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ZMLUVA O VYKONANI KLINICKEHO SKUSANIA/
AGREEMENT FOR THE PERFORMANCE OF A CLINICAL TRIAL

IVieuAi/Deivveeii

Bayer, spol. s r.o.

So sidlom/with its registered seat at: KaradZiCova 2, 811 09 Bratislava
zapisana v obchocnom registri Okresného sudu/registered in the Commercial Register in Bratislava |, Oddiel/Section: Sro,

Vlozka/lnsert: 18413/6
ICO/ID No.: 35 759 143
DIC/VAT No.: 2020253818

v jej mene kona/represented by: Ing. Andrea Stefankovicova, na zaklade plnej moci/power of attorney

(dalej len "spolo&nost Bayer/hereinafter referred to as ,,Bayer*)

a/and

FNsP J. A. Reimana PreSov

so sidlom//with its registered seat at: Jana Hollého 5898/14, 081 81 PreSov

pracovisko/workplace: Oddelenie neuroldgie
ICO/ID No.: 00610577

DIC/Tax ID No.: 2021281559

E-mail:

Zriadena: Zriadovacou listinou MZ SR ¢./Established by: Certificate of incorporation of MZ SR No. 1970/1991-A/XI-1 zo

dna/from 14.6.1991

Konajuci prostrednictvom/Represented by: Ing. Lubomir Sarnik- riaditel/director

(dalej len "Centrum /hereinafter referred to as "Center)
a/and

MUDr. Anna CvengroSova

Adresa trvalého tydliska/Address of permanent residence:
Datum narodenia/Date of birth:

E-mail:

(dalej len ,,Skusajuci/hereinafter referred to as “Investigator”)

(Centrum a SkdSajuci dalej spolo€ne oznaCovani ako ,,Zmluvni partneri/Center and Investigator collectively hereinafter

referred to as “Contract Partners”)

uzavreta nizSie uvedeného dfia, mesiaca a roku podla
ustanovenia 8 263 ods. 2 zakona €. 513/1991 Zb., Obchodny
zakonnik, v zneni neskorSich predpisov (dalej len
~Zmluva"):

Preambula

Vzhladom na tc, Ze Bayer poziadal Zmluvnych partnerov,
aby uskutocCnili klinické skiSanie so skiSanym produktom
Asundexian (BAY 2433334) (vratane akéhokolvek lieku,
ktory sa skiSa vramci SkuSania alebo pouziva ako
referencny liek, vratane placeba, spolo¢ne dalej na ucely
tejto Zmluvy len ,SkdaSany liek) s nazvom ,Multicentrické,
medzinarodné, randomizované, placebom kontrolované,
dvojito zaslepené, v paralelnych skupinach a udalostami
riadené Kklinické skuSanie fazy 3 skimajuce asundexian
(BAY 2433334), peroralny inhibitor FXla, v prevencii
ischemickej cievnej mozgovej prihody u U(castnikov a
UCastnicok vo veku 18 a viac rokov po akdtnej
nekardioembolickej ischemickej cievnej mozgovej prihode
alebo vysoko rizikovom TIA" s Cislom Bayer 20604 / (dalej
len ,SkuSanie"), ktoré je blizSie popisané v protokole v. 1.0

entered into on the below stated day, month and year
pursuant to Section 269(2) of the Act No. 513/1991 Caoll.,
Commercial Code, as amended (hereinafter referred to as
“Agreement”);

Preamble

Whereas, Bayer has requested Contract Partners to conduct
a clinical trial involving the study product Asundexian (BAY
2433334) (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 ,A multicenter, international, randomized,
placebo controlled, double-blind, parallel group and event
driven Phase 3 study of the oral FXla inhibitor asundexian
(BAY 2433334) for the prevention ofischemic stroke in male
and female participants aged 18 years and olderafter an
acute non-cardioembolic ischemic stroke or high-risk TIA"
with the Bayer number 20604 (hereinafter referred to as
"Study") as described in more detail in the protocol v. 1.0
from 12.9.2022 provided separately to Investigator, as
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Zzo diia 12.9.2022, ktory bude samostatne poskytnuty
Skusajucemu, vratane jeho néaslednych zmien (jeho
posledna schvalena verzia sa dalej oznaduje len ako
JProtokol“).

Zadavatel skuSania [e spolo¢nost Bayer AG, so sidlom
Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko,
spojena so spolotnostou Bayer. Spoloénost Bayer AG
poverit vS8etkymi operaénymi procesmi stvisiacimi so
Skusanim spoloénost Bayer.

Vzhladom nato, 2Ze Zmluvni partneri disponujl
vedomostami, skusenostami a zdrojmi nevyhnutnymi pre
uskutotnenie Sk8ania, podla ich najlepsich vedomosti
majit pristup k poZadovanému pottu U&astnikov ski$ania
spliajucich  kritéria pre zahmutie do  Skuania
a nesplfiajucich kritéria pre vylGéenie zo Skisania, ako si
stanovene v Protokole, a su ochotni Skasanie zrealizovat.

Preto sa zmluvneé strany dohodli nasledovne:
Cl. 1 - Predmet Zmluvy
1.1 Predmetom Zmiuvy je vykonanie Skisania v Centre,

rozdelenie povinnosti stvisiacich so Skiganim medzi
spoloénost Bayer a Zmluvnych partnerov.
Cl. 2 - Povinnosti Zmiuvnych partnerov

2.1 Zmluvni partneri vykonajll a zdokumentuju Skisanie
v prisnom sulade s (a) Protokolom; (b) podmienkami
fejto Zmiluvy; (c} etickymi zasadami Helsinskej
deklaracie; a (d) Smernicou ICH GCP EB Spravna
klinicka prax; (e) vsUlade s prislusnymi pravnymi
predpismi SR, predovsetkym v stlade so zakonom &.
362/2011 Z. z. o liekoch a zdravotnickych poméckach
v platnom zneni (dalej len ,Zékon o liekach"), ako aj
v8eobecne prijimanymi Standardmi spravnej klinickej
praxe; a (f) pisomnymi pokynmi spoloénosti Bayer, s
fiou Prepojenych osbb alebo tretej osoby nato
poverenej, suvisiacimi so Skasanim, a (g) zakonmi,
predpismi, nariadeniami a kédexmi compliance; a (h)
vietkymi prikazmi a povereniami prislugnych organov
verejnej moci a spravy a etickych komisii, ak su také.
Centrum poskytne adekvatne zdroje a vybavenie
na vykonanie Sku$ania. ,Prepojenou osobou® sa
rozumie akakolvek pravnicka osoba alebo
spoloCnost, ktorda priamo  alebo  nepriamo,
prostrednictvom jedného aleho viacerych
prostrednikov oviada, je ovladana alebo je pod
spoloénym ovladanim so spoloénostou Bayer.

