (End of Study PDFs)
Skisajicemu na digitainom médiu (napr. kompaktny
disk, pamatové médium USB) a Skusajuci po ziskani
potvrdi Citatelnost vy3sie spomenutych End of Study
PDFs. Povinnostou Skusajliceho je overit Uplnost
finalneho End of Study PDFs podia ingtrukeif
poskytnutych spofoénostou Bayer. Zmiuvni partneri
sa zavazujl zabezpedit, Ze daje budt archivované
vsllade s prislusnymi  zakonmi, predpismi
a nariadeniami, tieZ touto Zmiuvou a budu k dispozicii
pre budice indpekcie a audity. Zmluvni partneri sa
zavazuju poskytovat sddinnost pri  pohotovom
objasiovani akychkolvek otazok tykajicich sa udajov
v CRF a venovat sa tymto otazkam a odpovedat na
ne bezodkladne, najneskér viak v lehote 5 (pat)
pracovaych dni. Ak to bude nevyhnuingé, moze
spoloénost Bayer poiadovat odpoved aj v krat3om
Casovom Gseku. Okrem toho zmiuvnl partneri na
Ziadost spoloCnosti  Bayer poskytnd  primerant
stcinnost’ pri priprave celkovej spravy o Skasani,
Zmluvni partneri dalej spoli s dokurnentaciou
uvedenou vyssie poskytni spolotnosti Bayer
prislusné odobraté vzorky Udastnikov skdsania a
slvisiace klinické Gdaje pre napinenie u&elu
popisaneho v Protokole v sulade so 3pecifikaciami v
fom uvedenymi {dalej len “Vzorky udastnikov
Skasania”). Naklady na prepravu Vzoriek téastnikov
Skasania do miesta uréengho spolotnostou Bayer
ponesie -spolotnost Bayer, tak ako je uvedené v
Protokole, vratane nakladov vynaloZenych na
zaobstaranie akychkolvek potrebnych povoleni pre
prepravu,

Zmluvni partneri  uchovaji vdetku a akukolvek
dokumentaciu slvisiacu so Skdanim potas dihdej z

2,15

promptly, but no later than within 5 calendar days of
generating the data. The CRFs and any documentation
required by the Protocol shall regularly be forwarded to
Bayer by the Investigator (or authorized Study Team
Member) in order to enable Bayer to process the dataor
have it processed on a continuous basis. In case of
delays of data entry Bayer has the right by giving written
notice to Investigator to stop enrolment by the
investigator untif d ita entry is up to date. If this results in
delays in trial subject recruitment, Bayer shall have the
rights set forth i Section 12.4. Promptly after the
treatment of the last frial subject, all outstanding CRF
entries shall be completed and CRFs, related
documentation as| well as unused paper CRFs, if
applicable, shall be forwarded to Bayer or destroyed
upon Bayer's requaist‘ in case electronic CRFs are used
in the Study, Bayer will provide access to electronic
CRFs to the Investigator. Furthermore, Bayer will provide
the final patient electronic CRFs (End of Study PDFs) to
the Investigator on| digital data media {e.g. CDs, USB
memory sticks) and the Investigator shall confirm that
data is readable. Itis Investigators’ responsibility to verify
the completeness and correctness of the End of Study
PDFs according tb instructions provided by Bayer.
Contract Partners shall ensure that such data is archived
according to local [aws, rules, regulations this Agreement
and made available for future audits/inspections,
Contract Partners' agree to assist in the prompt
clanification of any queries related to CRF data and shall
attend to and respond to such queries promptly, but no
later than within 5|(five) business days. If necessary,
shorter response times may be requested by Bayer.
Furthermore Cantract Partners shall reasonably assist in
the preparation of the overall Study report upon Bayer's
request. If applicable, Contract Partners shall in addition
to the documentation specified above, provide to Bayer
samples from participant and associated clinical data for
the purposes described in the Protocol in accordance
with the specifications set forth therein (hereinafter
referred to as “Tral Subject Sets"). The costs for
shipping of Trial Subjects Sets to the location spegified
by Bayer will be borne by Bayer as set forth in the
Protocol, including the cost of procuring any necessary
permits for shipping|

Contract partnets. shall retain all Study documents

for the longer of the two following periods, 1/ 15 (fifteen) |

CHA1b Agreement between Bayer, Center and investigator for the performance of a linical trial (based on Baﬁ(er Organized generic V 3.7, October 2019)
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nasledujdcich dvoch lehdt: 1/ 15 (patnast) rokev po
skongen! Skligania alebo 2/ akejkofvek dihde] doby
pre archivaciu dokumentacie stanovenej prislugnymi
pravnymi predpismi a uznanymi pravidlami.

Zmluvnl  partneri zahezpetia, Ze dokumentécia
Skusania bude bezpetne uchovavana vhodnym
spdsobom a na vhodnom mieste. Centrum je
povinné viest’ zdznamy o mieste, kde je
dokumentacia Skasania uchovavana a zabezpetit,
fe¢ bude pohotovo k dispozicii na Ziadost
monitorujlcej osoby, etickej komisie, auditora alebo
pristusnych Gradov.

Zdravotna dokumentacia Géastnikov skiddania, ako
aj dalsia dokumentacia obsahujica osobné ldaje
udastnikov sklsania bude v pripade, ak tak bude
poZadovaf pravna Uprava, archivovana v Centre.a to
v lehotach uvedenych v prvej vete, Zmluvni partneri
st okrem iného povinni zabezpedit najmenej po
dobu 15 rokov od skonéenia Skdsania uchovévanie
zoznamu identifikaénych kédov Ggastnikov.

Zmiuvnl partneri st po cehl dobu trvania Zmluvy ako
aj po jej ukongenl povinni dodrZiavat’ vietky pravne
predpisy a uznané pravidla tykajlce sa uchovévania
a archivacie dokumentacie akokolvek slvisiace] 50
Skusanim a pravne predpisy upravujice ochranu
osobnych ddajov.

V ptipade rozporov ustanoveni tejito Zmluvy s
kogentnymi ustanoveniami prisluSnych pravnych
predpisov majl pravne predpisy vidy prednest {ak
vyzaduji spinenie prisnejsich podmienck ako
Zmluva) a zmiluvné strany sa nimi  musia
bezvyhradne riadit' a to aj vo vztahu k ureniu doby
a sposobu uchovavania a archivacie vaetkych
dokumentov tykajicich sa klinického skisania.
Cdvolanie sa na znenie tejto Zmiuvy Zmluvné strany
hilako nezbavuje zodpovednosti za nespravnu
archivaciu a uchovavanie dokumentacie stlvisiacej
so Skiidanim podia tejto Zmluvy.

Centrum je povinng informovat Bayer v pripade, Ze
planuje skladoval dokumentaciu slvisiacy S0
skdsanim mimo svojich priestorov. Po uplynuti doby
archivacie nie je Centrum opravnené zniéit' Ziadnu
dokumentéciu Skidsania bez sthlasu spolotnosti
Bayer, a na ziadost spolotnosti Bayer je povinné
adovzdat dokumentaciu Skitdania spolocnosti Bayer
alebo osobe uréenej spolognostou Bayer v rozsahu,
v akom to dovoluji pravne predpisy. Cenfrum je
povinné informovat spolognost Bayer o véetkych
zmenach v zdrojovej dokumentacii {(napr. o zavedenf
&i vyradeni systému elektronickych zdznamov).

2.16 Zmluvni partneri s si vedomi, Ze spolognost Bayer

alebo jej menom tretia osoba s povinni starostlivo
monitorovat vykonavanie Skudania a pravidelne
navstevovat Centrum. V priebehu Skiéania a po jeho
ukonéend,

years as of end of Study, or 2/ any longer period of
documentation retention mandated by any applicable
iaws, rules or regulations.

Contract partners underiake to secure that the Study
documentation shall be refained securely in an
appropriate location and manner. Center shall keep
record of the place where the Study documentation is
stored to ensure that it is readily available upon
monitor's, EC’s, auditor's or authorities’ request.

The heaithcare records of the trial subjects and other
documentation containing personal data of trial subjects
will be archived in the Genter for periods defined in the
first sentence, if required by applicable legal regulation.
In gddition to other duties Contract partners are obliged
to ensure that the list of identification codes. of the trial
subjects is kept for at least 15 years after the éend of
the clinical trial.

The Contract partners are obliged during Contract and
after its finishing to adhere to ali applicable laws and
regulations regarding the presefvation and archiving of
documentation related {o the

Study and laws related to personal data protection as
well.

In case of any conflict between the provisions of this
Agreement and the mandatoty articles of apllicable laws,
generally binding laws shal! always prevail (only in case
if such laws impose more strict duties as Agreement
does) and Confract Parties shall be strictly complied
with them especially concerning fo period and manner
of retaining of Study documentation.

Referring to the terms of this Agreement does not
relieve Contractual parties of any responsibility for
improper archiving and retention of any documentation
related to the Study under this Agreement.

Center shali notify Bayer in the event that Center plans
fo store Study documentation outside of its own
premises. After expiry of the retention period, Center
shall not destroy any Study documentation without
Bayer's approval, and, upon Bayer's request, fransfer
documenis to a third party designated by Bayer to the
extent permitted by law. Center shall notify Bayer about
any changes in source documentatioh {e.g. introduction
or retirement of an electronic records system).

2.16  Contract Partners are aware that Bayer or a third

party on behalf of Bayer is monitoring the conduct of the
Study closely and is visiting the Center on a regular
basis. During and after the Study,

CVA1b Agreement between Bayer, Center and Investigator for the perfermance of a clinical trial (based on Bayer Organized generic V 3.7, October 2019)
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() si spoloénost Bayer vyhradzuje prévo, na
zéalklade predchadzajiceho oznamenia,
uskutodfiovat audit zédznamov Centra, vratane
akejkolvek akazde] dalSej dokumenticie a
zariadenl, kioré sa tykaju a/-lebo suvisia so
Skusanim, a zaroveh

(i} st Zmiluvni partneri povinni umoznit pripadné
kontroly zo strany prisiusnych regulagnych tradov.

Zmiuvnl  partneri  bezodkladne informuja |.

spoloCnost’ Bayer o akejkolvek kontrole a/-lebo
zamere (oznameni) vykonat kontrolu v
budicnosti, a zdroven Zmluvni parineri umoznia
spolognosti Bayer zGtastnit sa tejto kontroly. Pred
odoslanim odpovede na akékolvek pripadné
zistenia kontroly v zmysle vys&ie uvedeného, sd
Zmluvnl partneri povinnl umoznit spolo&nosti
Bayer prehodnotit a revidovat tito odpoved
a zarovel Zmluvnl partneri budd bez naroku na
extra odmenu primerane podporoval’ monitorov,
auditorov a ingpektorov, vratane aviak hielen,
poskytnutim pristupu k zariadeniam a k Gdajom
podlia polreby a Zmiuvnf partneri zaroven priimg
akekolvek primerané opatrenia, pozadované k
odstraneniu nedostatkov, zaznamenanych potas
monitcrovania, auditu alebo kontroly. Na Ziadost
spolo¢nosti Bayer je Skusajuci povinny byt
k dispozlcii pre osobnu diskusiu a zaroveri

(i} Centrum v sulade so zasadami spravnej
Klinickej praxe umozni spolognosti Bayer a ficu
poverenym osobam pristup ku  zdrojovej
dokumentacii skd3ania, vratane pristupu do
zdravotnej dokumentacie G8astnikov skiSania a to
za UucCelom overenia Uplnosti Udajov a siladu
zaznamov s Protokolom  skiSania.  Toto
opravnenie zahffia aj moznost kontroly stladu
medzi tlatenymi z4znamami a ich elektronickym
vyhotoverim (spot checks). Za tym céelom
Gentrum zabezpe&i =ziskanie informovaného
sihlasu od véetkych Géastnikov sku$ania pre
pristup Kk zdrojovej dokumentacii a zdravotnej
dokumentécii Géastnikov skasania,

217 Zmluvni partneri nesma vyuZivat sluzby, bez ohfadu

na ich objem, Ziadnej osoby, ktord bola vyligens,
ktore] bolo opravnenie poskytovat fieto sluZzby
cdobraté, ktord je vedena na zozname neiaducich
osbb, je jej zakazana Zinnost alebo je objektom
vySetrovania zo strany $tatneho organu alebo jej hrozi
vySetrovanie regulatného organu pre vylGgenie,
odobratie opravnenia, zaradenie na zoznham
neziaducich 0séb aleho akékolvek iné podobné
regulacne opatrenie v ramiai ktoréhokolvek pravneho
poriadku na svete. Zmiuvni partneri dalej vyhlasuji a
zaruCujlt, Ze ani oni ani ich zamestnanci, agenti &i
Zastupcovia, ktorl sa z(8astiujd  vykondvania
Skusania, neboli vylieni, nebolo im odobraté

{i) Bayer retq‘ins the right — upon reasonable prior
notice - to audit Center's records, any and all other
documentation and the facilities relating to the
Study, and

(i) Contract F%artners shal allow any inspections by
responsible authorities. Contract Partners shall
promptly inform Bayer about any inspection and
the intent to conduct an inspection and Contract
Partners shal| allow Bayer to be present. Prior to
responding td the findings of any such inspection,
Contract Partners shall review and discuss such
response with Bayer and Without extra charge,
Contract Partners shafll appropriately support
monitors, auditors and inspeciors, including
without limitation by providing them with access to
the facilittes and data as required, and Contract
Partners shall take any and all reasonable actions
requested to cure deficiencies noted during
monitoring, aidit or inspection. Investigator shall
be avaiiabie for persanal discussion, if reguested

by Bayer and‘

(iii)y Center, i accordance with the principles of
good clinical practise is’obliged to allow Bayer and
third person aFLthorized by Bayer the access to the
essential documents of clinical frial including
access to health care records of trial subjects for
the purpose of verifying the completeness of data
and the compliance of the records with the
Protocol: This entitlement also includes the
possibility of checking the compliance between
printed documents and its electronic versions (spot
checks). For this purpose, the Center will ensure
that each trial 'subject signs the informed consent
as a base for access to the source documentaticn
and healthcare records of the trial subjects.

217  Contract Partnefs shall not use in any capacity the
services of anyone debarred, disqualified, blacklisted or
banned or under investigation or threat of investigations
by reguiatory authority for debarment, disqualification,
blacklisting or any. similar regulatory action in any
jurisdiction anywhere in the world. Furthermore, Contract
Partners represent and warrant that neither them nor
their employees, agents or representatives involved in
the performance of the Study, have been debarred,
disqualified, blacklisted or banned by regulatory
authority, nor that they are currently, to the best of its
knowledge, the subject of such a debarment,
disqualification, blatklisting or banning proceeding.

During the term of this Agreement, Contract Pariners
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2.1

opravnenie, neboli uvedeni na zoznam neZiaducich
osob alebo im nebola zakazana &innost rozhodnutim
regulaéného organu, ani podla ich nhajlepsieho
vedomia v slitasnej dobe neprebisha ziadne konanie
tykajlice sa takého vyliéenia, odobratia opravnenia,
uvedenia na zoznam neZiaducich osdb. Zmluvni
partneri budtt v priebehu Skisania ihned informovat’
spolognost Bayer, ak bude zalaté také konanie o
vyli¢enl, odobrati opravnenia, uvedenia na zoznam
neziaducich oséb a =zdkaze vsuvislosti s
vykonavanim &innostl, ktoré st predmetom Skdgania,
vo vztahu ku Skisajicemu, Centru & jeho
zamestnancovi, ageniovi alebo zastupcovi, kiorl sa
zuéastfiuji vykonavania Skisania.