2.2 Centrum sa zavdzuje zabezpe¢it aarchivoval
prostrednictvom  Sklajuceho podla  pravnych
predpisov a ustanoveni tejto Zmiluvy EKG vySetrenia
ako aj iné vy$etrenia a ich nasledné odborné lekarske
zhodnotenie a popisanie vysledkov tychto vySetreni,
odbery vzoriek krvi atd., kioré su vyzadovane
Protokolom klinického skiidania, vratane poskytnutia
s tym suvisiacich dokumentov (predov3etkym revizne
spravy na pouzite pristroje a zariadenia, doklady o ich
kalibracii, certifikacii a pravidelnych kontrolach,

amended from time fo time (latest approved version
hereinatfter referred to as "Protocol").

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

Whereas, Confract Pariners possess knowledge,
experience and resources necessary for the conduct of the
Study, have - to the best of their knowledge - access to 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 to 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 (¢} the ethical principles of the
Declaration of Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical Practice £86; (e) in
accordance with legal acts of Slovak Republic, especially
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 Bayer, an Affiliate
or a third party authorized by them; and (g) all applicabie
laws, 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
(hereinafter referred to as “ECs”), if any. Center shall
provide adequate resources and facilities for the
performance of the Study. "Affiliate” shall mean any
entity or company which directly or indirectly, through
one of more intermediaries, controls, is controlled by or
is under common control with Bayer.

2.2 Center is obliged through Investigator to ensure and
archive according to local laws and under this ECG
examination and all other examinations and their further
expert medical evaluation including reports of results of
such examinations, blood draws of blood samples, etc.
required by Clinical Study Protocol including associated
documents (in particular Inspection reports for the use of
the apparatus and equipment, evidence of their
calibration, certification and periodic inspections,
including other iegal documentation related to the proper
and safe use of the apparatus and equipment, etc.).

C¥A1a Agreement between Bayer, Center and Investigator for the performance of a clinical trial {based on Bayer Organized generic V 3.7, Gctaber 2019)
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vratane inych dokladov v zmysle pravnych predpisov,

kitoré savisia sriadnym abezpednym uzZivanim

pristrojov a zariadeni a iné).

Centrum sa zavdzuje umozZnit' spoloCnosti Bayer, Center shall allow Bayer, or third parties contracted by
alebo fretej osobe, s ktorou spolocnost Bayer Bayer and the relevant authorities to perform audits and
spolupracuje, ako aj prisfudnym regulaénym Uradom inspections.

vykonat audit a inspekcie.

2.3 Ska$anie bude vCentre vykonavané na| 2.3 The Study at the Center will be conducted under the
zodpovednosi a pod dohladom Skusajuceho. responsibility and supervision of Investigator.
Skasajici je zodpovednym vedlcim skupiny dalsich Investigator is the responsible head of the group of
sk(§ajucich zGéasthujucich sa Skusania v pripade, further participating investigators in case the Siudy at
Ze Skuganie j2 v Cenire vykonavaneé viac nez jednym the Center is performed by more than one investigator
skisajlcim (takito dalsl sklsajlci sa dalej oznatuju (such further investigator/s hereinafter referred to as
ako ,Lekari timu skitgania"). Skusajlci je zodpovedny “Study Team Physicians”). Investigator is medically
z lekarskeho hladiska za blaho U¢astnikov Skusania. responsible for the well-being of the trial subjects

participating in the Study.

2.4 Centrum umozni a Skd3ajuci zabezpedi, aby Lekari | 2.4 Center shall allow and the Investigator shall ensure that
timu skl$ana a ostatny personal zapojeny do Study Team Physicians and other personnel involved
Skugania (dalej vdetci len ako ,Clenovia timu with the Study (hereinafter in summary referred to as
skusania'} dodrziavali podmienky tejto Zmluvy. “Study Team Members”) comply with the ferms and
Centrum prostrednictvom SkUajiceho zabezpeti, conditions of this Agreement. Center shall ensure
aby povodni aj novi Lekari timu skisania a Clenovia through the Investigator that initial and joining Study
timu ski8ania boli riadne zaskoleni, kvalifikovani a Team Physicians and Study Team Members are
vzdelanl, predovietkym, aby sa z(&astnili v8etkych appropriately trained, qualified and educated, in
gkoleni o &kdsani. Bayer ma pravo odmietnut particular that they participate in all training sessions
konkrétnych Clenov timu skusania z opodstatnenych regarding the Study. Bayer shall have the right to reject
doévodov, ak ich Bayer povaZuje za nie primerane specific Study Team Members on reasonable grounds, if
zaskolenych a/alebo kvalifikovanych. Bayer deems them not appropriately trained and/or

gualified.

25 Centrum umozni Skusajucemu, Lekarom timu | 2.5 Center shall allow Investigator, Study Team Physicians
skagania & Clenom timu skusania z(8astnit’ sa, ak sa and Study Team Members, as requested, to participate
to vyzaduje, stretnuti ski$ajacich a telefonickych in the investigator meetings and telephone conferences
konferencii uskutoéfiovanych v priebehu Skasania conducted in the course of the Study to the extent
v rozsahu poZadovanom spoloénostou Bayer, requested by Bayer.

2.6  Akékolvek uzatvaranie subdodavatelskej zmluvy | 2.6 Any subcontracting of any of Center's obligations under
tykajuce sa ktorejkofvek z povinnosti Centra na this Agreement to a third party requires a prior written
zéklade tejto Zmiluvy s trefou stranou vyZaduje permission by Bayer, the granting of which shall be
predchadzajlci pisomny sdhlas spolotnosti Bayer, within Bayer’s sole discretion. In case of subcontracting,
ktorého ude enie je na vyludnej Uvahe spoloénosti Center shall enter into a written agreement with the
Bayer. V pripade uzavretia subdodavatelskej zmluvy, subcontractor containing terms no less onerous than
uzatvori Centrum pisomnu zmluvy S0 those contained herein and which ensure the
subdodavatelom, kiord bude obsahovat rovnakeé enforcement of Bayer's rights under this Agreement
podmienky, zavézné prinajmensom v takem rozsahu, (such as rights to Results, performance of monitoring
ako podmienky obsiahnuté v tejto zmluve, a ktoré and audits etc.) also to the subcontractor of Center.
zabezpetia uplathovanie prav spoloénostou Bayer
v stilade & touto zmluvou {(ako su prava na Vysledky,
vykondvanie monitorovania a audity atd.}) aj voéi
subdodavatefovi Centra.