V pripade, Ze SkiZajici prestane vykonavaf svoje
povolanie v Centre, Cenfrum je povinné o tejto
skutoCnosti informovat spolocnast Bayer
bezodkladne po tom, ¢o sa o tom dozvie, a stiGasne
navrhnd riadne kvalifikovand osobu ako noveho
Skisajuceho. Spoloénost Bayer ma pravo vzniest
namietky vodéi tomuto nahradeniu. Cenfrum nesmie
zaradit nového SkiU3ajuceho do SkOSania predtym
ako sa novy Sky3ajici oboznami azaviaZze sa
dodrZiavat' podmienky tejto Zmluvy vo forme Dedatku
k tejto zmluve. Ak Centrum a spoloénest Bayer nie st
schopni dohodntit sa na oscbe nového Skidsajticeho
alebo ak novy Skasajuci nie je ocholny zaviazat sa
k podmienkam  stanovenym  tolto  Zmiuvou,
spolotnost Bayer je opravnena ukonéit’ tato Zmluvu
v slilade s bodom 12.5.

Zmluvni  partheri umoZnia zmluvnym  klinickym
vyskumnym organizaciam, zmluvne zabezpecenym
spaloéhostou Bayer alebo ktoroukolvek
z Prepojenych oséb, aby v mene spolotnosti Bayer
vykonavali afalebo uplatiovali ktorékolvek z prav a
povinnostf spoloénosti Bayer na zaklade tejto Zmluvy
a budd spolupracovat's tymito kiinickymi vyskurnnymi
organizaciami.

V pilpadoch, ked je Ska3ajici Clenom prisluineg
etickej komisie alebo podebného organu, kiory je
opravneny rozhadovat' o zaleZitostiach tykajicich sa
Skt&ania, Skusajoci Jje pavinny informovat
spoloénost Bayer o tejto skutodnosti a nebude
vykonavat swvoje hlasovacie pravo vo vztahu Kku
Skusaniu

Skisajuci je povinny zaistit riadne a kompletné
vyplnenie a oznaZenie pisomnej Ziadosti (Ziadanky)
na potrebné vy$etrenia, ktoré budi realizované
Centrom. Ziadanka musi byt pznadena nasledovne:
BAYER/G. protokolu/centrum/skudajici. V pripade
nekompletné  vyplnenych  Ziadaniek, Centrum
upozornl Skusajuceho pripadne prisludnt kontaktnd
osobu zo strany Bayer, na potrebu Opravy, kior( ak
Skisajlci na zéklade vy$sie uvedeného upozorenia
Centra nevykona bezodkladne po doryéeni vyzvy Kk

shall promptly notify Bayer, that themseives or any of
their employees, agents or representafives involved in
the perfermanice of the Study become subject of such
debarment, disqualification, bhlacklisting or banning
proceeding.

2.18 In the event that the Investigator resigns from his job
at the Center, Center shall promptly provide a written
notice to Bayer upon gaining knowledge thereof and
shall propose a duly qualified person acting as new
investigator. Bayer shall have the right fo object to such
replacement. Center shall not involve the new
investigator in the Study unless the new investigator has
read and acknowledged the terms and conditions of this
Agreement in the form of Addendum to this Contract. If
Center and Bayer are unable fo agree on a new
investigator or if the new investigator is unwilling to
acknowledge the terms and conditions of fthis
Agreement, Bayer shall be entilled to terminate this
Agreemernit in accordance with Sectlion 12.5.

2.19  Contract Partners shall permit any clinical research
organizations contracted by Bayer or any of its Affiliates
to exercise andfor perform any of Bayer's rights and
obligations under this Agreement on behaif of Bayer and
shall cooperate with such clinical research organization.

2,20 In case Investigator is & member of the competent |

ethic comimittee or any similar institution deciding about
matters with regard to the Study, Investigator shall inform
Bayer about this cireumstance and shall not execute his
or her voting right with regard to the Study.

2.21 Investigator shall ensure the preper and
complete fill up and labelling of the written request
(Request) for the necessary Examination that will be
realized by Center. The Request shall be marked as
foltows: Bayer/Protocol No./Centerflnvestigator. In the
case of uncompleted filling up of Requests; Center
notifies the Investigator, respectively the approgriate
Bayer contact persoh for the necessary adjustments,
which if |nvestigator fails to execute (correct)
immediately after the reception of request for

ClA1b Agreament between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Grganized generic V 3.7, Octobar 2019)
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tprave, tak Skigajici zodpoveda za vzniknuté
nedostatky.

222 Vpripade, e Skuanie je multicentrické Skdsanie a
Skusajuci prebera zodpovednost koordinujuceho
skusajdceho navyse k povinnostiam, ktoré pre neho
vyplyvajl ztejto Zmiuvy, Skasajici je povinny
prevziat vietky povinnosti, kioré sU0 stanovené
v Prilohe &. 7.

€L 3 - Povinnosti Bayer

3.1 Kontaktnymi osobami spolonosti Bayer vo vztahu ku
Skosaniu su:
PharmDr. Vladimir Sedlatek
Tel.
Email:
alebo  ktorékolvek  dalSie osoby  oznémene
Skusajicemu.

3.2 Spolotnost Bayer bude vykonavat' a dokumentovat
Skusanie v prisnom silade s (a) Protokolom; (b)
podmienkami tejto Zmluvy; (c) etickymi zasadami
Helsinske] deklaracie; a (d} Smemicou ICH GCP £8
Spravna klinickd prax; (e} v silade s prislugnymi
pravnymi predpismi SR, predovietkym v stlade so
Zakonom o liekoch, ako aj vieobecne prijfmanymi
Standardmi spravnej. klinickej praxe; a (f) zékonmi,
predpismi, nariadeniami a kadexmi compliance a (g)
vetkymi prikazmi a povereniami prislunych orgdnoy a
etickych komisil.

3.3 Spolognost’ Bayer poskytne Zmluvnym partnerom
Skusany fiek, nevyhnuiné vzory z&znamovych
formularov  Ugastnlka CRF, pofrebné  vzor(y)
informovaného suhlasu a daldie informéacie vyzadovang
pre vykonavanie Sklisania, napr. Prirugka skasajlceho,
Dokumentacia o lieku, a Suthrn charakteristickych
viastnost! lieku, v platnom zneni.

Spoloénoest Bayer oznami Skasajicemu prisiudng nove
informégie o bezpe&nosti tykajuce sa Skasaného fieku
v primeranej lehote.

3.4 Bayer vyvinie prostrednictvom monitorujlcej osoby
maximalne dsilie aby SkoSajlici zaistl riadne a
kompletne vyplnenie a oznagenie pisomne] Ziadosti
(Ziadanky) na potrebné vySetrenia tak, ako mu tato
povinnost vyplyva z body 2.21.

3.5 SpoloCnost’ Bayer sa zavazuje ziskal' véetky povolenia
regulatnych organov a etickych komisil nevyhnutné pre
vykonavanie SkuSania a urobil prisiuéné oznamenia
voti regulanym organom a etickym komisiam, ibaze to
je povinnostou Zmluvnych partnerov podfa & 2 tejio
Zmiwvy. Vpripade ak Bayer poftrebné povolenia
regulacnych organov a etickych komisii ziskal u pred

| .
adjustment, then ﬁhe Investigator is responsible for the
deficiency.

2.22 In case the Study is a multicenter Study and

Investigator takes on the responsibility of a coordinating
investigator in addition to histher other obligations
under this Agreement, Investigator shall assume all
obligations which ?re set forth in Appendix No 7.

Art. 3 - Responsibilities of Bayer
|

3.1 Contact persons regarding the Study at Bayer are:

PharmDr. Viadimir Sedlagek

Tel.:

Email:

or any other persohs niotified to the Investigator.
\

3.2 Bayer shall perform and document the Study in strict

accordance with a) the Protocol; and (b) the terms and
conditions of this Agreement and {c) the ethical
principles of the Declaration of Helsinki; and (d) the ICH
Harmonised Tripattite Guideline for Good Clinical
Praclice E8; (e} in gecordance with legal acts of Slovak
Republic, especially with Act on Medicines as well as
generally accepted standards of Good Clinical Practice:
and {f} all applicable laws, rules, regulations and
compliance codes and (g) any and all orders and
mandates of the relevant authorities andlor ethics
commitiees.

3.3 Bayer shall provide to Contract Partners the Study Drug,

the necessary Case Report Form templates, template(s)
of informed consent and other information required for
the performance of the Study, for example Investigator's
Brochure, Product Monagraph and Summary of Product
Characteristics, as gpplicable.

Bayer shall report safety relevant new information
regarding the Study Prug to the investigator In due time.

3.4 Bayer shall make through monitoring person avery effort

that. Investigator could ensure the proper and complete
fill up and labelling of the written raquest (Request) for
the necessary examination, as Investigator has such
obligation defined in the point 2.21.

3.6 Bayer undertakes tp obtain any and alf approvals of

regutatory authorities and ethics committees necessary
for the performance of the Study and shall provide
necessary notifications to the regulatory authorities and
ethics committees unless this is the responsibility of
Contract Partners pursuant to Section 2 hereof. In the
event that Bayer has already obtained the necessary

CVA1Db Agresment between Bayer, Center and Investigator for the performarnce of a clinical trial (based on Bayer Organized genericV 3.7, October 2019)
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uzatvoranim tejto Zmluvy, tvoria obsah Prilchy & 2 a 3
tejto Zmiuvy.

Gl 4 — Platby
4.1 Spolotnost Bayer sdhlasi, Ze =zaplatft Zmiuvnym
partnerom a Clenom timu SkiSania za riadne vykonané
Sinnosti na zéklade tejto Zmiuvy vidtane prevodu prav
podla &lanku 5 odmenu vo vyske, spdsobom a za
podmienck dohodnutych dalej v tomto élanku Zmluvy 4
Prilohe & 1a (pinenia pre Centrum) av Prilohe 1b

{pinenia pre Skugajiceho) av Prilohe 8 (plnenia pre _

Clenov timu skiisania).

4.2 Zmluvni partneri nemajd nérok na Ziadnu ind platbu
okrem tych, ktoré s uvedené viejto Zmiuve a Jej
Prilohach, ibaze ju vopred pisomne schvali spoloénost
Bayer. Platby dohodnuté podfa tejto Zmiuvy a jei priloh
obsahuji  aj celkovd odmenu za archivaciu
a uskladnehie dokumentécie vzmysle tejftoc Zmluvy
a pravnych predpisov.

4.3 Vietky platby v prospech Centra st splatné v lehote 60
(3estdesiat) dni od priiatia zodpovedajiceho danoveho
dokladu (faktary) majlici vietky ndleZitosti podia
prisjudnych pravaych predpisov upravyjlcich darf
z pridanej hodnoty, a fo v prospech nasledujuceho
bankového Udtu Centra:

IBAN CGislo oétu:
IBAN: SK970200 0000 0000 26330 112
SWIFT: SUBASKBX

Véetky platby v prospech Skisajuceho, a pripadne
Glenov Hmu Skosania, s0 splatné vlehote 60
{Sestdesiat) dnl odo dila, kedy bude spolotnosti Bayer
dorugend prfsluina Ziadost o Ghradu, obsahujlca
potrebné naleZitosti vzmysle tejto Zmluvy ajej
relevantnych Prllsh.

4.4 Faktury musia byt zasielané spolo&nosti Bayer polroéne
na zakiade Prilohy 1 na tito adresu:

Oddelenie kiinickych skigani
Bayer, spol. s1.0.,
KaradZicova 2

811 09 Bratislava

Slovenské Republika

Skasajitei spolotne s monitoryjlicou osobou poverenou
spolognostou Bayer vzajomne plsomne alebo formou e-
mailu  cdsithlasia  prehlfad poétu, druhu a im
zodpovedajlice hodnoty jednotlivych Ukonov
vykonavanych Skiajlcim, Lekdrmi timu Skg3ania
alalebo ostatnymi dlenmi timu Skdsania, ktoré maji byt
podia tejto Zmluvy spolo€nostou Bayer hradené (lzv.

approvals of regulatory eauthorities and ethics
committees prior to the conclusion of this Agreement,
they are connected to he Agreement as Annexes 2 and
3.

Art. 4 — Paymaents

4.1 In consideration of the proper performance of the Study
and transfer of rights under Art. 5, Bayer agrees to pay
fo Contract pariners and Study Team Members the
remuneration in the amount, by means and under the
terms agreed by the parties below herein and in
Appendix 1a {(payment for Center), Appendix 1b
(payment for Investigator) and Appendix 8 {payment for
Study Team Members).

4.2 No further payments than those set forth in this
Agreement and its Appendices shall become due unless
approved by Bayer in writing. Payments agreed under
this Agreement and its Appendices shall also include the
total remuneration for archiving and storage of
documentation in accordance with this Agreement and
legal regulations.

4.3 All payments to Center will be made within B0 (sixty)
days after receipt of invoice which meets all
requirements according to applicable legal VAT rules, to
the following account of Center:

IBAN Account No.: .
IBAN: SK970200 0000 0000 26330 112
SWIFT: SUBASKBX

All payments to Investigator and Study Team Members
will be made witnin 60 (sixty) days after the day when
Bayer receives a relevant payment request, containg
all details according to this Agreement and respective
Appendix.

4.4 Invoices shall be sent to Bayer on a semi-annual basis
to the following address:;

Oddelenie kinickych skidant
Bayer, spol. sr.0,,
KaradZitova 2

811 09 Bratislava

Slovak Republic

Investigator together with the monitoring ;:Jerson=

delegated by Bayer will mutually agree in writing or by
email on the overview of number, sorf and
carresponding value of particular activities performed
by Investigator, Team Members Physicians and/or
other Study Team Members, that shali be paid by Bayer
pursuant to this Agreement (i.e. invoice proposal), sent

CliA1h Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V' 3.7, October 2019}
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Invoice proposal), rzaslané monitorujdcou  osobou
poverenou spolodnostou Bayer osobe CLM, povereng;
spolotnostou Bayer. Na zaklade fohto vzajomného
adsthlasenia navrhu faktary spolognost Bayer vystavi a
zasle Centru objednavku pre vystavenie faktury, kiora
musl  obsahovat poskytnuté objednavkové &islo.
Centrum nasledne vystavi fakturu na odmenu a pripadné
naklady, ktoré je v sllade s touto Zmiuvou opravnené
fakturovat, ktor(l doruéi spoloénosti Bayer. Spoloznost
Bayer zaplati Centru na zéklade riagne vystavene] a
dorucenej faktGry prisludn odmenu a pripadné
opravnene fakturované naklady za obdobie, pre ktoré
bola predmetna objednavka vystavena. Invoice proposal
tvorl prilohy faktdry vydani Centrom. Centrum nesie
zodpovednost za uhradenie vietkych ostatnych danl
v stivislosti s platbami na zaklade tejto Zmluvy.

Na faktdrach musi byt uvedené "Oddelenie klinickych
skisan" a musia obsahovat &islo objednavky, kfore
poskytne Bayer centru pisomine, &islo Skusania, rozsah
a Casové obdobie poskytriutych sluzieb.

4.5 Na Ziadost spolo¢nosti Bayer Zmluvni partneri poskytn(
riadny prehlad jednotlivych pologiek a slvisiacu
dokumentaciu ku kazdej zaslanej faktire. Spolognost
Bayer ma pravo zadrZat prisludni platbu a¥ do
dorugenia takef podrobnej dokumentacie.

4.6 Spolotnost Bayer ma pravo zadrzal primerant &ast
doposial neuhradenych platieb v pripade, Ze sluzby,
ktoré maju byt poskytnuté na zaklade tejto Zmiuvy, nie
st poskytnuté dojednanym spdsobom, Taka &iastka
nesmie presiahnut’ hodnotu sluzieb, kioré neboli riadne
poskytnuté, a bude zaplatena po odstraneni prisluéného
nestladu za predpokladu, Ze také omegkanie
nespasobilo, Ze tieto sluzby sa stali nepotrebnymi pre
ticely tejto Zmluvy,

4.7 Véetky ciastky uvedené v tejto Zmiuve a jej prilohach sa

uvedené bez DPH. Ak niektoré platby za sluzby Centra

podliehajil DPH, spoloénost Bayer zaplatl prislung

Ciastku DPH na zaklade prislugného dafiového dokladu

(faktdry), vystaveného Centrom, ktory bude spifiat

vietky naleZitosti predpisané prislusnymi dafovymi

zakonmi, predpismi a nariadeniami. Centrum nesie
zodpovednost za uhradenie vietkych ostatnych dani

v stvisiosti s platbami na zaklade tejto Zmluvy. Centrum

je povinné nahradit spolotnosti Bayer vietku &kodu a

naklady vzniknuté z dévadu postupu podia tohto bodu

afalebo z dévodu rutenia spolonosti Bayer za DPH,
ktore] platcom je Centrum.

4.8 Zmluvnf partnert beri na vedomie aslhlasia, Ze
spalotnost Bayer alebo akékolvek z jeho sesterskych
spolo&nostl atebo Asociacia inovativneho
farmaceutickeho priemyslu - AIFP zverejni na slbornej
Urovni akékolfvek prevody hodnoty zdravotnickemu
pracovnikovi alebo zdravotnickemu zariadeniu tykajlce
sa_Vyskumu alebo Vyvoja tj. (i) platieb vykonanych

by monitoring person delegated by Bayer to responsibie
CLM delegated bj)y Bayer. Based on such mutual
agreement on the Invoice proposal, Bayer shail issue
purchase order containing purchase order number and
send it to the Center to issue the invoice. Center will
then Issue the invoice far the remuneration and
eventual costs that it is entitled to charge pursuant to
this Agreement, aqd will send it to Bayer. Based on the
duly issued and delivered invoice, Bayer will pay to
Center the respéctive remuneration and eventual
justifiably invoiced costs for the period for which the
purchase order has been issued pursuant to this
section. Invoice proposal shall be attached to the
invoice issued by the Center. Center is aware to pay all
other taxes in reqards. with payments based on this
Agreement.

The invoices shall'name Oddelenie klinickych skasani
and shall reference the purchase order number
provided separately to Center by Bayer in writing and
shall specify the relevant Study number, the services
performed and the itime of services.

4.5 Upon Bayer's requﬁest Contract Partners shall provide
proper and audit worthy itemization and documentation
for any submitted inyoice. Bayer has the right to withhold
the respective payment untili such detailed
docurnentation has peen received.

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

4.7 All agreed consideration is exclusive of Value Added Tax
(VAT). If VAT is legally owed by Center VAT applies and
will be invoiced additionally by Center and has to be paid
by Bayer after receipt of a correct invoice which meets
all legal requirements according to the applicable VAT
laws, rules and reg-u[ations. Any other tax with respect to
the payments under this Agreement will be bormne by
Center. The Center 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 Center is a payer.

4.8 Contract pariners are aware that Bayer or one of jts
affiliated companies or Association of Inovative
pharmaceutical industry - AIFP will publish any transfer
of value on aggregated level made to any Healthcare
Professional or Healthcare Organization relating to
Research and Devef_'opm’ent on an aggregated level will

publish any transfer of value, i.e. (i) the payments made

CI/A1b Agreement between Bayer, Center and Investigator for the petformance of a clinicat triat {based on Bayer Organized generic V 3.7, Cctober 2019)
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spoloénostou Bayer poadla tejio Zmluvy a (i) akékolvek
naklady na ubytovanie, stravné acestovné Centra,
Skisajliceho alebo spolusklSajicich lekarov, ktoré
spolofnost’ Bayer uhradila podla tejto Zmiuvy a [iii)
akékolvek kongresové registratné alebo 0dastnicke
poplatky alebo podobne, ktoré hradila spolotnost Bayer
podia tejto Zmluvy, a to anonymnym sposchom, tj. na
sdbornej Grovni. Zmluvni partneri rovnake berl na
vedomie politiku FEuropskej agentiry pre [liedivé
pripravky (EMA) tykajuicu sa evidencie vyhlaseni o
vylidenl stretu zaujmav &lenov a expertov vedeckych
komisii a vyhlasuji tymio, Z2e tu nie je Ziaden stret
zaujmov braniaci plneniu ich povinnostf vychadzajlcich
zo Skasania.

4.9 Zmluyni partneri beri na vedomie, Ze ak v suvislosti
s plnenim podfa tejto Zmluvy poskytnil zdravotnickemu
pracovilkovi  alebo  poskytovatefovi  zdravotng]
starostlivosti pefiainé alebo nepefiazné plnenie, sU
povinn{ spoloénosti Bayer v lehote do 30 dnf od
poskytnutia pefiazneho plnenia alebo nepefiainého
plnenia oznamit v elekironicke] podobe zoznam
zdravotnickych pracovnikov a poskytovatelov zdravoinej
starostlivosti, ktorym bolo pefiaZzné alebo nepehaZne
plnenie poskytnuté ako aj daliie ddaje, v rozsahu podlia
prisludnych ustanoven! Z&kona o liekoch (dalej tieZ ako
,oznamenie"). Pokial ku poskytnutiu plnenia ddjde v
mesiaci jin, alebo december, si Zmluvni partneri
oznamovaciu povinnost povinni spinit’ do 15 dni od
poskytnutia takéhoto pinenia.

410  Zmluvni  partneri sa  zavazujd plnitt  svoje
oznamovacie povinnosti v elektronickej podobe vodi
spoloénosti  Bayer ato vyplhenim  aktudineho

elektronického formulara dostupnehc na  webovaj
stranke NCZI a jeho odoslanim na elekironick( adresu
zvergjnavanie.sk@bayer.com v stlade s touto Zmluvou.

411 Ak sa preukaze, ze Zmiluvni partneri v oznamenf

poskytli spolotnosti Bayer neprésné, nelplné alebo
nepravdivé Gdaje, st Zmiuvni partneri povinnf v lehote
uvedenej v piscmnej vyzve spolocnosti Bayer nahradit
spoloénosti Bayer vzniknutt Skodu, a to najm, nie viak
vyluéne sumu pokuty kiord uloZilo Ministerstvo
zdravotnictva alebo iny organ spolofnosti Bayer za
spachany spravny delikt uvedenia nepresnych,
nedplnych alebo nepravdivych Odajov v sprave o
vydavkoch na pefiaZzné a nepefiazné plnenia.

412  Zmluyni partneri sirany berd na vedomie, Ze
spolodnost Bayer je povinna v sulade s pristugnymi
ustanoveniami Zakona o liekoch, predkladat v
elekironicke] podobe narodnému  centrur  (NCZI)
najneskér do 31. januara a 31. jala kalendarneho roka
spravu. o pefiaZnych alebo nepefiaZnych plneniach
poskytnutych priamo alebo nepriamo zdravotnickemu
pracovinikovi  alebo  poskytovatelovi  zdravotne
starostlivosti (vratane mena a priezviska pripadne
obchadného mena poskytovatela). NCZI bezodkladne

by Bayer under this Agreement and (ii) any costs for
accommodation, work related meals and travel of the
Center, 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 Palicy of Handling
Declarations of Scientific Committees” Members and
Experts” and confirm that there is no conflict of interest
preventing the fulfilment of their Study duties.

4.9 Contract Partners acknowledge that in case the Pravider
in connection with this Agreement provides financial and
indkind benefits fo the health care professionals or
providers. of healthcare services the Confract Partners
are required within 30 days following the granfing 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 and ali other necessary infomation in
the scope of the relevant provisions of the Act on
Medicines (hereinafter the “annocuncement”). If the
henefits would be provided during the June or during the
December, Contract Partners are obliged to inform
Bayer within 15 days from the date when the benefits
were provided.

410 The Confract Partners undertake to fulfill its
notification obligations under this Contract toward Bayer
by filling .in the electronic form published on NCZI
website, and sending it to the following e-mail address

zverejnovanie,sk@bayer.com in the line with this
Contract.
4141 If it is proven that the Contract Partners in

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

4,12 The Contract Partners acknowledge that Bayer shall
be obliged to provide NCZI with reports on financial and
in-kind benefits provided directly or indirectly to the
health care professionals or providers of heaithcare
services (including the name and surname or business
name of the provider) according to the relevant
provisions of the Act an Medicines , no later than 31st
January and 31st July of the calendar year in electronic
form. NCZI shall publish on its website the reports

CliA1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, October 2019)
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zvereji na svojo'm webovom sidle udaje oznamené
v slilade s pristusnymi ustanoveniami Zakona o liekoch.

Cl. 5 — Prava k vysledkom

5.1 Spolotnosti Bayer patria vyluéné prava ku vetkym
vysledkom, bez ohladu na ich povahu alebo formu, &i sd
sposobilé byt predmetom patentovej ochrany alebo nie,
¢i st hmotné aiebo nehmotné (vratane, nie véak vyluéne,
informécif, Udajov, know-how, zobrazen, vzoriek), ktoré
vznikii, boli akokoivek vytvorené alebo ich povod je
mozné akokolvek odvodit v stvislosti s vykonavanim
Skusania Centrom, Skusajucim afalebo Clenmi timu
SkuSania afalebo tretimi osobami, podielgjicimi sa na
Skusanl z poverenia Zmluvnych partnerov (dalej len
Mysledky"). Centrum je povinné previest a tymtao vopred
prevadza v3etky svoje majetkové a iné sdvisiace prava
k Vysledkom na spolognost Bayer, a spolognost Bayer
tieto prevedené prava prifima. V rozsahu, v ktorom s
vietky aakekolvek prava kVysledkom pravne
neprevoditelngé, sa touto Zmluvou spolodnosti Bayer
udeluje vyluéna, celosvetovd, prevoditelna, trvala,
a neodvolatelna ficencia k neobmedzenému nakladaniu
s Vysledkami. Centrum je povinné uskutoénit vaetky
kroky nevyhnutné k tomu, aby spoloénost Bayer plne
disponovala so vBetkymi prévami uvedenymi v tomto &I,
5. Zmiuvy.

5.1.1 Pre vyli¢enie akychkolvek pochybnosti, vietky
zdravotnicke dokumentacie a pdvodné zdrojove
dokumentacie zostan( majetkom Centra; aviak,
spalotnost’ Bayer je opravnena ich pouZit
vsilade spodmienkami tejto Zmluvy a
s informovanym sahlasom OZastnikov Skddania
a prislusnych zakonov, predpisov a nariadeni.
Spristupnenie VWsledkov akémukolvek subjektu,
vratane zmluvnej vyskumnej organizacie &
etickej komisie alebo regulagného organu
nebude povaZované za priznanie viastnickeho
prava k tymte informaciam tymio subjektom.

5.1.2 Pre odstranenie pochybnostf plati, e akékalvek

patentovatelné Vysledky (dalej len ,Vynalezy"),

ktoré su vylepSeniami, alebo novym pouZitiin &i

novymi liekovymi formami Skasanéhe lieku a

ktoré su zavislé na, slvisia s, alebo vznikaju

v dosledku vykanavania Skisania, alebo ktoré

sa ocbjavia vpriebghu frvania Skdsania

Specifikované v Protokole a s zalozené na,

alebo su predmetom duSevného vlastnictva

alebo  Ddvernych informédcil  naleZiacich
spolotnosti Bayer, sti vylutnym vlastnictvom
spalctnosti Bayer.

5.2 Zmiuvnl partneri zabezpetia, Ze akékolvek a vietky
Vynélezy alebo patentovatetne Vynalezy, budu
bezodkladne pisomne nahlasené spolognaosti Bayer,

5.3 Spolotnost Bayer alebo ktorakolvek Prepojena osoba
maji  vyhradne pravo podal

na viastné naklady

received according to the relevant provisions of the Act

on Medicines. |

Art. 5- Rights to Resulis

5.1 Bayer shall own the exclusive rights to all resuits,
whatever their formj or nature, whether patentable or not,
tangible or intangible (including but not limited to
information, data, know-how, images and samples), that
are originated or othelwise made in connection with the
performance of the Study by Center, Investigator and/or
Study Team Physicians and/or Study Teamn Members
andfor or other parties, involved by Contract Partners,
(hereinafter referred to as "Resuits"). Center shali assign
and hereby assigns its rights to the Results to Bayer in
advance and B_aye:r accepts such assignment. To the
extent rights to Results are legally not assignable, Bayer
is hereby granted an exclusive, world-wide, sub-
licensable, perpetual, fully paid-up, irrevocable license
for unlimited use. Center shall take any and all actions
necessary to provide Bayer all the rights set forth in
Section 5.

For the avoidance of doubt, any medical records
and/or original source documents shall remain the
property of Center; however, Bayer shall be
permitted to use such items in accordance with the
terms and conditions of this Agreement and the trial
subject’s informed consent and applicable [ocal
laws, rules and regulations. Disclosure of Results to
any entfty, including a Contract Research
Organisation, EC, or regulatory authority shall not be
deemed to confer an ownership interest in such
infarmation to th“ose antities,

5.1.1

For the avoidan}ce of doubt, any patentable Results
(hereinafter referred to as "Inventions”) that are
improvements to, or are new uses of, or are new
dosages or dosage forms of the Study Drug and
which are dependent on, or refate to, or arise from,
the performance of the Study; or that occur during
the term of the |Study as specified in the Protocol,
and are based upon or subject to the Bayer's
intellectual property, or Confidential [nformation shall
be the sole property of Bayer.

5.1.2

|
5.2 Contract Partners shall ensure that Bayer is promptly
notified in writing of any Inventions or potential
Invertions.