2.7  Zmluvni parineri vynalozia véetko Usilie na zaradenie | 2.7 Contract Partners shall use their best efforts to include
13 Udastnikov Skusania do Skd3ania v sllade 13 trial subjects in the Study in accordance with the
s poziadavkami na zaradovanie a harmonogramami enrolment requirements and timelines set forth in the
stanovenymi v Protokole. Platny rozvrh Protocol. The current time schedule for the conduct of
harmonogramu vzfahujlci sa na vykonanie Skusania the Study is as follows:
je nasledujtsi:

Predpokladané zaradovanie ucastnikov Skusania sa Recruitment of the trial subjects is expected to begin on
zatne 14-Apr-2023 a ukondi sa do 6/16/2025 (dalej 14-Apr-2023 and to be completed until 6/16/2025
aj ako ,Zaradovacie obdobie"). Dal$i Ggastnici mézu hereinafter referred to as “Recruitment Period”.

Cl/A1a Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, Octaber 2019)
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2.8

2.9

byt zaradeni do Skusania afalebo Zaradovacie
obdobie sa mdZe prediZif iba na zaklade poziadavky
spolocnosti Bayer.

Ak spolognost Bayer pisomne oznami Zmiuvnym
partnerom, Ze pozadavany celkovy poéet uéastnikoy
Skusania bol uZ dosiahnuty prostrednictvom
skorSieho zaradovania v konkurenénych centrach
skUZania, Zmluvni parinerf nebud pokracovat
v zaradovani dalsich U&astnikov SkiSania a Ziadni
daldi Ucastnici Skagania nebud prijati na Skudsanie
v Centre.

Zmluvni  partneri zabezpecia, Ze vykonavanie
Skusania v Cenire nezacne, pokial nie su ziskané
v8etky pravne a reguiactné povolenia nevyhnutné pre
vykonavanie Sku$ania, a budl zodpovedni za ich
Upiné dodrzanie. Zmiuvni  partneri  pomdzu
spolo¢nosti  Bayer pri priprave  potrebnych
dokumentov tykajacich sa SklG8ania a poskyint
spoloZnosti Bayer alebo tretej osobe uréengj
spolotnostou Bayer bezodkladne véetky vyhiasenia
nevyhnutné pre povolenie Skuania regulaénymi
organmi afalebo etickymi komisiami, vratane avSak
nielen, ak sa to bude uplatfiovat, (i) vyhlasenia o
finanénych zaujmach, (i) CV a (iii) potvrdenie o
zodpovedajlicich  zariadeniach na  pracovisku.
Zmluvni  partneri zabezpeéia, Ze poskytnuté
dokumenty tykajlce sa SktSania su Uplné a spravne.

Zmiluvni Partneri informuji  vSetkych Gcastnikov
Skusania zodpovedajicim spdsobom o ciefoch,
metddach, predpokladanych prinosoch a
potencialnych rizikach SkaSania a ¢ okolnostiach, za
ktorych by ich osobné Udaje mohli byt spristupnené
spoloénosti Bayer, s fiou Prepojenym osobam,
prisludnym organom, tretim stranam, ktoré poskytuju
sluzby spolonosti Bayer afalebo etickym komisiam
na zaklade informovanych suhlasov pripravenych
spolognostou Bayer. Zmluvni Partneri zabezpeéia, ze
akakolvek ucast Ugastnikov Skusania na véetkych
aktivitach so SkuSanim sUvisiacich (od zaradenia po
posledné kontrolné vySetrenia iCastnika skisania) sa
uskutodni az po tom, &o podpidu informovany suhlas
Uéastnika Skusania poskyinuty spoloénostou Bayer.
Ak udastnik svoj stthlas v priehehu Skisania odvola,
nesmu byt voci nemu vykonangé Ziadne daldie vykony
tykajuce sa Skddania okrem vykonov slvisiacich
s ukoncenim  agasti v SkaSani  stanovenych
v Protokole a odsthlasenych zo strany Ggastnika.
Zmluvni partneri st povinni bezodkladne informovat
zodpovednu kontaktnl osobu spoloénosti Bayer, ak
pocas alebo po skonceni Skusania U¢astnik Skasania
svoj suhlas so spracovanim osobnych lidajov odvola,
alebo mieni vyuzZit akékolvek iné pravo slvisiace
s ochranou osobnych udajov anim udeleného
informovaného suhlasu. Zmluvni partneri nesmu vo
vztahu k tomuto U¢astnikovi Sklisania vykonat Ziadne
dalsie postupy vzfahujuce sa na SkiSanie okrem
pripadnych opatreni tykajlcich sa nasledného
sledovania stanovenych Protokolom, s ktorymi
Ggastnik  Skudania slhlasil. Néslednad lectba
U¢astnika skdSania mimo Gasti na Skudani je

2.8

29

Additional trial subjects can be enrolled in the Study
and/or the Recruitment Period can be extended, only if
requested by Bayer.

if Bayer provides a written notice fo Contract Partners
that the requested overall number of trial subjects for the
Study has already been achieved through earlier
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.

Contract Partners shall ensure that the conduct of the
Study at the Center does not commence unless and until
any and all regulatory and legal authorisations necessary
for the performance of the Study have been obtained and
shall be responsible for the full compliance therewith.
Contract Partners shall assist Bayer in the preparation of
necessary Study documents and forward to Bayer or a
third party specified by Bayer all declarations necessary
for the approval of the Study by regulatory authorities
and/or ethics commissions, including without limitation, if
applicable, (i) Financial Disclosure Forms, (ii} CVs and
(iii) confirmation of adequate site facilities without delay.
Contract Partners shall ensure that forwarded Study
documents are complete and correct.

Confract Partners shall inform all trial 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, its Affiliates, competent authorities,
third parties who perform services for Bayer and/or
ethics committees using the consent form(s) provided by
Bayer. Confract Partners shall ensure that the any
participation of a trial subjects in the Study related
activities (from enrolment to follow-up measures) must
be covered by the ftrial subject's informed consent
provided by Bayer. If such consent is revoked in the
course of the Study, no further Study related procedures
can be performed by Contract Partners with regard to the
respective irial subject except for any Study related
follow-up measures laid down in the Protocol and
consented by trial subject. Coniract Partners must
promptly inform responsible Bayer contact person, if —
during or after the clinical trial - a trial subject withdraws
her/his consent regarding dafa processing and/or
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 Protocol with which the
Participant has agreed. Subsequent treatment of the trial
subject beyond study participation lies in the sole
medical responsibility of Contract Partners.

Cl/A1a 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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2.12

2.13

vylu€nou lekéarskou

partnerov.

zodpovednostou  Zmluvnych

Zmluvni partneri upovedomia G€astnikov skuSania, ze
pocas ich Ucasti na tomto Skdsani sa nesmu zucastnit
na Ziadnom inom klinickom skuSani.

Zmluvni partneri st povinni informovat spolocnost
Bayer pros:rednictvom elektronického hlasenia v

2022 SK CO 66882

2.10  Contract Partners shall inform trial subjects involved

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

Contract Partners shall inform Bayer via the
electronic reporting in the electronic case report form or

elektronickom zaznamovom formulari GcCastnika by fax or email - as appropriate - in case of serious
alebo faxom, alebo a emailom - ako je to adverse reactions, serious adverse events, pregnancies,
najucelnejSie v pripade zavaznych neziaducich adverse reactions and adverse events promptly, but no
Ucinkov, zavaznych neziaducich udalosti, later than within the timelines stipulated in the Protocol

tehotenstiev  neZiaducich Gc€inkov a neZiaducich
udalosti bezockladne, najneskdr vSak v ramci leh6t
stanovenych v Protokole a/alebo inych pokynoch
danych spolocnostou Bayer o hlaseni Udajov
tykajucich sa bezpecnosti. Sucastou takého hlasenia
je @ posudenie pri¢innej suvislosti. Rozsah
spristupnenych Udajov musi reSpektovat poziadavky
definované v prisluSnych predpisoch.

Zmluvni partneri okamZzite odpovedia na v3etky
otazky spolocnosti Bayer alebo o0s6b poverenych
spolocnostou Bayer tykajuce sa dokumentacie
neziaducich ucalosti / G¢inkov a tehotenstiev, vratane
aktivneho nasledného sledovania a objasnenia
akychkolvek nezrovnalosti.

and/or in other instructions on safety related data
reporting provided by Bayer. Such reporting shall be
done together with an assessment of causality. The
scope of the data made available for Bayer must respect
the requirements defined in the applicable legal
regulations.

Contract Partners shall promptly respond to any query
from Bayer or dedicated agents of Bayer regarding the
documentation of adverse events / reactions and
pregnancies, including active follow up and clarification
of inconsistencies.

Zmluvni parneri sa zavazuji priamo a bezodkladne Contract Partners shall promptly inform Bayer
informovat’ spolo¢nost Bayer na: tel.:
tel: in case atrial subject participating in

i, v pripade, Ze UCastnik SkuSania
zUCastAujaci sa SkaSania vyjadri nazor, ze doSlo
k poSkodeniu jeho zdravia v désledku Ucasti v
SkdSani, a ze ma preto pravo na finanén nahradu.

Zmluvni partreri bezodkladne predlozia spolo¢nosti
Bayer vSetky dokumenty prijaté od Uradov, etickych
komisii a/atebo prisluSnych regulacnych organov
tykajuce sa akychkolvek suhlasov alebo povoleni
alebo prisuSnej komunikacie vztahujucej sa
na bezpecnost vo vztahu ku SkdasSaniu.

Zmluvni partneri pouziju Skasany liek vyluéne pre
UCely vykonania SklaSania a iba spbsobom
Specifikovanym v Protokole. Zmluvni partneri su
zodpovedni za riadne pouzivanie, manipulovanie,
skladovanie a vedenie podrobnej a presnej evidencie
zaobchadzania so Skusanym liekom v priebehu
SkuSania v sulade s poZiadavkami spravnej klinickej
praxe a spravnej lekarenskej praxe. Centrum sa
zavazuje prijimat SkdSany liek na Centre v
pracovnych drioch od 8.00 do 16.00 hod. Centrum sa
zavazuje na Centre SkuSany liek riadne uchovavat),
evidovat a vydavat SkdSany liek GCastnikom
SkdSania. Ckrém toho Zmluvni partneri na naklady
spolo€nosti Bayer vratia alebo zabezpelia riadnu
likvidaciu repouzitého SkiSaného lieku, ak si
spolo¢nost Bayer likvidaciu vyziadala, atuto likvidaciu
riadne zdokumentuja.

2.13 Contract

the Study expresses the opinion that his/her health has
been damaged due to his/her participation in the Study
and that he/she is therefore entitled to financial
compensation.

2.12  Contract Partners shall promptly submit to Bayer

copies of any documents received from authorities,
ethics committee/s, and/or other relevant regulatory
body regarding any approvals or authorisations or safety
relevant communication with respect to the Study.

Partners shall use the Study Drug
exclusively for the purpose of conducting the Study and
only as specified in the Protocol. Contract Partners are
responsible for the proper use, handling, storage and
keeping detailed and accurate records of handling with
the Study Drug in the course of the Study pursuant to
requirements of the good clinical practice and good
pharmacy practice. Center undertakes to receive the
Study Drug in the Center in business days between
8:00am and 4:00pm, store, keep records of and
dispense the Study Drug to the trial subjects. In addition,
Contract Partners shall return at Bayer's expense
unused quantities or arrange for proper destruction, of
Study Drug if Bayer has requested such destruction and
document this adequately.

In accordance with the specifications set forth in the
Protocol, Contract Partners respectively the Investigator