5.3 Bayer or any of its Affiliates exclusively have the right to

file, at its own experse, any patent applications or other

CliA1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Ba‘yer Organized generic V 3.7, Cctober 2019}

SK17JUL2020

Stranka 15z 27



2020_SK_CO_59236

akékolvek patentové prihladky (Ziadosti o udelenie
patentu) alebo iné prihladky k pravam dusevného
viasthictva Kk Vysledkom v akejkolvek krajine.
Pévodeovia vynalezu zo strany Centra alebo inf
povodcovia vyndlezu zapojeni do Skusania budu
spolocnostou Bayer uveden! v patentovej prihlaske.
Zmluvni partneti zabezpeéia, aby bola spolognosti Bayer

poskytnutd vietka potrebnd sOCinnost, vratane
vyhotovenia  akychkofvek dokumentov  awvydania
prehlésenl, ktoré@ spolotnost Bayer povaZuje za

nevyhnutné za tym udelom aby spelotnost Bayer mohia
podat takato prihladku, branit’ a presadzovat svoje
prava.

5.4 Bayer a jeho Prepojené osoby smit uzivat, rozmnozoval

5.5

8.1

a prenasat anonymizavané radiologické/diagnostické
snimky vyhotovené poZas Skugania v sllade
s ustanoveniami informovaného stihlasy, pre vietky
uéely, vedecké afalebo komeréng, v akejkolvek forme a
akymikolvek spdsobmi, elektronickymi aleba
mechanickymi,  vratane  vyhotovenia  foiokopii,
elektronickych zdznamov (napr. na CD-ROM), mikro-
kopil, alebo prostrednictvom systémov uchovavania a
obnovovania Udajov, vratane databank a internetu.
Ustanovenia ods. 5.1 sa pouzijl primerane. Zmluvni
partneri potvrdzujl, Ze vietky také snimky budt ziskané
so sthlasom déastnika SkiSania a Ze nebudd
obsahavat' Ziadne informacie, ktorych prostredrilctvom
by mohol byt identifilkovany konkrétny subjekt skidania.

Spoloénost  Bayer udefuje Zmluvnym  partnerom
nevyhradnd licenciu k Vysledkom vytvorenym v Gentre
pre interné nekomeréng vyskumné a vzdelavacie ucely
pri dodrZani podmienck zachovavania dévernosti a
podmienok pre publikovanie, ktoré st obsiahnuté v tejlo
Zmluve,

Cl. 6 — Zachovavanie dévernosti

Zmluvni  partneri budd  zaobchadzat so  vetkymi
informaciami a materialmi prijatymi od spoletnosti Bayer
alebo v jej mene alebo od Prepojenych 0s6b spolonosti
Bayer v stivislosti so Skiganim, Skadanym liekom alebo
fouto Zmluvou aso vBetkymiVysledkami {(dalej len
.Déverné informacie") prisne doverne. Zmiuvnl partneri
smtl pouZivat Déverné informacie, vratane Skusaného
licku, iba pre Gdely plnenia tejto Zmluvy a nespristupnia
také Déverné informacie Ziadnej trete] osobe bez
predchadzajuceho piscmného sahlasu  spolocnosti
Bayer. Zmluvn! partneri umoZnia pristup k Dovernym
informaciam iba osobam, kioré sa s Dovernymi
informaciami majr potrebu zoznameval pre GCely
poskytovania sluZieb na zaklade tejto Zmluvy a aj to iba
vtedy, ak tieto osoby boli Zmluvnymi partnermi
preukazatefne zaviazané k dodrZiavaniu podmienok
aspon tak prisnych, ako s podmienky podfa tohto
Clanku 6.

intellectual property rights on Results in or for any
country. Bayer will name Center's inventors or other
inventors involved in the Study in the patent application.
Contract Partners shall ensure that any reasonable
assistance will be provided to Bayer in order to enable
Bayer to file such application and to prosecute, defend
and enforce such rights, including execution of any and
all documenis and declarations which Bayer deems
necessary.

5.4 Bayer and its Affiliates may utilize, reproduce and

transmit de-identified radiological/diagnostic images
generated in the course of the Study, as stated in the
informed consent, for any purpose, scientific andfor
commercial, in any form or by any means, electronic or
mechanical, including photocopying, recording (e.g. on
CD-ROM), micro-copying, or by any information storage
and refrieval system, including data banks and the
internet. Section 5.1. shall apply accordingly. Contract
Partners confirm that all such images will be obtained
with the trial subject's consent and that the images will
not contain any information through which the relevant
trial subject could be identified.

5.5 Bayer grants Coniract Partners a non-exclusive license

6.1

to the Results generated at the Center for internal non-
commercial research and teaching purposes, subject to
the terms on confidentiality and publication provided
herein.

Art. 6 - Confidentiality

Contract Partners shall treat all information and material
received from or on behalf of Bayer or any ¢f its Affiliates
in relation to the Study, the Study Drug or this Agreement
as well as all Resylls (hereinafler called "Confidential
Information™} strictly confidential. Contract Partners shall
use the Confidential Information, including the Siudy
Brug, only for the purposes of this Agreament and shall
not disclose such Confidential Information to any third
party without Bayer's prior written consent Confract
Parthers shall provide access to the Confidential
Information only to persons that have a need to know the
Confidential Information for the purpose of providing
services under this Agreement and only if such persons
are bound to Contract Partners which they must be
capable to prove with terms at least as stringent as the
terms of this Section 6.

CIfA1h Agreement between Bayer, Center and Investigatar for the performance of a clinical trial (based on Bayer Organized generic V 3.7, October 2019)
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Povinnost’ k zachovavaniu davernosti sa nevztahuje na
tie pripady, ked Zmluvni partneri s opravnen|
publikovat' D&verné informacie v stlade s &lankom 7.

6.2 Pojem Doverné informacie, ako je pouzivany v tejto
Zmluve, sa nevztahuje na Gdaje a informécie, pri ktorych
mbzu Zmluvnl partneri preukazaf, Ze (i) nimi Centrum
alebo Sku#ajlci disponovali vdobe, ked im boli
spristupnené spolognostou Bayer alebo jej Prepojenymi
osobari, alebo v mene niektorych z nich, (ii) st alebo sa
stand siéastou verejnych informacil inak ako konanim i
opemenutim Centra alebo Skisajiiceho, (i) ich Centrum
alebo Skusajtici pravom nadobudli od tretej osoby, kiora
nie je vocl spolognosti Bayer alebo jej Prepojenym
osobam viazana wvyslovnou alebo predpokiadanou
povinnostou miéaniivosti, alebo (iv) boli vylvorené
nezavisle Centrom alebo Skiajicim bez odkazovania
sa na alebo pouzitie Dévernych informdacii.

NavySe Zmluvni partneri méZu spristupnit Déverné
informacie  vtakom rozsahu, vakom je také
spristupnenie vyZadované pravnymi predpismi alebo
vykonatelnym  stdnym rozhodnutim, avsak za
podmienky, Ze Zmiuvni partneri o takej skutoGnosti
vV primeranom Casovom predstihu informujl spolognost
Bayer a na jej Zziadost' s ilou budu spolupracovat v snahe
dosiahnut' opatrenie za Udelom ochrany alebo inéha
primeraného prévneha prostriedku. Zmluvni partneri
vyvin vietko primerané usilie, aby zabezpetili doverné
zaobchadzanie s ktoroukolvek z Dévernych informacil,
ktora bude spristupnena.

6.3 Tieto povinnosti k zachovavaniu mitanlivosti a zakazu
pouZivania Dévernych informacii podra tejfo Zmiuvy
zostanu v platnosti eSte pocas doby 10 (desat)) rokov od
ukoncenia tejto Zmiuvy.

6.4 Zmluvnl partneri na Ziadost spolotnosti Bayer
znicia/odstrania Doverné informacie, ktorymi disponuju
alebo ich vrati spolo&nosti Bayer.

Cl. 7 - Publikovanie, Tlagové spravy a Verejné
oznamenia

7.1 Spolotnost Bayer uznava a akceptuje zaujem
Zmiuvnych partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohfadu na to, & vysledok
Skasania je pozitivny ¢i negativny. S ohtadom na
opravnene zaujmy spolo¢nosti Bayer sa Zmluvni partneri
zavazuja dedrziavat nasledujice povinnosti a
podmienky pre publikovanie:

7.1.1 Zmiuvni partneri s0 pavinni zaistit aby plsomny
rukopis akejkolvek zamy&lanej publikicie alebo
Ustnej prezentacie tykajlicej sa Skasania alebo
Skasaneho lieku alebo Vysledkov (dalej iba
Publikacia®) bude prednostne  poskytnuty
spolognosti Bayer a to najmene] 60 (3estdesiat)
dni pred zamyslanym predlozenim alebo

The obligation of d,onﬁdentiality shall not apply as far as
Contract Partners are entitled to publish Confidential
information in accordance with Section 7.

6.2 The term Confidential Information, as used in this
Agreement, does not apply to data and information which
the Contract Partners can prove (i) was already in
possession of the q:enter or the Investigator at the titme
of its disclosure to them by or on behalf of Bayer or any
of its Affiliates, (ii) i or becomes public knowledge other
than by an act or omission on the part of the Center or
the Investigator, (ifi} is legally acquired by the Center or
the Investigator 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 Center
or Investigator without reference to or use of the
Confidential lnfo'rmgtion.

Furthermore, Contract Partners may  disclose
Confidential information to the extent that such
disclosure is required to comply with law or an
enforceable judicial order, provided, however, that
Contract Parthers 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. Contract Partners 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 10 (ten)
years upan termination of this Agreement.

6.4 Upon request of Bayer, Contract Partners shalf destroy /
delete any Confidential Information in their possession or
return it to Bayer.

Art. 7 — Publication, Press releases, Public
announcements

7.1 Bayer acknowledges and accepts the interest of the
Contract Partners in the non-commercial scientific
publication of Results, independent of a positive or
negative outcome of the Study. Considering Bayer's
reasonable interests the Contract Pariners agree fo
comply with the following terms an publication:

7.1.1 Contract Paitners shall ensure that a writien
manuscript of any intended publication or oral
presentation refating to the Study or the Study
Drug or the Results (hereinafter called
"Publication"} is provided to Bayer at least 60
(sixty) days prior to the intended submission or
presentation of the Publication in order to allow

Bayer to review it.

ClI/A1h Agreement between Bayer, Center and Investigator for the performance of a clinical tial (based on Bayer Crganized generic V 3.7, October 2019)
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prezentaciou Publikécie, aby ich spoloénost
Bayer mohla skontrolovat.

Ak spolognost Bayer heurobi vodi Zmluvhym
partnerom Ziadne oznamenie v lehote 45
(Styridsatpat) dni odo diia, ked jef bola dorugena
zamyslana  Publikacia, Zmluvnl  partneri
pripomend spolodnosti Bayer zamy$fany datum
Publikacie. Ak spolotnost Bayer neposkytne
#adne pripomienky v iehote B0 (8estdesiat) dni,

Zmiuvnl partneri sU opravneni Publikaciu
publikovat.
Zmluvni partneri potvrdzujl, Ze v pripade

multicentrickych skasani sa Vysledky SKiSania
publikuji iba prostrednictvom koordindcie so
spologénostou Bayer za G&elom kombinovania
vysledkav zo vietkych centier zldastiujlcich
sa Skisania. Zmluvni partneri sd opravnenf
publikovat Vysledky ich Centra za predpokladu,
Ze celkové vysledky neboli publikované do 18
mesiacov od skonéenia SkiSania ako je
uvedené v Protokole, a s@gasne za
predpokladu postupovania v stlade
s pedmienkami stanovenymiv bode 7.1

Spolognost’ Bayer a Zmiuvni  partheri
prediskutuji vSetky rozdiely v nazoroch na
zamyifany obsah Publikacie za Géelom
néjdenia riedenia uspokojivého pre spoloénast’
Bayer aj pre Zmluvnych partnerov. Spoloénost
Bayer moZe odporu¢it akékolvek zmeny
Publikécie, kioré odévodnene povazuje za
nevyhnutné pre vedecké adely. Zmluvni
partneri sa zavézujl, Ze implementicia takych
odporuanych zmien pebude neddévodne
odmietnuta.

Keby sa mohlo otakavat, Ze takd Publikacia
bude mat neZiaduci aéinok na zachovanie
davernosti kiorejkofvek z Davernych informacil,
Zmluvni partneri zabrania takej Publikacii, ibaZe
predmetna Déverna informacia mdze byt
vymazana z Publikdcie bez nepriaznivého
Gdinku na vedecku spravnost’ Publikacie.

Keby Publikacia z pohladu spoloénosti Bayer
mohla mat neZiaduci Uginok na schopnost
zlskaf patentovi ochranu pre ktorykolvek
Vyndalez, spolotnost Bayer méze poZadovat
odklad Publikacie na primerant dobu za G&elom
pripravy a podania Fiadanej patentove]
prihlasky spoloénostou Bayer alebo v jej mene,
aviak tato doba nesmie presiahnut & (Sest)
mesiacov od datumu, ked bola spolognosti
Bayer Publikdcia dorugena ku kontrcle. Po
podani prvej patentove] prihlasky madze
spoloénost’ Bayer poZadovat dal$l odklad
Publikacie za predpokladu, 2e v ramci prvého
roka od podania patentove] prihldsky je moZne

7.1.4

If Bayer does not notify Contract Partners within
45 (forty-five) days of Bayer's receipt of the
intended Publication, Contract Partners shall
remind Bayer of the intended date of Publication.
If Bayer does not provide any comments within
the 60 (sixty) day period, Contract Partners shall
be fiee to publish.

Contract Partners acknowledge that in case of
multi-center studies the Results of the Study are
to be published only through coordination by
Bayer in order to combihe the resufts of all
centers participating in the Study. Contract
Partners shall be free to publish the Results of
their Center provided the overall results have not
been published within eighteen (18) months from
the end of Study as defined in the Protocol,
subject to the compliance with the terms set forth
in Section 7.1

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

If such Publication could be expected to have an
adverse effect on the confidentiality of any of the
Confidential Information, Contract Partners shall
prevent the Publication, unless the Confidential
Information can be deleted from the Publication
without detrimental effect on the scientific
correctness of the Publication.

If the Publication could in Bayer's view have an
adverse effect on the ability to obtain patent
protection for-any [nvention, Bayer may request
a delay of the Publication for a reasonable period
of time in order to permit the preparation and
filing of any desired patent application by ofr on
behalf of Bayer, such period, however, hot fo
exceed 6 (six) months from the date on which
Bayer received the intended Publication for
review. After a first patent application has been
filed, Bayer may request a further delay of the
Publication provided that further research resulis
(whether within or cutside the Study) supporting
or complementing the subject ratter of the first

CliA1b Agreement between Bayer, Genter and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, October 2013)

SK 17JUL2020

Stranka 18 z 27

R—

armedsa Tk e



2020_SK_CO_59236

ofakavat' dalsie vysfedky vyskumu (& uz v
ramci Skasania alebo mimo neho), ktoré méu
spresnit, doloZit alebo doplnit predmet
(obsahovul podstatu) prvej patentovej prihtasky.
Viomto pripade méZe spolotnost Bayer
poZadovat ocdklad akejkolvek Publikacie aZ do
doplnenia druhsej patentovej prihfasky, nie viak
dihsie ako uplynie obdobie jedného roku ad
podania prihlagky s pravom prednosti.