2.14 V suUlade so Soecifikdciami, uvedenymi v Protokole, 2.14
Zmluvni pa-tneri respektive SkuSajuci je povinny

Cl/A1 a 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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zhromazdovat a ukladat' Udaje do elekfronickych shall collect and enter data into the - electronic or paper
alebo  papierovych  zdznamovych  formularov - case report forms (hereinafter referred to as "CRFs")
GEastnika (dalef len ,CRF") bezodkladne, najneskér promptly, but no later than within 48 hours of generating
v8ak do 48 hodin od ich vytvorenia. Skisajlci (alebo the data. The CRFs and any documentation required by
povereny Clen timu skusania) bude pravidelne the Protocol shall regularly be forwarded to Bayer by the
predkladat spolo¢nosfi Bayer CRF-y a vSetku Investigator (or authorized Study Team Member) in order
dokumentaciu  vyZadovani  Protokolom,  aby to enable Bayer to process the data or have it processed
spolotnost Bayer mohla Udaje priamo alebo on a continuous basis. In case of delays of data entry
prostrednictvom  iného  subjekiu  nepretrzite Bayer has the right by giving written notice to investigator
spracovaval. V pripade omeskania s vkladanim to stop enrolment by the Investigator until data entry is
Udajov spolotnost Bayer mé& pravo, na zaklade up to date. If this results in delays in trial subject
pisomného oznamenia doru¢eného Skuisajicemu, recruitment, Bayer shall have the rights set forth in
zastavif ~ zaradovanie  UCastnikov  SkuSania Section 12.4. Promptly after the treatment of the last trial
Skisajucim az do doby, ked je vkladanie Udajov subject, all outstanding CRF entries shall be completed
aktualizované. Ak toto bude mal za nasledok and CRFs, related documentation as well as unused
omeskanie v zaradovani UcCastnikov Skusaniz, paper CRFs, if applicable, shall be forwarded to Bayer or
spoloénosti Bayer patria prava stanovené v bode destroyed upon Bayer's request. In case electronic
12.4. Bezodkladne po lie€be posledného z (Castnikov CRFs are used in the Study, Bayer will provide access
skasania, musi byt dokondené viozenie vsetkych to electronic CRFs to the Investigator. Furthermore,
zostavajlcich informacit do CRF-u, a CRF-y, Bayer will provide the final patient electronic CRFs (End
slivisiaca dokumentacia ako aj nepouZité CRF of Study PDFs) to the Investigator on digital data media
v papierovej podobe, sa ododlu spoloCnosti Bayer {e.g. CDs, USB memory sticks) and the Investigator shall
alebo na zaklade poZiadania zo strany spoloénosti confirm that data is readable. It is I[nvestigators’
Bayer sa zniCia. Ak sa v Sku8ani pouzivajl responsibility to verify the completeness and correctness
elektronické zaznamové formulare UCastnika (CRF), of the End of Study PDFs according to instructions
Bayer poskytne pristup do CRF Skuasajucemu. provided by Bayer. Contract Partners shall ensure that
NavySe, Bayer poskytne findlne elekironické such data is archived according to local laws, rules,
zaznamové formulare pacienta (End of Study PDFs) regulations this Agreement and made available for future
Skusajucemu na digitalnom médiu (napr. kompakiny audits/inspections. Confract Partners agree to assist in
disk, paméatové médium USB) a Skusajlci po ziskani the prompt clarification of any queries related to CRF
potvrdl &itatelnost vy$sie spomenutych End of Study data and shall attend to and respond to such gueries
PDFs. Povinnostou Skusajliceho je overit Gplnost promptly, but no later than within 3 (three) business
finalneho End of Study PDFs podla instrukcii days. If necessary, shorier response times may be
poskytnutych spoloénostou Bayer. Zmluvni partneri requested by Bayer. Furthermore Contract Partners shall
sa zavazuji zabezpecit, Ze udaje budl archivované through Investigator reasonably assist in the preparation
vsulade  sprislusnymi  zakonmi, predpismi of the overall Study report upon Bayer's request. If
a nariadeniami, tiez touto Zmluvou a budu k dispozicii applicable, Contract Pariners shall in addition to the
pre budice inSpekcie a audity. Zmluvni partneri sa documentation specified above, provide to Bayer
zavazujl poskytovat' sG&innost pri pohotovom samples from participant and associated clinical data for
objasfiovani akychkolvek otézok tykajtcich sa Udajov the purposes described in the Protocol in accordance
v CRF a venovat sa tymto otazkam a odpovedat' na with the specifications set forth therein (hereinafter
ne bezodkladne, najneskodr viak v lehote 3 (troch) referred to as “Trial Subject Sets"). The costs for
pracovnych dni. Ak to bude nevyhnutné, moze shipping of Trial Subjects Sets to the location specified
spolo¢nost Bayer poZzadovat odpoved aj v kratSom by Bayer will be borne by Bayer as set forth in the
¢asovom Useku. Okrem toho zmluvni partneri Protocol, including the cost of procuring any necessary
prostrednictvom Skusajiceho na Ziadost' spoloénosti permits for shipping.

Bayer poskytni primerant suéinnost pri priprave

celkovej spravy o SkuSani. Zmluvni partneri dalej

spolu s dokumentaciou uvedenou vySSie poskytnl

spoloénosti  Bayer prislusné odobraté vzorky

Ugastnikov sklUSania a sUvisiace klinické ddaje pre

naplnenie Ucelu popisanéha v Protokole v sllade so

Specifikaciami v fiom uvedenymi (dalej len "Vzorky

Uéastnikov Skusania”). Naklady na prepravu Vzoriek

uCastnikov  SkuSania do miesta  uréeného

spolognostou Bayer ponesie spolodnost Bayer, tak

ako je uvedené v Protokole, vratane nakladov

vynalozenych na  zaobstaranie  akychkolvek

potrebnych povoleni pre prepravu.

215 Zmiluvni partneri  uchovajl v8etku a akikolvek | 2.15  Contract partners shall retain all Study documents
dokumentaciu stvisiacu so Skusanim podas dihsej z for the longer of the two following periods, 1/ 15 (fifteen)
nasledujlcich dvoch lehét: 1/ 15 (patnast) rokov po years as of end of Study, or 2/ any longer period of
skondeni Ska3ania alebo 2/ akejkolvek dihgej doby

Cl/Ata Agreement between Bayer, Center and Investigator for the performance of a clinical frial {(based on Bayer Organized generic V 3.7, October 2019)
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pre archivaciu dokumentacie stanovenej prislugnymi documentation retention mandated by any applicable
pravnymi predpismi a uznanymi pravidlami. laws, rules or regulations.

Zmluvni  partneri zabezpecia, 2e dokumentacia Contract partners undertake to secure that the Study
Skisania bude bezpe&ne uchovavana vhodaym documentation shall be retained securely in an |
spdsobom = na vhodnom mieste. Centrum je povinné appropriate location and manner. Center shall keep
viest zaznamy o mieste, kde je dokumentacia record of the place where the Study documentation is
SkG3ania uchovavana a zabezpedit, Ze bude stored to ensure that it is readily available upon
pohotovo k dispozicii na Ziadast monitorujicej osoby, monitor's, EC’s, auditor’s or authorifies’ request.

etickej komisie, auditora alebo prisluénych Uradov,

Zdravotng dokumentacia ucastnikov skusania, ako aj The healthcare records of the trial subjects and other
daldia dokumeniacia obsahujlica osobné Udaje documentation containing personal data of trial subjects
ucastntkov skusSania bude v pripade, ak tak bude will be archived in the Center for periods defined in the
poZadovat' pravna (prava, archivovana v Centre a fo first sentence, if required by applicable legal regulation.
v lehotach uvedenych v prvej vete. Zmluvni partneri In addition to other duties Contract partners are obliged
s( okrem ineho povinni zabezpedit najmenej po dobu to ensure that the list of identification codes of the trial
15 rokov od skonéenia Sklsania uchovavanie subjects is kept for at least 15 years after the end of the
zoznamu dentifikadnych kodov Ggastnikov. clinical trial.

Zmluvni ga-neri st po cell dobu trvania Zmluvy ako The Contract partners are obliged during Contract and
aj po jej ukonéeni povinni dodrziavat vietky pravne after its finishing to adhere to all applicable laws and
predpisy a Lznané pravidla tykajlce sa uchovavania regulations regarding the preservation and archiving of
a archivacie dokumentacie akokofvek slvisiacej so documentation related to the Study and laws related to
Skusanim a pravne predpisy upravujiice ochranu personal data protection as well.

osobnych tdajov.

V pripade rozporov ustanoveni tejto Zmiuvy s In case of any conflici between the provisions of this
kogentnymi ustanoveniami prislusnych pravnych Agreement and the mandatory articles of apllicable laws,
predpisov rraju pravine predpisy vzdy prednast (ak generally binding laws shall always prevail (only in case
vyzaduji spinenie prisnej§ich podmienok ako if such laws impose more strict duties as Agreement
Zmiluva) a zmluvné strany sa nimi musia bezvyhradne does) and Contract Parties shall be strictly complied with
riadit’ a tc aj vo vztfahu k uréeniu doby a spdsobu them especially concerning to period and manner of
uchovavania a archivacie vSetkych dokumentov retaining of Study documentation.

tykajlcich sz kiinického skusania.

Qdvolanie sa na znenie tejto Zmiuvy Zmluvné strany Referring to the terms of this Agreement does not relieve
nijako nezbavuje zodpovednosti za nespravnu Contractual parties of any responsibility for improper
archivaciu a uchovavanie dokumentécie stivisiacej so archiving and retention of any documentation related to
Skaganim podia tejto Zmiuvy. the Study under this Agreement.

Centrum ja povinné informovat Bayer v pripade, Ze Center shall notify Bayer in the event that Center plans
planuje skladovat dokumentaciu slvisiacu so to store Study documentation outside of its own
skasanim mimo svojich priestorov. Po uplynuti doby premises. After expiry of the retention period, Center
archivacie rie je Centrum opravnené zni¢it' Ziadnu shall not destroy any Study documentation without
dokumentaciu Sk(8ania bez suhlasu spoloénosti Bayer's approval, and, upon Bayer's request, transfer
Bayer, a na Ziadost spolo¢nosti Bayer je povinné documents to a third party designated by Bayer to the
odovzdaf do<umentaciu Skusania spoloénosti Bayer extent permitted by law. Center shall notify Bayer about
alebo osoke Jréenej spolotnostou Bayer v rozsahu, v any changes in source documentation (e.g. introduction
akom to dovolujad pravhe predpisy. Centrum je or retirement of an electronic records system).

povinné informovat spolo¢nost Bayer o v8etkych
zmendach v zdrojovej dokumentacii (napr. o zavedeni
¢i vyraden systému elektronickych zaznamovy).

216 Zmluvni partieri st si vedomi, Ze spolo¢nost Bayer | 2.16  Contract Partners are aware that Bayer or a third

alebo jej menom tretia osoba su povinni starostlivo party on behalf of Bayer is monitoring the conduct of the
monitorovet vykonavanie Sku3ania a pravidelne Study closely and is visiting the Center on a regular
navstevovat Centrum. V priebehu Skisania a po jeho basis. During and after the Study,
ukondéeni,
() si epolotnost Bayer vyhradzuje pravo, na (i) Bayer retains the right — upon reasonable prior
zéklade predchadzajiceho oznamenia, notice - to audit Center’s records, any and all other
uskutothzovat audit zaznamov Centra, vratane documentation and the facilities relating to the
akejkolvek akazde| daldej dokumentacie a Study, and

CliA1a Agreement betwezn Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, Octaber 2019}
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zariadeni, ktoré sa tykaji alf-lebo stvisia s0
Skusanim, a zarovef

(i} st Zmluvni partneri povinni umoznit' pripadné
kontroly zo strany prislusnych reguladnych tradov.
Zmluvni  partneri  bezodkladne  informujl
spolocnost’ Bayer o akejkolvek kontrole al-lebo
zamere (oznameni) vykonat  konirolu v
budlcnosti, a zaroveii Zmluvni partneri umoznia
spolognosti Bayer zdc¢astinit sa tejto kontroly. Pred
odoslanim odpovede na akékoivek pripadné
zistenia kontroly v zmysle vy&Sie uvedeného, su
Zmluvni partneri povinni umoZnit spolocnosti
Bayer prehodnotit a revidovat tlto odpoved
v spolupraci so Zmiuvnymi parinermi a zarovef
Zmluvni partneri budld bez naroku na extra
odmenu primerane podporovat  monitorov,
auditorov a indpektorov, vratane avsak nielen,
poskytnutim pristupu k zariadeniam a k Gdajom
podia potreby a Zmluvni partneri zarovent prijmi
akékolvek primerané opatrenia, pozadované k
odstraneniu nedostatkov, zaznamenanych poCas
monitorovania, auditu alebo kontroly. Na Ziadost
spoloCnosti Bayer je SkaSajuci povinny byt
k dispozicii pre osobnu diskusiu a zaroven

(i} Centrum vsUlade so zasadami spravnej
klinickej praxe umozni spolo¢nosti Bayer a fiou
poverenym osobam pristup ku zdrojovej
dokumentacii skusania, vratane pristupu do
zdravoingj dokumentacie udastnikov skuSania
vyluéne v sulade s platnou Iegislativou SR, a to za
ugelom overenia Uplnosti  Udajov  a suladu
zaznamov s Protokolom  skiSania.  Toto
opravnenie zahffia aj moznost kontroly suladu
medzi flaenymi zaznamami a ich elektronickym
vyhotovenim (spot checks). Za itym ucelom
Centrum zabezpedi splnenie vietkych podmienok
a stihlasov od Ucastnikov sktSania pre pristup
k zdrojovej dokumentacii a zdravotnej
dokumentacii U¢astnikov skdsania.

2.17  Zmiuvni partneri nesmu vyuzivat' sluzby, bez ohladu

na ich objem, Ziadnej osoby, kiora bola vylu&ena,
kiorej bolo opravnenie poskytovat tieto sluzby
odobraté, ktora je vedena na zozname neZiaducich
0s6b, je jej zakazana Cinnost alebo je objekiom
vy$etrovania zo strany 5tatneho organu alebo jej hrozi
vy§etrovanie regulacného organu pre vylucenie,
odobratie opravnenia, zaradenie na zoznam
neZiaducich osdb alebo akékolvek iné podobne
regula¢né opatrenie v rdmci ktoréhokolvek pravneho
poriadku na svete. Zmluvni partneri dalej vyhlasujt a
zaruujl, Zze ani oni ani ich zamestnanci, agenti ¢&i
zastupcovia, ktori sa =zuCastiujd vykonavania
Skasania, neboli vyliéeni, nebolo im odobraté
opravnenie, neboli uvedeni na zoznam neziaducich
0s6b alebo im nebola zakazana ginnost rozhodnutim
regulatného organu, ani podla ich najlepSieho
vedomia v siiéasnej dobe neprebieha Ziadne konanie
tykajuce sa takého vylugenia, odobratia opravnenia,
uvedenia na zoznam neziaducich osdb. Zmiuvni
partneri budd v priebehu Skugania ihned informovat

(i) Contract Partners shall allow any inspections by
responsible authorities. Coniract Partners shall
promptly inform Bayer about any inspection and
the intent to conduct an inspection and Contract
Partners shall allow Bayer to be present. Prior to
responding to the findings of any such inspection,
Contract Partners shall review and discuss such
response with Bayer and without exfra charge,
Contract Partners shall appropriately support
monitors, auditors and inspectors, including
without limitation by providing them with access to
the facilities and data as required, and Contract
Partners shall take any and all reasonable actions
requested to cure deficiencies noted during
monitoring, audit or inspection. Investigator shall
be available for personal discussion, if requested
by Bayer and

(iiiy Center, in accordance with the principles of
good clinical practise is obliged io allow Bayer and
third person authorized by Bayer the access to the
essential documents of clinical trial including
access to health care records of trial subjects
solely in accordance with current legislation of
Slovak republic 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 compliance with all conditions
and approvals from trial subjects for access to the
source documentation and healthcare records of
the trial subjects.