Zmiuvni partneri uved) v kaZde] Publikécii
ustahovenie informujuce, Ze vytvorenie dajov
bolo podporené spolognastou Bayer a stigasne
Zmluvni partneri budu informovat o svojej miere
angazovanosti v Skusan( a prospechu, ktory im
zo SkaSania vyplynul. Autorstvo a uznania za
vedecké publikdcie by mali byt v stiade
s Jednotnymi  poZiadavkami na  rukopisy
Medzinarodného vyboru redaktorov lekarskych
Gasopisov (ICMJE).

7.2 Centrum ulo?l rovnaké povinnosti a paZladavky na
publikovanie, ako s0 stanovené vbode 7.1
Skisajucemu, vsetkym Lekdrom timu  Skddania

a véetkym Clenom timu Skasania,

7.3 Povinnosti stanovené v bode 7.1 zostan( v platnosti
dalgich 10 (desat) rokov po predéasnom ukondeni alebo
skondenl platnosti tejio Zmluvy.

7.4 Spolo¢nost Bayer zverejnl informacie o Skugani
{zverejnenie v prislusnych registroch klinickych skugani
a zverejnenie vysledkov) v ramci verejne dostupnych
databaz (napr. na strénkach www.ClinicalTrials.gov
aweb strankach spoloénosti Bayer) v sllade
§ prisiusnymi zakonmi, predpismi, a nariadeniami,

7.5 Zmluvnl partneri neuverejnia Ziadne tlacove spravy |

alebo Iné vereiné ozndmenia o Skudani, Vysledkoch
Sklisania afalebo SkliSanom lieku bez
predchadzajliceho plsomného poverenia spolognosti
Bayer.

7.6 Nazov spolotnosti Bayer nesmie byt pouZivany
v Ziadnom reklamnom & inom materidli Zmluvnych
partnerov bez predchadzajliceho pisomného schvalenia
spoloénosti Bayer.

Cl. 8 - Zodpovednost a od§kodnenie

8.1 Zmluvnl partneri zodpovedaja spolodnosti Bayer a/alebo

jej Prepojenym osobdm alalebo jej riaditelom,

Uradnikom, zamestnancom, zmiuvnym parinerom za

Skodu spésobent v dosledku (i) nedbanlivosti alebo

Umyselného protipravneho konania & apomenutia

afalebo (fi) porugenia ktorejkolvek z povinnostf prijatych

na zaklade tejlo Zmluvy ktorymkolvek z nich, alebo
ktorymkolvek z Lekarov timu SkG3ania, &lenov timu

Skusania, zamestnancov Centra alebo zmbuvnych

patent application are expected within the priority
year. In this case Bayer may request a delay of
any Publication until the filing of a second patent
application,i but not longer than until the end of
the priority year.

Contract Partners shall include a statement in
any Publicdtion that creation of the data was
supported by Bayer; they shall also adequately
inform about their involvement in and their
benefits from the Study. Authorship and
acknowledgements for scientific publications
should be: consistent with the principles
embodied in the International Committee of
Medical Jgurnal Editors’ (ICMJE) Uniform
Requirements for Manuscripts.
|

7.2 Center shall imppse the same obligations and
requirements for publication as set forth in Section 7.1
on Investigator, all'Study Team Physicians and Study
Team Members, |

7.3 The obligations set forth in Section 7.1 shall survive for
a period of 10 (ten) years upon early termination or
expiration of this Agreement.

|

7.4 Bayer will disclose information on the Study (registry and
results posting) in publicly accessible registries (e.g.
ClinicalTrials.gov and Bayer company website) in
accordance with applicable laws, rules and regulations.

7.5 Contract Partners shall not publish any press releases or
other public statements about the Study, the Results of
the Study and/or the Study Drug without Bayer's prior
written authorisation.

7.6 The name of Bayer shall not be used in any advertising
or other material of Contract Partners without Bayer's
nrior written authoris‘ation.

Art. 8 — Liability and Indemnity

8.1 Contract Partners shali indemnify Bayer andlor its
Afiiliates. and/or its directors, officers, employess,
contractors in case of damage casused by (i) negligence
or wilful misconduct' or omissien and/or (i) a breach of
any obligations assuimed under this Agreement by either
of them or any of Study Team Physicians, Study Team
Members, Center's employees or contractors involved
by any of them for the purpose of fulfilment of this
Agreement.

CUAth Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bajrer Organized generic V 3.7, October 2019)
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partnerov zapojenych kymkolvek z nich pre el plnenia
tejto Zmluvy.

8.2 Spolotnost Bayer zodpoveda Zmiuvnym partnerom

8.3

(dalej oznacovan( iba ako ,Odskodfiovana sirana’) za
Skodu v rozsahuy, v akom Ucastnik SkiiSania alebe ina
podfa prava opravnena osoba Uspesne uplatnila na
prislusénom sdde néarck na nahradu 2kody na zdravi
(vratane smrt) vzniknutej] v désledku uZivania
Skaganého lieku dlebo akéhokolvek klinického vykonu
alebo postupy vykonaného alebo poZadovaného
Protokolom, a to za podmienky, Ze tato koda:

8.2.1 nevznikla z dovodu, 2e Qdskodfiovana strana

konala v rozpore {a) s podmienkami tejto
Zmiuvy, afalebo (b) Protokolom; afalebo (c)
vBetkymi prislugnymi pravnymi predpismi a
pravidlami upravujlicimi vykonévanie Skisania;
afalebo (d) bezpeénostnymi opatrentami,
indikaciami a pfsomnymi pokynmi spolofnosti
Bayer alebo jej Prepojenych oséb; a/alebo

8.2.2 nevznikla z ddvodu nedbanlivosiného alebo
Umyselného konania ¢  opomenutia
Odskodfiovangj strany, afalebo

8.2.3 nie je krytd poistenim dojednanym v sltade
§ pravnymi predpismi v prospech
Odgkodiiovangj strany.

Ak bola skoda na zdravf celkom alebo scasti
sposobend v dosledku dévodov uvedenych v bode
8.2.1 alebo 8.2.2, Odskodfiovanej strane nevznika
narok na nahradu ujmy vodl spoloChosti Bayer
v rozsahu, v akom sa na vzniku Skody tieto dovody
podiefati.

Pravo Zmluvnych partnerov na néhradu Skody podia
bodu 8.2 nevznikne a spoloénost Bayer nebude mat
povinnost nahradu Skody poskytndf, ak Zmluvni
partneri, alehbo ktorykolvek z nich pofudi niektord
z nasledujlicich povinnostf a toto porugenie bude mat
negativny vplyv na moznost uspesne sa branit' proti
uplatnenému naraku:

8.3.1 Zmiluvnl parineri pisomne informuji spolotnost
Bayer o kazdom néroku afalebo Zalobe, kioré
spadaju alebo by mohli spadal pod tieto
ustanovenia o nahrade 8kody, a to do
patnastich {15) dni odo dfia, ked sa o nich
dozvedeli, a s(asne umoZnia spoloénosti
Bayer, aby prevzala a riadila obranu proti
iakému néroku alebo Zalobe vratane
rezhodovania ¢ jeho urovnanf; a

8.3.2 Zmiuvni parneri st povinni spoiupracovat’ so
spolotnostou Bayer a jej pravnymi zastupcami
a poistovatefom(-mi) pri obrane profi takému
naroku alebo Zalohe, vyZadovat taku
spolupracu od svojich zamestnancov,

8.2 Bayer shall indemnify the Contract Partners (hereinafter
referred to as “Indemnified Party”) for damage to the
extent to which a trial subject or any other under law
entitled persons successfully claimed the damage to
health {including death) in a competent Court as a result
of the usage of the Study Drug or any clinical intervention
or procedure provided for or required by the Protocol,
provided that such damage:

8.2.1 did not arise from the failure of the Indemnified
Party to comply with (a) the terms of this
Agreement; and/or (b) the Protocol, and/or (c} all
applicable laws and reguiations governing the
conduct of the Study, and/or (d) any precautions,
indications and written instructions of Bayer or a
Bayer Affiliate; and/or

8.2.2 does not arise from a negligent or wilful act or
omission of the Indemnified Party; and/or

823 is not covered by an insurance pursuant to
applicable laws for the bengfit of the Indemnified
Party.

However, in case such damage fo health arises in
whole or in part from reasons specified in section 8.2.1
or 822, the Indemnified Party is riot entitled to
indemnification from Bayer to the extent to which such
damage arose due to reasons indicated in section 8.2.1
and/or 8.2.2.

8.3 The right of the Contract Partners to indemnification
under sect. 8.2 will not arise and Bayer shall not provide
indemnification if the Contract Partners or ahy of them
breach any of the following obligations and such breach
will affect in a negative way the possibility of successful
defence against the set claim:

8.3.1 The Contract Partners shall notify Bayer in writing of
a glaim or lawsuit which is or could be covered under
these provisions on indemnification within fifteen
(15) days after it has gaihed knowledge of such a
claim or lawsuit, and they shall allow Bayer to take
over the defence of any such claim or lawsuit
including the right to decide on its settlement; and

8.3.2 The Contract Pariners shall cooperate and require
its employees to cooperate, with Bayer and its
attorneys and insuret(s} in the defence of any such
claim or lawsuit; and

i modnA A
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8.3.3 Zmluvni partneri nesmd uznat ani urovnat | 8.3.3  No such claim or lawsuit shall be admitted or settied
Ziaden taky narok alsbo stdne kenanie bez without the prior written approval of Bayer.
predchadzajlceho pisomneho stihlasu
spoloénosti Bayer, !

\

8.3.4. Centrum bude okamzite informovat Bayer 0 | 8.3.4 Center will inform Bayer immediately of any urgent
v3etkych haliehavych bezpetnostnych safety measure's taken by Investigator to protect trial
opalreniach prijatych sku&ajlicim na ochranu Subjects against immediate hazard and any serious.
ucastnikov  skusania proti okamzitému breaches of the Protocol or of ICH GCP guidelines

nebezpedenstvu a o vdetkych zavaZnych
poruseniach protokolu alebo smemic Spravnej
klinickej praxe, o ktorych sa Centrum dozvie.

of which Center becomes aware.

8.4  Bez dosahu na vy33ie uvedené ustanovenia Centrum | 8.4 Without prejudice to the provisions above, the Center will
vynaloZl primerané usilie na to, aby bezodkladne use its reasonable endeavours to inform Bayer promptly
informovalo  spolognost  Bayer o vietkych of any circumstances reasonably thought likely to give
okolnostiach, o ktorych ma dévod sa domnievat, Ze rise to any such claim or proceeding of which it is directly
by mohli viest k Zalobe alebo stidnemu konaniu a aware and shall keep Bayer reasonably informed of
bude spolotnost Bayer primerane informovat o vyvoji developments in relation to any such claim or proceeding
v slvislosti s takouto pripadnou Zalobou alebo even where the Institution decides not to make a claim
sidnym konanim, aj ked sa Centrum rozhodne under this indemnityf.
nepodat Zalobu na zaklade tohto pristubu
adskodnenia,

8.5. Centrum a spolotnost’ Bayer si navzajom poskytnt | 8.5 Center and Bayer will each give to the other such help
stcirmost' potrebnl ha U&inné vedenie a urychlené as may reasonably be required for the efficient conduct
vybavenie akejkolvek Zaloby alebo stidneho konania and prompt handlinq of any claim or proceeding by or on
iniciovaného  subjektmi  (alebo  ich rodinnymi behalf of trial Subjects (or their dependants).
prisiusnikimi) alebo v ich mene. ' !

8.6 Bayer nenesie ziadnu zodpovednost za skody | 8.6 Bayer has no liability for damages of any sort, including
akéhokolvek druhu vratane ubliZenia na zdravi i personal injury or property damage, resulting from the
skod na majetku, ktoré s vysledkom pouZitia use of Bayer Equipment or Bayer Materials / except to
vybavenia od spolognosti Bayer alebo materialov od the extent that (1) such damages were caused by the
spolognosti Bayer s vynimkou pripadov, ked st (1) negligence or willful misconduct of Bayer or (2) a
takéto Skody spdsobené nedbalostou  alebo personal injury constitutes a Research Injury to a Trial
Umyselnym konanim spolognosti Bayer a s vynimkou Subject.
pripadov, v ktorych (2) ublizenie na zdravi
predstavuie ubliZenie na zdravi G&astnikov ski&ania
v ramci skusania.

€1. 9 - Poistenie Art.'$ — Insurance
|
9.1 Spolonost Bayer zodpoveda za poistenie pre tgely | 9.1 Bayer shall be respopsible for the clinical trials insurance

realizécie tohoto Ski$ania v sllade s pristusnymi

zakonmi, predpismi a nariadeniami. Poistenia sa na

zaklade podmienck zmluvy uzatvorene] s HDI

Versicherung AG & 4100418-2020 tyka

zodpovednosti za §kodu Centra na zdravi uéasinlka

Skosania  sposobengho  klinickym  skasanim

a poistenie nakladov na uréenie narokov a nakladov

na obranu proti ndrokom na nahradu Skody

uplatiiovanym voti Centru s nasledovnymi [ty

9.1.1 suma max 200tis EUR pre jednu osobu
z(Zastnend na klinickom skuganl,

9.12 suma max 1mil EUR pre véetky osoby
zicastnené na kiinickom skugani (pre celé
Skusanie),

9.1.3 suma max 2 mil EUR pre vSetky poistné udalosti
zo vietkych klinickychj -sktsani, ktoré s

of the Study in accordance with applicabie laws, rules
and regulations. Under the terms of the contract
concluded with HDI Versicherung AG no. 4100418-2020
insurance covers liability for damage to the Center for the
health of a Participant caused by a performing a Study
and insurance of costs for the determination of claims
and costs of defense against claims for damage asserted
against the Center with the following limits:
|
9.1.1 a maximum amount of EUR 200,000 for one
person participating in a clinical trial,
9.1.2 amaximum amount of EUR 1 million for all persons
participating in the clinical trial {for the entire trial),

9.1.3 an amount of max. EUR 2 million for all insured
events from all key trials, which are insured by the
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poistené poistnou zmluvou uvedneom v tomto
boda Zmluvy.
92

Centrum si udrzi svoje vlastné poistenie vieobecnej
afalebo profesnej zodpovednosti za Skodu, kioré bude
kryf zodpovednost za $kodu spdscbend Centrom
avietkymi  jeha  zamestnancami v priebehu
vykonavania Skisania a na zaklade tejto Zmluvy & to
minitmélne s poistnym pinenim pre Skody sposcbeneé
osobam ana majetku, pre finanéné straty, kiore
zodpovedd  prislusnym  zékonom,  predpisom,
nariadeniam a $tandardom v tejto oblastl. Skuajuci
sa mdZe rozhodnl¥ uzavriet dodatofné poistenie
sakromnej profesnej zodpovednosti za
uskutotfiovanie kiinickych skasani. Zmiuvni partneri
s0 povinni paskytnat spolotnosti Bayer na jej Ziadost
poistné certifikaty.

¢l. 10 - Ochrana a spristupnenie osobnych tidajov

10.1 Zmluvni partneri st si vedomi, Zze spolotnost” Bayer
alebo tretia osoba poverena spolotnostou Bayer
spraciva oscbné Udaje Skusajuceho a Clenov timu
skusania.