2.17  Contract Partners shall not use in any capacity the
services of anyone debarred, disqualified, blacklisted or
banned or under investigation or threat of investigations
by regulatory 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, blacklisting or banning proceeding.
During the term of this Agreement, Contract Partners
shall promptly notify Bayer, that themselves or any of
their employees, agents or representatives involved in
the performance of the Study become subject of such
debarment, disqualification, blacklisting or banning
proceeding.

ClIA1a Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, October 2018)
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2.18

2.19

2.20

221

spolo¢nost’ Bayer, ak bude zacaté také konanie o
vyliceni, odobrati opravnenia, uvedenia na zoznam
neziaducich o0sbb a zakaze v suvislosti s
vykonavanim cinnosti, ktoré st predmetom SkuSania,
vo vztahu ku SkuSajucemu, Centru & jeho
zamestnancovi, agentovi alebo zastupcovi, ktori sa
zUcCastnuju yy<onavania SkdSania.

V pripade, Ze SkuSajlci prestane vykonavat svoje
povolanie j Centre, SkuSajlci je povinny o tejto
skuto€nosti informovat’ spolo¢nost’ Bayer
bezodkladne do tom, €o sa o tom dozvie, a Centrum
je povinné navrhnit riadne kvalifikovani osobu ako
nového SkuSajlceho. SpoloCnost Bayer ma pravo
vzniest namietky voCi tomuto nahradeniu. Centrum
nesmie zaradit nového SkuUSajliceho do SkiSania
predtym ako sa novy SkuSajuci oboznami a zaviaze
sa dodrziavat podmienky tejto Zmluvy vo forme
Dodatku ktejto zmluve. Ak Centrum a spolo¢nost
Bayer nie st schopni dohodndt sa na osobe nového
SkuSajuceho alebo ak novy Skusajuci nie je ochotny
zaviazat sa k podmienkam stanovenym touto
Zmluvou, spolo€nost’ Bayer je opravnend ukoncit’ tato
Zmluvu v sulade s bodom 12.5.

Zmluvni partneri umoznia zmluvnym  klinickym
vyskumnym organizaciam, zmluvne zabezpecenym
spolo¢nosto” Bayer, aby v mene spolocnosti Bayer
vykonavali a/alebo uplatiovali ktorékolvek z prav a
povinnosti spolo€nosti Bayer na zaklade tejto Zmluvy
a budu spolupracovat s tymito klinickymi vyskumnymi
organizaciami.

V pripadoch, ked je SkuSajuci €lenom prislusnej
etickej komsie alebo podobného orgéanu, ktory je
opravneny rozhodovat o zélezitostiach tykajucich sa
SkdSania, SkuSajuci je  povinny informovat
spolocnos™ Bayer o tejto skutoCnosti a nebude
vykonavat svoje hlasovacie pravo vo vztahu ku
Skdsaniu

SkiSajuci je povinny zaistit riadne a kompletné
vyplnenie a oznaCenie pisomnej Ziadosti (Ziadanky)
na potrebné vySetrenia, ktoré budd realizované
Centrom. Ziadanka musi byt oznacena nasledovne:
BAYER/E. protokolu/centrum/skiSajuci.  Skasajuci
zodpoveda za Skodu spbsobent poruSenim tejto
povinnosti.

Cl. 3- Povinnosti Bayer
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In the event that the Investigator resigns from his job
at the Center, Investigator shall promptly provide a
written notice to Bayer upon gaining knowledge thereof
and Center shall propose a duly qualified person acting
as new investigator. Bayer shall have the right to 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 to agree on a new
investigator or if the new investigator is unwilling to
acknowledge the terms and conditions of this
Agreement, Bayer shall be entitled to terminate this
Agreement in accordance with Section 12.5.

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

In case Investigator is a member of the competent
ethic committee or any similar institution deciding about
matters with regard to the Study, Investigator shall inform
Bayer about this circumstance and shall not execute his
or her voting right with regard to the Study.

Investigator shall ensure the proper and complete fill
up and labelling of the written request (Request) for the
necessary Examination that will be realized by Center.
The Request shall be marked as follows: Bayer/Protocol
No./Center/Investigator. Investigator shall be liable for
any damage caused by breach of this obligation.

Art. 3- Responsibilities of Bayer

3.1 Kontaktnymi osobami spolo¢nosti Bayer vo vztahu ku 3.1 Contact persons regarding the Study at Bayer are:

Skdsaniu s

RNDr. Olga Babelova, PhD.
Country Lead Monitor (CLM)

Tel.:
Email

alebo ktorékolvek dalSie osoby oznamené SkuSajucemu/ or any other persons notified to the Investigator.

0 pripadnycn zmenach kontaktnych osbb spolo€nosti
Bayer budd Centrum a SkuSajuci informovani pisomne.

Center and Investigator will be informed about any
changes in Bayer contact persons in writing.

CI/A1 a Agreement beiween 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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3.2 Spolo¢nost’ Bayer bude vykonavat a dokumentovaf
Sktsanie v prisnom sllade s (a) Protokolom; (b)
podmienkami tejto Zmluvy; (c) etickymi zasadami
Helsinske] dekiaracie; a (d) Smernicou ICH GCP EB
Spravna klinicka prax; (e) v stlade s prisludnymi
pravnymi predpismi SR, predovietkym v suUlade so
Zakonom o liekoch, ako aj vSeobecne prijimanymi
Standardmi spravnej klinickej praxe; a (f) zakonmi,
predpismi, nariadeniami a kédexmi compliance a (g}
vSetkymi prikazmi a povereniami prisludnych organov a
etickych komisii.

3.3 Spolo¢nost Bayer poskytne Zmiuvnym partnerom
Skasany liek, nevyhnutné vzory zaznamovych
formularov  UCastnika CRF, potrebné  vzor(y)
informovaného sihlasu a dalsie informacie vyZzadované
pre vykonavanie Skdsania, napr. Prirutka skisajlceho,
Dokumentacia o lieku, a Sthrn charakteristickych
vlastnosti lieku, v platnom zneni.

Spolotnost Bayer oznami Skisajucemu pristusné nové
informacie o bezpecnosti tykajice sa Skusaného lieku
v primeranej lehote.