10.2 Zmluvni partner a spoloénost Bayer sa zavazuju konaf
v stlade s prislunymi pravnymi predpismi na (seku
ochrany osobnych UGdajov, najmd s Nariadenim
Eurépskeho parlamentu a Rady (EU) 2016/679 z 27.
aptita 2018 o ochrane fyzickych oséb pri spracovani
osobnych tdajov a volnom pohybe tychio Gdajov a o
zruseni smernice 95/46/ES (vieobecné nariadenie o
ochrane osobnych (Odajov), dalej so zakonom £,
18/2018 Z.z. o ochrane osobnych Odajov a 0 Zmene a
doplnenl niektorych zakonov v plathom znenl, ako aj s
dal3imi vieobecre zavaznymi predpismi pre oblast
ochrany csebnysh ddajoy.

€1. 11 — Trvanie Zmluvy

11.1 Tato Zmluva nadobudne platnost po jej podpisani
poslednou stranou a Uginnost diom nasledujlcim po
dni jej zvergjnenia v Centralnom registri zmiluv
Slovenske] republiky v zmysle § 47a zakona &. 40/1964
Zb. Obgiansky zakonnlk. Platnost Zmuvy  skongi
neskordou z nasledujusich udalosti: (a) dokongenie
celkove] spravy o Skidani alebo (b) posledné platba v
prospech Centra podla tejto Zmluvy.

11.2 Prava a pevinnosti spologénosti Bayer a Zmiuvnych
partnerov stanovené v tejfo Zmiuve, kiorych platnost
vzhfadom na ich zamer alebo vyznam ma pretrvat aj
po ukonceni Zmluvy (okrem iného a] préva tykajlce sa
vlastnictva, patentov, dévernesti, zodpovednosti a
odgkodnenia), zostand v platnosti aj po vypovedani

alebo uplynut! U¢innosti tejto Zmluvy.

insurance contract specified in this point of the
Contract.

9.2 Center shall maintain own general liability and/or
professional liability insurance covering its own liability
and the liability of its employees during the conduct of
the Study and under this Agreement with a minimum
coverage for damage to parsons and property and for
pecuniary losses which complies with Jocal laws, rules
and regulations and good logal siandards. The
Investigator may choose to conclude an additional
private professional liability insurance for the
performance of clinical frials. Contract Partners shall
provide Bayer with insurance certificates upon Bayer's
request.

Art. 10 — Personal Data Protection and Disclosure
10.1  Contract Partners are aware that Bayer or a third
party authorized by Bayer is processing personal data of
investigatorand Study Team Members.

10.2 The Contract Partners and Bayer undertake to
comply with the relevant legislation in the field of
personal data protection, in particular Regulation (EU)
2016/679 of the European Parliament and of the Coundil
of April 27, 2016 on the protection of individuals with
regard fo the processing of personal data and on the: free
movement of such data and repealing Directive 95/46 /
EC (General Data Protection Regulation), as well as Act
no. 18/2018 Coll. on the protection of personal data and
on the amendment of certain laws as amended, as well
as with other generally binding regulations in the field of
personal data protection.

Art. 11 - Term of the Agreement

11.1 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
pursuaht to Section 47a of Act no. 4011964 Coll. Givil
Code. Contract shall end upon the later of the following:
{a) completion of the overall Study Report, or (b) the last
payment made fo the Center under this Agreement.

11.2 The rights and obligations of Bayer and Contract
Partners 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.
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2.1

Cl. 12 - Vypovedanie

Spolo&nost Bayer si bez ohladu na iné pravo na
vypoved stanovené v igjto Zmluve a v prislugnych
zakonoch a nariadeniach vyhradzuje pravo kedykolvek
tito Zmiuvu vypovedat bez uvedenia dévodu na
zaklade pfsomne] vypovede s vypovedncu dobou 14
($trmast) kalendérnych dni od dorutenia vypovede
Centru  alalebo skusajucemu. Centrum afalebo
Skasajuci bezodkladre po doruteni vypovede na
zaklade prava na vypoved stanovenéha v fejta Zmluve
(i) prestan( zaradovat a prijimat ugastnikov do
Skusania, (i) prestantt vrozsahu pripustnom
z medicinskeho hladiska vykonavat postupy na
ticastnikoch, ktorl uZ do Skdsania boli zaradenl, a {iii)
ak to bude mozné, vyhni sa vytvaraniu dalgich
nakladov a vydavkov. '

Art. 12 - Termination

121 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 by giving written
notice with termination period 14 (fourteen) calendar
days after termination delivery to the Center and/ or
investigator. Promptly upon receipt of a notice of
termination under aw‘ny termination right set forth in this
Agreement, Center, and/or Investigator shall (i} cease
recruiting and enrolling trial subjects into the Study, (i)
cease conducting brocedures to the extent medically
permissible on subjects already entered into the Study
and (iii} refrain from incurring additional costs and
expenses to the extent possible.

12.2 Zmluvni  partneri  ispolotnost  Bayer majl | 12.2 Contract Pariners and Bayer each have the right to
v oddvodnenych pripadoch pravo vypovedat Zmiuvu terminate this Agreement for good cause with immediate
s okamzitym Ginkom, momentom dorudenia, na effect by giving wiitten notice to the other party; in
zaklade pisomnej vypovede adresovane] druhgj particular, the need to terminate the Study at the Center
strane, najma v pripade, ak bude Skuganie v Centre due to medical or ethical reasons is deemed a good
potrebné ukongit kvoli medicinskym alebo etickym cause. In case of such termination by Contract Partners,
dévodom. V pripade takejto vypovede zo strany prior consultation by Investigator with Bayer is
Zmluvnych partnerov je povinnd predchadzajuca mandatery. Without prejudice to the foregoing, in the
konzultacia Skdsajiceho so spolonostou Bayer. Bez event of critical "or important findings following
toho, aby bolo dotknuté predchadzajice ustanovenie, auditfinspection affecting GCP, pharmacovigilance or
plati, Ze v pripade kritickych alebo déleZitych zistenl na regulatory system, practice or process that adversely
zéklade auditu/ingpekcie tykajlicej sa spravnej klinickej affect the rights, safety or wellbeing of trial subjects or
praxe, farmakovigilancie alebo regulaéného systému, that poses a potential risk to public health or that renders
postupu alebo procesu, ktoré maji neZiaduci vplyv na Study data inadmiésible or that represents a serious
prava, bezpelnost alebo dusevny atelesny stav violation of applicable legislation and guidelines, Bayer
OCastnikov  ski$ania alebo kioré predstavuju reserves the right to temporarily stop the recruitment of
potencigine riziko pre verejné zdravie alebo majil za trial subjects with immediate effect until the relevant
nasledok nepripustnost  Udajov  Sk(Zania & finding has been fully assessed.
predstavujli zavaZné poruSenie prisiusnej legislativy a
usmernenl, si spolofnost Bayer vyhradzuje pravo
docasne a s okamzZitym Gcinkom prerusit zaradovanie
Ucastnikov skuSania, a to aZ do dokladného
vyhodnotenia prisluéného zjstenia, |

|

12.3 Ak bude niektoré regulatné alebo zékonné povolenie | 12.3 In case any regulatory or legal authorization necessary
potrebné na vykonanie Ska$ania (i) nakoniec for the conduct of the Study is (i) finally rejected or (i)
zamietnuté alebo (i} odobraté, tato Zmiuva sa rusi withdrawn, this Agreement shall terminate automatically
automaticky Kk datumu takéhoto zamietnutia alebo at the date of receipt-of such final rejection or withdrawal.
odobratia.

12.4 Ak bude mat spolotnost’ Bayer opodstatnene dojem, | 12.4 ifit reasonably appears to Bayer that Contract Partners

Ze Zmiuvni partneri nebudy schopnl zagat vykonaval
zaradovanie OSastnlkov alebo plnit svoje povinnosti
v oblasti zaradovania v dohodnute] lehote, spoloénost
Bayer bude maf prédvo na zaklade pisomného
oznamenia adresovaného Zmluvnym partnerom (a)
s okamZitou platnostou =zniZif podet (dastnikov
ski8ania, ktorl maju byt zaradeni, alebo (b) predizit
obdobie zaradovania alebo (¢) vypovedat tito Zmluvu,
pricom vSak v pripade bodu (¢} je podmienkou, aby

will not be able to| start recruitment or to fulfil their
recruitment obligations within the agreed time period,
Bayer has the right by giving written notice to the
Contract Partners to (a) decrease the number of trial
subjects to be recruited with immediate effect; or to (b)
extend the term of recruitment; or to (¢) terminate this
Agreement; however, in case of (c) provided that Bayer
has sent prior written notice to Contract Pariners
informing about a delay in Contract Partners’ trial subject
recruitment and requesting Contract Pariners to cure

spol'oén_ost' Bayer predtym poslala  Zmluvnym
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partherom pisomné oznamenie, v ktorom ich bude
informovat  oich oneskoreni so zaradovanim

udastnikov skl%ania abude od nich poZadovat

odstranenie {ohto nedostatku v primeranej lehote. Ak
Zmluvni partneri tento nedostatok véas necdstrania,
spolognost Bayer bude moet’ tdto Zmluvu s okamzitou
platnostou vypovedat. Vypovedanie zmluvy nastane
momentom dorugenia pisomne] vypovede druhej
strane. Toto ustanovenie nemd wvyplyv na vy&sie
uvedenég 12.1a12.2..

12.5 Ak. spolotnost Bayer neschvali nového SkiZajiceho
podla odseku 2.18 alebo ak takyto novy Skidajici nie
je ochotny pisomne pristlpit na podmienky tefto
Zmluvy, spoloénost’ Bayer bude méct tito Zmluvu
vypovedat na zaklade plsomnej vypovede s Uéinkofm
v rmomente derudenia druhej strane. Ak si Skugajlici
aspoloénost Bayer budd Zelal’ pokratovaf
v spolupraci vo vztahu k SkoSaniu ving) intitdci,
Centrum bude suhlasit s postipenim tejto Zmluvy na
takuto novu indtitdiciu a poskytne podporu pri prevode
vietkych relevantnych Gdajov, informacii & materialov
na takate nov( indtit(ciu, ak nepdjde o chraneny
tnaterial Centra.

12.8 S wynimkou pripadov vypovedania tejto Zmluvy z
dévodu jej poruSenia zo strany Centra alebo
Skusajirceho, Spoloénost Bayer vykona vietky platby
za poskytnutie spravnych azmluvnych sluzieb zo
strany Zmiuvnych partnerov aza priebezné naklady
vzniknuté oddvodnene a v dobrej viere na zaklade igjio
Zmluvy, ktoré sa naakumulovali do datumu doruéenia
takejto vypovede, alebo v pripade zrudenia tejto
Zmluvy podla bodu 12.3 do datumu takéheto
definitivneho zamietnutiafodobratia povolenia. Ak by
Centrum prijalo vy48ie platby, nez malo za uZ vykenané
prace dostat, rozdiel vrati spolotnosti Bayer bez
meskania. V pripade vypovede z dbvodu poruenia
teito Zmluvy zo strany Centra alebo Skid3ajlceho
nebud( splatné Ziadne dalsie platby.

12.7 Zmluvnl partneri po vypovedan! tejto Zmluvy vratia
spolo&nosti Bayer véetky materialy a predmety, kioré
im boli v slvislasti so Skisanim poskytnuté; blizsie
podmienky st uvedené aj v prilohe €. 4.

CI. 13 — Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je podmienené Ziadnym
predchadzajlicim alebo buddcim obchodnym vztahom
medzi spolo&nostou Bayer a Zmluvnymi partnermi. Nie
je podmienené ani Ziadnym obchodnym alebo inym
razhodnutim, ktoré Zmluvni partneri prijali alebo prijmi
vo vztahu k spolocnosti Bayer alebo jej produktom.

13.2 Zmiuvni partneri bud svoje pavinnosti na zaklade tefto
Zmiuvy vykonavat' spdsobom, ktory bude v silade s
platnymi protikorupénymi_a antitrustovymi zakonmi,

such deficiency within a reasonable period of time. If
Contract Partners fail to cure such deficiency in time,
Bayer may terminate the Agreement with immediate
effect. Termination of the contract is effective from the
moment of delivery written natice of termination to
contractual party. This provision shall not affect the
abovementioned points 12.1 and 12.2.

12.5 In the event Bayei dces not approve a new Investigator
pursuant to Section 2.18 or such new Investigator is
unwilling to acknowledge the terms and conditions of this
Agreement in writing, Baver may terminate this
Agreement as of the day of delivery of the written notice
on termination to the other party. In the event that
Investigator and Bayer wish to continue the collaboration
with regard to the Study at another institution, Center
shall reasonably support Bayer in such transfer, in
particular with regard fo the transfer of any and all
relevant data, information and material to such new
institution, as far as not proprietary material of Center.

12.8 Other than in cases of termination for breach of this
Agreement by Center or Investigator, Bayer shall make
all payments due for the performance of proper and
contractyal services provided by Contract Partners and
pass through costs reasonably incurred in good faith
hereunder which have accrued up to the date such
termination hotice is received, or, in case of a termination
of this Agreement pursuant to Section 12.3, up to the
date of receipt of such final rejection. Should Center
have received higher payments than the paymeints due
according to the work already performed, Center shall
reimburse the balance to Bayer without undue delay. In
cases of termination for breach of this Agreement by
Center or Investigator, no further payments shall be due.

12.7 Upon termination of this Agreement, Contract Partners
will return to Bayer all materials and objects that were
provided te Contract Partners in relation to the Study;
more circumstances are stipulated in Apendix 4.

Art. 13 - Miscellaneous
13.1  The conclusion of this Agreement is not conditioned
on any pre-existing or future business relationship
between Bayer and the Contract Partners. It is also not
conditioned on any business or othar decision the
Contract Partners have made or will make relating to
Bayer or Bayer products.
13.2  Contract Pariners shall perform their obligations
under this Agreement in a manner consistent with
applicable anti-bribery and anti-trust laws, rules and
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predpismi a nariadeniami. Zmiuvni partner priamo ani
nepriame nevykonali ani neposkytli a ani nevykonaju
ani neposkytnd Ziadnu platbu alebo benefit v prospech
Statnych  Gradnikov,  z&kaznikov, chchodnych
partnerov, zdravoinikov alebo inych osdb s cielom
zabezpetit si neprimerany benefit alebo nespravodlivy
obchodnd vyhodu, ovplyvnit' stikromné alebo oficialne
rozhodovacie procesy, ovplyvnit predpisovanie liekov
alebo niekoha prinutit, aby porusil svoje profesiongine
povinnosti alebo profesionalne normy. Zmluvni partreri
spolotnasti Bayer bezodkladne pisomne oznamia
véetky podozrenia na porusenie alebo zistené
porusSenia vy&&ie uvedenych principov v stvislosti s jej
obehodnou &innostou a v takychto pripadoch budi so
spolognostou Bayer pine spolupracovat na preskumant
zéleZitosti,

13.3 Kazdd zo zmiuvnych stran kona ako hezavisly
dodavatel a nepovafuje sa na Ziadne Géely za
spolonika, sprostredkovatela, zamestnanca alebo
zastupcu druhej zmluvnej strany.

13.4 Pokial nie je v tejto Zmluve uvedené inak, Ziadna zo
zmluvnych strén nesmie postdpit Ziadne prava
vyplyvajlice z tejto Zmiuvy bez predchadzajliceho
plsomného  sUhlasu  druhej  Zmluvnej strany,
s vynimkou pripadu, kedy spoloénost Bayer méze
postupit’ tito Zmiuvu ktorejkolvek z jej PridruZzenych
spoloZnosti ato i bez predchadzajiceho sthlasu
Zmluvnych partnerov, aviak musl o takom postipeni
prav Centrum pisomne vopred informovat.

13.5 Neplatnost  alebo  nevykonatetnost  nigktorého
ustanovenia tejto Zmluvy nebude mat vplyv na platnost
zostavajlicich ustanoveni. Zmluvné strany nahradia
neplatné aleboc nevykonatelné ustanovenie platnym
alebo vykonatelnym ustanovenim (podfa situdcie),
ktoré Co najvernejsie vystihuje zamer zmluvnych stran
v ¢ase uzatvorenia Zmiluvy

13.6 Zrieknutie sa narokov alebo tichy suhias zmluvnej
strany alebo jej neproiestovanie proti  porugeniu
niektorého ustanovenia tejto Zmluvy sa nebude
povaZovat za zrieknutie sa narokov v pripade dalgieho
porusenia ustanovenf tejto Zmluvy.

13.7 Dodatky a prolongacie tejto Zmiuvy nebudd platné, ak
nebudi mat' pisomnG formu a ak nebudy podplsané
vBetkymi zmluvnymi stranami. Tato poZiadavka sa
rovhako uplatiiuje na tato samotnd klauzulu v pisomnej
farme,

13.8 Na tdto Zmluvu sa bez ohladu na jej pravidia tykajlce
sa vyberu pravneho poriadku vztahuju zakony
Slovenskej republiky a bude sa riadit a interpretovat
podfa nich. Zmluvné strany sa v pripade vietkych
konani vzniknutych na zéklade tejto Zmluvy podriadia
sudnej pravomeci prisludnych stdov Slovenskej
republiky.

regulations. Contract Partners affirm 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 pariners, 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 semeons to breach professional
duties or standards. Contract Pariners will promptly
report to Bayer in writing any suspected or detected
violation of the above principles in connection with
Bayer's business and, in such cases, wili cooperate fuity
with Bayer in reviewing the matter,

13.3  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.

13.4  Unless otherwise set forth in this Agresment, no
party may assign any rights under this Agresment
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 Contract Partners:
Bayer is obliged to notify Center in advance about such
assignation.

13.5  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.
13.6  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.
137  Amendments and extensions to this Agresment shall
not be effeetive unless in written form and signed by all
parties. This requirement equally applies to this written
form clause itself,

13.8  This Agreement shall be governed by, subject to and
construed in accordance with the laws of the Slovak
Republic regardiess 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 Repubiic.
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13.9 Tato Zmluva

obe jazykové verzie
Z3a rovnocenné, avéak Pre pripad nezrovnalost| medzi
Jednotlivymi verziami sa strany dohodli, ze prednost ma
slovenska verzia Zmluvy. Tato

medzi touto Zmluvoyu g niektorou z iej priloh s
rozhodujice podmienky  tejto zmluvy. V' pripade
konfliktu' medzi touto  zmluvoy g Protokolom sa
zaleZilosti tykajlce Zaobchadzania s Ucastnikmi

sku$ania riadia Protokolom a vsetky ostatne zalezitosti
Zmluvou.

13.10 Tato zmluva sg Uzatvara v poéte 3
Ztoho 1 Vyhotovenie pre spolo¢nost’

vyhotovenie pre  Indtiticiu g 4
Skosajuceho,

vyhotoveni,
BAYER, 1
vyholovenie pre

Cl.14 - Prilohy

Nasledujuce prilohy  tvoria neoddelitein  sygast

tejto
Zmluvy, ak nestanov/ tato Zmluva inak;

Priloha 1a Finanéng podmienky Centra
Priloha 1b Finanéne Podmienky Skusajiceho
Priloha 2 Povalenie Statneho ristavy pre
kontrolu ligiy
Priloha 3 Kladné stanovisko etickej komisie
Priloha 7 Dodatogne sluZby koordin Ujticeho
skusajliceho
Priibha¢.8  Zavazok Clena timu skugania k &asti na

vykonani Skusania

2020_SK_CO 59236

T o S N - — - —
. Je vyhotoveng v slovenskom gz anglickom [ 13.9  This Agresment is made in the Slovak and English
Jazyku a zmluvné stran Zuj

language and the Parties consider both language

this Agreement anithe Protocol, the Protocol will control
as to any issue reg, rding treatment of tria| Subjects, and
the Agreement will control as 1o all other issues.

13.10  This Agreement is made in 3 copies, out of which
Bayer receives 1 cepy, Center 1 copy and 1 copy for the
Investigator. i

Art. |14 - Appendices

The following Appendices shall form an integral part of this
Agreement, unless set forth otherwise herein:

Appendix 12 Financial Terms of Center
Appendix 1b Financial Terms of Investigator
Appendix 2 State Institute for Drug Cantrol
Approval
Appendix 3 Ethics Committee Positive Opinion
Appendix 7 Additional  Services of coordinating

investigator
Appendix 8 Commitment of Study Team Member to
participation in the Study conduct

Bayer, spol.s r.o.

Miesto/datum Place/.

Ing. Andrea Slefankovicova
Na zaklade plnej moci / Power of altorney

Narodny tistay srdcovych a cievnych choréb, a.s.

Centrum/Center _ =3

Miesto/datum Place/datd

Ing. Mongi Msolly,

MBA

Generalny riaditel, Predseda predstavenstva / General Director and Chairman of the Directorate
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Miesto/datum pj

doc. M PH
Popredseda predst : the Directorate
t

Skusajici/ Investigator

Miesto/datum Place/date.

doc. MUDr, Eva Goncalvesoy » CS8c¢., FESC
Hlavny skasajaci / Principal Investigator
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1.

Priloha &. 1b: Finangdné podmienky Centra

Odmena Centra sa uréi ako suéet &iastkovych
odmien uvedenych nid$ie za jednotiivé dinnosti
riadne a véas vykonané, v obdobl, za ktoré je
odmena Udtovand. Narok na vyu&tovanie
odmeny za prisluéné obdobie vznika posfednym
diiom takého obdobia, a to vrozsahu
zodpovedajlicamu tiadne vyplnenym
elektronickym formuldrom CRF za jednotlivyeh
UZastnikov Skdsania, ktoré boli spoioéne s
vypinenou dokumentaciou k dpine vykonanej
monitorovacej naviteve odovzdané spolognosti
Bayer najneskér v posledny def prisludného
obdobia.

Odmena uréena podfa tejto Prilohy kryje vietky
naklady na vietky vySetrenia (vratane
zamestnancov Cenira a dalsich
administrativnych a/alebo refijnych nakladov
Centra, platby laboratoria, lekéme a archivaciu)
vyzadované Protokolom, vratane napr. Ghrady
regulacnych poplatkov, rovnako ako kryje vietky
ndklady na plnenia zavézkov Centra
vyplyvajlicich zo Zmluvy, ak nie je dalej alebo v
Zmluve explicitne dohodnuté nieco iné.

Pri predtasnom ukon&eni Zmiuvy uhradi
spolotnost  Bayer Centru iba naklady uZ
preukdzatelne vynalozené a ukony uZ

preukazatelne vykonané (ndklady a aktivity
vzniknuté maxirnalne ku diu skonéenia platnosti
Zmiuvy).

V zmysle riadneho vykonu Skisania a transferu
prav podla &. 5 Zmluwy, Bayer sUhlasi
s nasledovnymi platbami v prespech Centra.

4.1 Startovacie naklady

Spolognost Bayer uhradi $tartovacie naklady
Centra, ktoré Centru od6vodnene a v dobrej
viere vznikll pred zaradenim Uéastnika do
skusania najviac do sumy 1200 EUR.

Tato suma zahiia néklady za &innosti spojené
s0 zacatim skidania a iniciaciou centra vratane
ale nie wvylutne poskytnutia potrebnej
dokumentacie (ako napr. Zivotopisy Clenov
timu, GCP certifikaly skd&ajdcich, Zivotopis
vedlceho laboratria, laboratérne certifikaty,
referenéné hodnoty, spracovavanie krvnych
vzoriek v [okalhom laboratéry, revizne sprévy
na pouzite pristroje a zariadenia, doklady o ich

Appendix 1i; Financial Terms of Center

1.

The remuneration of the Center and the
Investigator shall be calculated as the total of
parficular prices (amounts) presented hersin
below for individual activities duly and timely
performed in the period, for which the
remuneration is charged. The title to account the
remuneration for a particular period shall arise
on the last day of stich period and in the extent
corresponding to the duly filled electronic forms
CRF for individual patients, which were handed
aver to Bayer together with the filled
documentation conceming  the compleately
performed monitoring visit on the last day of the
respective period at the latest.

The remuneration calculated under this
Appendix covers all costs for all examinations
{including remuneration of the Center's
employees and any administrative andior
overhead costs of the Center, costs for
laboratory, pharmacy and archiving) required by
the Study Protocol as well as all regulatory
charges and costs incurred by fulfilment of
Center's obligations resulting from the Contract
if not explicitly agreed otherwise further herein
or in the Agreement.

In case of an early termination of the Contract,
Bayer will pay the Center only the provably
spent costs and for the activities provably
accompiished {cosls and activities realized no
later than the date of expiry of the Agreement).

. In consideration of the proper performance of

the Study and the transfer of rights under § 5 of
Contract, Bayer agrees to make the foliowing
payments {o Center.

4.1 Start-Up Costs:

Bayer shall reimburse Center's start up costs for
the Study which Center reasonably and in good
faith incurred prior to trial subject enrolment up
to a maximurn sum of 1200 EUR.

This amount includes the costs for activities
related to start up and site initiation including but
not limited to provision of necessary
documentation (e.g, CVs of all study team
members, GCP certificates for investigators, CV
Head of the Lab, laboratory certificates, normal
lab ranges, blood sample processing in local
laboratory, inspecticn reports for the use of the
apparatus and equipment, evidence of their

CIfATh Appendix 1 - Financial terms of Center , Agieemenl between Bayer, Cenler and Investigator for the performance of a
clinical trial
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kalibracit, certifikécii 2 pravidelnych kontrolach
a iné), absolvovania pofrebnych tréningov a
rabezpetenia pristrojového vybavenia.

Podla podmienok platieb nizsie, platby budl
splatné po  splneni pociatonych  aktivit
a potvrdeni slivisiacej dokumentacie
preukazuitice] detaily o tom, Ze sa poliatogneé

aktivity ukondili,

4.2 Platba za pacienia

Platba za pacienta ma byt zaplatena na zaklade
navitev / cyklov riadne vykonanych tak zko ie

uvedené v sprievodne]  dokumentacii

polroénej baze.

Schema pre Ghradu jednotlivych (konov:

Za pacienta, ktory bol randomizovany

ambulantne:
" Suma
Naviteva (EUR)
Skrining 81.8
Navsteva 1 - Baseline 113.2
Néviteva kombinujica skrining a
Navitevu 1 168.6
Navétevs 2 66
Naviteva 3 84.6
Naviteva 4 78.8
Naviteva 5 78.8
Navsieva 6 97.6
Naviteva 7 a kaZda daldia telefonicka
naviteva (Mesiac 14 a kazdé daldie 4
mesiace) 226
Navéteva 8 — Mesiac 16 a kazda
daldia naviteva centra v 8 mesalnych
intervaloch) 72
Naviteva 10 - Mesiac 20 a kazda
dalsia navateva centra v 8 mesaénych
{ intervaloch) 79.2
Naviteva ukcnéenie skuSania 82.2
Kontrolna telefonicka naviteva po
ukong&eni lie€by (30 dni po poslednej
davke ski$aného produktu) 22.6
Navsteva pri predéasnom ukonfeni 70.8

calibration, certification and periodic inspections
and other), completing all required trainings and
ensuring all required equipment.

Subject to the payment terms befow, payments
shall be due upon completion of the start-up
activites and  receipt of  supporting
documentation providing details of the start-up
activiies completed.

4.2 Per Subject Fee

The per subject fee shall be paid on the basis of
visits [/ ocycles properly performed as
demonstrated by supporting documentation on a
semi-annual basis.

Scheme for remittance of individual activities:
For subject randomized as ouf-patient:

Visit A('ES“R')“

Screening 81.8
Visit 1 - Baseline 113.2
Visit combining Screening and

Vigit 1 168.6
Visit 2 b6
Visit 3 84.6
Visit 4 78.8
Visit 5 1 78.8
Visit 6 97.6

Visit 7 and all phone call visits
onwards {Month 14 and avery 4
months onwards) 22.6
Vigit 8 - Month 16 and all
planned onsite visits every 8
manths onwards 72
Visit 10 — Month 20 and all
planned onsite visits every 8
months cnwards 79.2
End of study visit 82.2

Post treatment phone call (30
days after last intake of study
intervention) 22.6

Premature discontinuation visit 70.8

CliA1b Appendix 1 - Financial terms of Center , Agreement between Bayer, Center and Investigator for the performance of a
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Névsteva pre zvySenie davky alebo
opétovné nasadenie lisby po

Up-fitration or restart visit
(restart of treatment after

Za pacienta, kiory bol randomizovany pogas

hospitalizécie:

- Suma

Navéteva {EUR)
Skrining 99.8
Navsteva 1 - Baseline 139.8
Navteva kombinujiica skiining a
Navstevu 1 168.6
Navéteva 2 (Mesiac 1) 67.6
Naviteva 3 (Mesiac 3) 86.4
Naviteva 4 (Meslac B) 80.6
Navileva 5 (Masiac 9) 80.6
Navsteva 6 (Mesiac 12) 99.2
NavSteva 7 a ka2da daldia telefonicka
naviieva (Mesiac 14 a kazdé daldie 4
mesiace) 22,6
Naviteva & — Mesiac 16 a kazda
daldia navsteva cenfra v 8 mesadnych
intervalogh) 73.6
Navsteva 10 - Mesiac 20 a kazda
dalsia navéteva centra v 8 mesaénych
intervaloch) 80.8
Navsteva ukondenie skusania 81.2
Kontrolna telefonicka navsteva po
ukonéeni lie€by (30 dnf po poslednej
davke ski8aného produkiu) 22.6
Naviteva pri predéasnom ukonéenf
lieGby 69.8
Navsteva pre zvydenie davky alebo

| opétovné nasadenie lietby po

prerueni >7 dni 39.6
Bezpednostna kontrolng naviteva po
zvydeni davky 39.6

For subject randomized during hospitalization as

rerudeni >7 dni 38 interruption >7 days) 38
Bezpatnostng kontrolna navéteva po Safety check after up-titration 38
zvyseni davky 38

in-patient:
- Amount

Visit (EUR)
Screening 99.8
Visit 1 - Baseline 139.8
Visit combining Scréening and
Visit 1 ‘ - 168.6
Visit 2 (Month 1) | 67.6
Visit 3 (Month 3) 86.4
Visit 4 (Month 8) 80.6
Visit 5 (Month 9) 80.6
Visit 8 (Month 12) 99.2
Visit 7 and ali phona call visits
onwards (Month 14 and every 4
months onwards) 22.6
Visit 8 - Month 16 and all
planned onsite visits every 8
months onwards 73.6
Visit 10— Month 20 and all
planned onsite visits every 8
months onwards j 80.8
End of study visit 81.2
Post treatment phone call (30
days after last intake of study
intervention) ‘ 22.6
Premature discontinuation visit 6.8
Up-titration or restart visit
(restart of treatment after
interruption >7 days) 39.6
Safety check after up-titration 39.6

Za pacienta; kiory predfasne ukondil liegbu, ale For Subject that prematurely discontinued
pokracoval v Gcasti na skagani: treatment and decided to continue in study
participation:
Naviteva 2 (Mesiac 1, telefonicky Visit 2 (Month 1, phone ¢all) 17.2
kontakt) . 17.2 Visit 3 (Month 3) 398
Navsteva 3 (Mesiac 3) 39.8 —

- o 6 Visit 4 (Month 6) 458
Nav§teva 4 (Mes!ac ) — 458 Visit 5 (Month 9, phone call) 17.2
Néviteva 5 (Mesiac 8, telefonicky —
kontakt) 17.2 \\}’}Sf: ? (Md"“f'*l' 15) . 45.8
Naviteva 8 (Mesiac 12 _ isit 7 and all phone call visits

aw (Mesiac 12) 458 onwards (Month 14 and every 4

months onwards) 17.2

CliA1b Appendix 1 - Financial terms of Center , Agreement batween Bayer, Center and Investigator for the performance of a
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Naviteva 7 a kazda d'aldia telefonicka _
naviteva (kazdé 4 mesiace) 17.2

Visit 8 - Month 16 and all planned
onsite visits every 8 months onwards 458

Naviteva 8 — Mesiac 18 a kazda
daldia ndviteva centra v 8 mesaénych
intervaloch) 45.8

Visit 10 — Month 20 and all planned
onsite visits every 8 months onwards 33.8

Navéteva 10 - Mesiac 20 a kazda
dalsia naviteva centra v 8 mesacnych
intervaloch) 39.8

Erid of study visit 39.8

| Navsteva ukonéenie sktSania 39038

Dalsie vysetrenia/tkeny v pripade, 2e to bude

potrebné:
Vysetreniefitkon Suma
(EUR)

EchokardicgrafiaMUGA sken 145
Meplanovana navsteva centra” 9
Laboratérne vysetrenia
eGFR 20
Draslik (zo séra) 16
Kreatinin (zo séra) 9
NT-proBNP 115
Tehotensky test z medu 10

*Za neplanovani navitevu sa povaiuje naviteva, na
ktord pride pacient vyluéne 2z bezpeénostnych
dovodov (8 vynimkou bezpednostnej kontrolnej
navitevy po zvySeni davky uvedensj vy$sie), pri
ktorej bude potrebné vyéetrenie skidajucim lekarom.

Tieto platby sa povaZuji sa primerant kompenzaciu
Centra, za jeho sluzby, zahffiajic — bez cbmedzenia
- aj vietky prevadzkové a administrativne afalebo

rezijné naklady Centra.

Poplatok za prislugného tcastnika Skidania bude
zniZeny v nasledujlcich pripadoch:

(i V pripade Ufastnikov SkuSania, kiori
pre§ii skriningom, ale nespinili kritéria pre
zaradenie do SkiO$ania z dovodaov, ktoré nemohli
byt zname pred prihtasenim k udasti v Skisani
a to nasledovne:

Other examinations/procedures in case needed:

Examination/Procedure A('Eag';t
Echocardicgraphy/MUGA scan 145
Unscheduled onsite visit* 9
Lab assesments
eGFR 20
Potassium (serum) 16
Creatinine (serum) 9
NT-proBNP 115
Urine pregnancy test 10

*Unscheduled visit is considered a patient visit
for solely safety reasons (except for safety check

after up-titration mentioned above) which
requires examination by the investigator,

These payments are considered to appropriately

compensate Center for its services, including -

without limitation - all operational and
administrative andfor overhead costs of the
Center.

The per subject fee will be reduced in the
following cases:

(i) Cases of trial subjects who have gone
through screeninig but did not meet the
enrolment criteria that could not have been
known before entering the Study, as follows:

Spolo&nest Bayer uhradi sumu 55,50 EUR za
1 Géastnika, kiory nesplnil kritéria pre
zaradenie za podmienky, Ze na takéhoto
utasinika budd pripadat 2 randomizovan!

Bayer shall pay amount of 55,50 EUR for 1
Screen Failure subject under condition that
Center will randomize 2 subjects per one
Screen Failure subject.

téastnici. /

(i) prerudenych pripadov alebo pripadaoy,
ktoré nie je mozné wyhodnotit' (vypadky), sa
vyplacaji pomerne za vykonané Ulohy za

(i) discontinued cases or cases which cannot
be evaluated (drop-outs) will be paid pro
rata for the duties aiready performed,

CiiA1b Appendix 1 - Financial terms of Center , Agreemen! between Bayer, Center and Investigator for the performance of a
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predpokladu, Ze uz wykonané lietebné postupy
boli Uplne zdokumentované. V pripade, e
vypadek je spdsobeny porugenim podmienok
Protokolu prostrednictvomn (imyselného alebo
nedbanlivého konania alebo opomenutia zo
strany Centra {napr. nedodrianie kritérii pre
zaradenie do zoznamu), hebudl splatné ¥iadne
plathy.

S ohladom na vy$Sie uvedené retentné pravo
spoloCnosti Bayer, platby za Gdastnikov budi
splatné po predioZeni prisluného vyplneného
CRF spolotnosti Bayer alebo tretsj strane uréengj
spoloénostou Bayer.

4.3 Néklady za zaobchadzanie g liekmi

Spolacnost” Bayer zaplati Centru za prijem,
uchovévanie, evidenciu, a wvydaj SkiSaného

lieku nasledovne:

Za pripravu miesta uskladnenia a 200
zabezpetenie vhodriych
skladovacich podmienck pre
skigany produkt podfa protokolu
splatné na zadiatku klinického
skii$ania, po otvoreni centra

4.4 Pass-through costs

Spoloénost Bayer uhradi Centru nasledujiice

naklady, ktoré nie st kryté platbou za pacienta;

s  Spolotnost Bayer na

zaklade
predchadzajioceho  suhlasu  spolotnosti

Bayer uhradi naklady, ktoré vznikli Centru
za primerané cestovné naklady a nakiady na
ubytovanie {okrem hospitalizacie)
iéastnikov skd$ania vzniknutych v stivislosti
s lch G&astou v Ski$ank, s vyhradou
prediofenia  faktir alebo  potvrdeni
spolotnosti Bayer, v pausélngj sume 35
EUR za navstevu 1 a 2, a 25 EUR za vietky
daléle navitevy vratane neplénovanych vo
forme stravnych listkov.

- Bpoloénost Bayer na zaklade
protokolu podia prilohy A. adovzda
Centru vopred dohodnuty pocet
stravnych listkav, na ich nasledne
odovzdanie UCastnikom sk(%ania
aks preplatenie ich nakladov na
cestu a nakladov na ubytovanie;
spolo&nost Bayer priebeZne dopinl
stravné  listky, aleho  vymenf

provided that the treatments already
performed hava been completely
documented. In case the drop-out is
caused by a breach of the terms of the
Protoco! through a wilful or negligent act
or omission by Center (e.g. non failure to
comply with ‘inclusion criteria), no
payments shall be due.,

Subject to the retention rights of Bayer set forth
above, per subject fees shall be due upon
submission of the respective completed CRF to
Bayer or a third partyj designated by Bayer.

4.3 Costs for Study Drug Handling

Bayer shall pay to the Center for receipt, storage,
records keeping and dispensing of the Study
Drug as follows:

Storage place preparation, ensuring { 200
suitable storage conditions for study
drug as defined by the protocol
payment due at the beginning of the
study, upon site initiation

4.4 Pass-through cosis

Bayer shall reimburse Center with regard to the
following expenses, which are not covered by the
per subject fee;

s Bayer shall reimburse Center upon prior
approval by Bayer for reimbursement costs
incurred by Center for reasonable travel and
lodging expenses (excluding hospitalization)
of trial subjects ‘arisen in connection with
their participation in the Study, subject to the
receipt of involces or receipts by Bayer in
lump sum of 35 EUR for Visit 1 and 2, and
25 EUR for &ll other visits including any
unscheduled ones in the form of meal
vouchers.

- Bayer, on the basis of the protocol
set out in Annex A, shall hand over
to the Center a pre-agreed number
of meal wvouchers, to be
subsequently handed over to the
frial subjects as reimbursement of
their travel and accommodation
expenses; Bayer will confinually
replenish, meal vouchers or replace
expired meal vouchers, always by
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exspirované stravné listky, vidy
vak na zdklade vyplnenia ncveha
protokolu podfa prilohy A tak, aby
boli stravné listky pre utastriikov
ski$ania k dispozicii. Centrum je
povinne vopred upoczornit
spoloénost Bayer na nedostatok
stravnych listkov a tiez na bliZiacu
sa exspiraciu stravnych Hstkov.

- Centrum kedykolvek na poZiadanie
spoloénosti  Bayer na zaklade
protokolu podla prilohy B. potvrdi a
vyuituje spolotnosti Bayer redlne
odovzdané stravné listky
(¢astnikom skiigania.

- Centrum Je  povinné  vratif
zostavajice stravné listky na konci
Sklsania spat’ spoloénosti Bayer.

- Centrum zodpovedd za stratu
stravaych listkoy, kioré prijalo od
spolotnosti Bayer a tieZ za listky,
ktoré exspirovali a nie je ich mozné
odovzdat Gastnikom  skdSania.
Hodnotu tychto stravnych Iistkov
bude znasat = wviastnych
prostriedkov Centrum, resp. preplati
ich pInlr sumu spoloénosti Bayer.
Bayer ma pravo jednostranného
zapoétu svojho prava na nahradu
Skody v dosledku exspiracie
stravnych listkov vodi pohladavkam
Centra.

Centrum médze Ohradou cestovnych
nahrad vo forme stravnych listkov poverit
Skigajticeho, kiory mdZe dalej poverit
Clenov timu Skaania. Skidajlici a/alebo
Clenovia timu Skudania maji povinnost
tieto nahrady poskytnat prisludnym
Géastnikom  Skigania. Centrum e
povinné wvratit vetky zvyEné stravné
listky spét’ spolodnosti Bayer na konci
Skisania.  Protokoly AaB  v8ak
podpisuje vidy Centrum {tj. zodpovedna
oseba za Oddelenie biomedicinskeho
vyskumu a klinického ska$ania), kioré Je
pine zodpovedné vzmysle vysSie
uvedeného bodu.

Pass through costs sa budd platit na
polroénej baze.

completing a new Annex A protocol
so that meal vouchers are avajlable
to trial subjects. The Center is
obliged to notify Bayer in-advance of
the lack of meal vouchers and of the
forthcoming expiration of the meal
vouchers.

- Center shall at any time, upon
request by Bayer, on the basis of the
Protocol set out in Annex B., confirm
and bill Bayer the meal vouchers
handed overt to the trial subjects.

- GCenter is obliged to return the
remaining meal vouchers back to
Bayer at the end of the Study.

- Center is responsible for the loss of

the meal vouchers received fram
Bayer, as well as for the expired
vouchers that cannot be passed on
fo trial subjects. The value of these
meal vouchers will be setfled by the
Center, respectively Center will
reimburse them to Bayer at the full
amount.
Bayer has the right to unilaterally
enforce its right to compensation for
damages due to the expiration of
meal vouchers against the Centre's
credit(s).

= Center may delegate Investigator, who
can further delegate Study Team
Members, to forward meal vouchars to
trial subjects. Investigator and/or Study
team members are responsible to pass
meal vouchers to trail subjects. Center
shall return all remaining meal vouchers
back to Bayer at the end of the
stisdy Protocols A and B must be signed
by Center {i.e. responsible person from
the Department of Biomedical Research
and clinical trials) that is fully responsilbe
for duties under this paragraph.

s Pass-through costs will be paid on a
semi-annual basis.

4.5 Nakiady s uzatvorenim centra 4.5 Close-Out Costs
Spolognost Bayer uhradl naklady Centra na Bayer shall reimburse Center's expenses for the
SkdZanie, ktoré mu oddvodnene a v dobrej viere Study, which Center reasonably and in good

faith incurred after the termination of the
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vzpijtli po u!<§3.néeni GEasti vielisyeh Udastnikoy participation of all trlal subject, up fo the amount
skiidania najviac do sumy 300 Eur, of 300 Eur, f

Tato  suma  zahifia naklady | sivisiace This amount inglugd s the cosls for terminaticn of
s ukondenim Skiizania a uzatvoren lfipCéntra;. - &mdm;‘and;-glgnte - Closure including but not
vrétan._e‘ ale nie vilugne aktivit sbojenych fimited to e.g. rehiving of ciinical study
§ drchivaciou dokumentoy Skusaniy, documentation, c{estruclion/retum of  any
destrukcie/vrétenia nepctrehného materialu, unused materia). re‘lurn of loaned equipment,

vritenia zapezicanych pristrajov a pod

Podla podmienpk platieb nizsle, platby budu Sublect to the payment terms below, paymenis
splatng  po Spinen( zaveretnych  aktivit shall be due Upon completion of the close-oul
a potvrden| sdivisiacej dokumentacie aclivities anel ireceipt of supporting
preukazujicej detaily otom, #e g zavereng documentation provlding details of the closeg-out
aktivity ukongiii. aclivities arg complated,

5. Odmeny wedena v tejto prilohe i konedné aj 8. The remuneration raferred to in ihis Appendix is
SDPH. Ak sa pripadne uplatni pdtreba platif final VAT included, if there is a need to pay VAT,
DPH, plathy sa nebudii o DPH navyiovat, payments will not be increaseg by VAT,

6. Dalgie pripadne vzniknuié naklady budg 5. Cther eventual pa4s-through costs shall be

nahradeng jbg $ predchadzajlicim pisgmnym reimbursed only aftgr prior writlen approval of
sthfasom spoloénostj Bayer a dorugeni Bayer and Upon| receipt of supporting
prisiuSnej faktiry a prisludnych preukaznych documentation with receipts attached.
Priimovych dokladoy.

Prilohy: Annexes: :

A.: Protokol o odovzdan( stravnych listkoy A. Protocel on meal vouchers handover

B.: Protokol o vyd&lovani pouzitia stravnych listkoy B.: Billing protocol on meal vouchers

Bayer, spol.s r.0.

Miestotdatum Placeidate: Bray

Ing. Andrea Stefankovicova ™

Na zaklade pinej moci/power of attorney

Narodny Ustav srdcovych a ciévnych chorab, a.s!
Centrum/Center

Miesto/datum Piace/date;
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i€, PhD., MPH

Popredseda predstavenslyg -Chairman of the Direc;torale
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