3.4 Bayer vyvinie prostrednictvom monitorujlice] osoby
maximalne Uusilie aby SkaSajlci =zaistil riadne a
kompletné vyplnenie a oznadenie pisomnej Ziadosti
(ziadanky) na potrebné vySetrenia tak, ako mu tato
povinnost vyplyva z bodu 2.21.

3.5 Spoloénost Bayer sa zavazuje ziskat vsetky povolenia
regulaénych organov a etickych komisii nevyhnutné pre
vykonavanie Skusania a urobit prisluiné oznamenia
vodi regulagnym organom a etickym komisiam, ibaze to
je povinnostou Zmiuvnych partnerov podla &l. 2 tejto
Zmluvy. Vpripade ak Bayer potrebné povolenia
regulaénych organov a etickych komisii ziskal uz pred
uzatvorenim tejto Zmluvy, tvoria obsah Prilchy & 2 a 3
tejto Zmiuvy.

Cl. 4 - Platby

4.1 Bayer sa zavazuje zaplatit Centru za riadne vykonané
¢innosti na zaklade tejto Zmiuvy, vratane prevodu prav
podla ¢l. § tejto Zmluvy, odmenu vo vyske, sposobom a
za podmienock uvedenych v tomto €lanku Zmiuvy a v
prilche &. 1. Podmienky odmeny a jej vyplaty
Skusajicemu a timu skd8ania su upravené v separatnej
zmluve uzatvorenej medzi Skugajucim a spelotnostou
Bayer. Pre odstranenie akychkolvek pochybnosti vo
vzfahu k celkovej odmene Zmluvnym partnerom za
vykonavanie klinického sklSania sa zmluvné strany
dohodli, Ze pomer odmeny Centra aodmeny
Sklajuceho (zahffia aj Clenov fimu skdsania) vo
vztahu k celkovej odmene je 40% pre Centrum a 60%
pre Skl3ajuceho (zahfia aj odmeny &lenov timu
skugania).

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 Tripartite Guideline for Good Clinical
Practice EB; (e) in accordance 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 and/or ethics
committees.

3.3 Bayer shalf 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 Monograph and Summary of Product
Characteristics, as applicable.

Bayer shall report safety relevant new information
regarding the Study Drug to the Investigator in due time.

3.4 Bayer shall make through monitoring person every eifort
that Investigator could ensure the proper and complete
fill up and labelling of the written request (Request) for
the necessary examination, as Investigator has such
obligation defined in the point 2.21.

3.5 Bayer undertakes to obtain any and all approvals of
regulatory authorities and ethics committees necessary
for the performance of the Study and shall provide
necessary notifications to the regulatory authorities and
ethics commitiees unless this is the responsibility of
Contract Partners pursuant to Section 2 hereof. In the
event that Bayer has already obtained the necessary
approvals of regulatory authorities and ethics
committees prior to the conclusion of this Agreement,
they are connected to the Agreement as Annexes 2 and
3.

Art. 4 — Payments

4.1 Bayer agrees to pay the Center for properly executed
activities according to this Agreement, incl. transfer of
rights described in Art. 5, the remuneration in the
amount, by means and under the terms agreed by the
parties below herein and in Appendix 1. The conditions
of remuneration and payments to the Principal
Investigator and her team will be defined in a separate
agreement between Principal Investigator and Bayer.
For the avoidance of any doubt in relation to the total
remuneration of the Coniract Partners for the conduct of
the Study, the parties agree that the ratio of the
remuneration of the Centre and the remuneration of the
Investigator (including the Study team members) in
relation to the total remuneration shall be 40% for the
Centre and 60% for the Investigator (including the
remuneration of the Study team members).

Cl/A1a Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, Octaber 2019)

SK 050CT2022

Stranka 10 z 24 (B




1,

4.2

4.3

4.4 Faktdry musia byt zasielané spolocnosti

Zmluvni partneri nemaji narok na ziadnu ind platbu
okrem tych, ktoré st uvedené v tejto Zmluve ajej Prilohe
¢. 1alebo Inych zmluvach uzatvorenych so spolo¢nostou
Bayer, lbaze ju vopred pisomne schvali spolo€nost
Bayer. Platby donodnuté podla tejto Zmluvy ajej priloh
obsahuju aj celkovi odmenu za archivaciu a uskladnenie
dokumentacie vzmysle tejto Zmluvy a pravnych
predpisov.

VSetky platby v prospech Centra su splatné v lehote 60
(Sestdesiat) dni od prijatia zodpovedajuceho dariového
dokladu (faktury) majliceho vSetky naleZitosti podla
prislusnych pravnych predpisov upravujicich dan
z pridanej hodnoty, a to v prospech nasledujliceho
bankového Gctu Centra:

IBAN Cislo Gé&tu/Account No.:

Bayer a
polro€ne na zaklade Prilohy 1 elektronicky na adresu
alebo posStou na tato adresu:

4.2

4.3

4.4

2022_SK_CO_66882

No further payments than those set forth in this
Agreement and its Appendix 1 or other Agreements
concluded with Bayer 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.

All payments to Center will be made within 60 (sixty)
days after receipt of invoice which meets all
requirements according to applicable legal VAT rules, to
the following account of Center:

Invoices shall be sent to Bayer on a semi-annual basis
in accordance with Appendix 1 electronically to

or by post to the following
address:

Oddelenie klinickych skisani

Bayer, spol. s r.o.

KaradziCova 2

811 09 Bratislava

Slovenské Republika

Po uplynuti vySSie uvedeného fakturatného obdobia
osoba CLM poverena spolocnostou Bayer pripravi sthrn
mnozstva, cruhu a im zodpovedajuce hodnoty
jednotlivych Ukonov vykonavanych Skdsajucim, Lekarmi
timu SkuSania a/alebo ostatnymi €lenmi timu SkdSania,
ktoré maju byt podla tejto Zmluvy spolo€nostou Bayer
hradené (dalej aj ako ,suhrn“), priCom suhrn bude
obsahovat a C'slo objednavky. Suhrn poSle CLM na
emailov( adresu Centra uveden( vysSie. Centrum ma
moznost' v leho:e 30 dni podat pisomné odbévodnené
namietky k sthrnu (e-mallom na adresu CLM). Po
uplynuti lehoty 30 dni od doru€enia suhrnu Centru, ako
aj v pripade, Ze Centrum nema k sthrnu Ziadne namietky
(napr. ak na zaklade neho vystavi faktaru), sa suhrn
povazuije za finalny. V pripade, Ze Centrum v dohodnutej
lehote doruci spoloCnosti Bayer svoje odévodnené
namietky, spolocnost Bayer tieto vyhodnoti a po ich
pripadnom izr-ani poSle Centru novy suhrn, alebo
spolocnost Bayer namietky zamietne. Dorucenim
nového sthrnu ma Centrum lehotu 15 dni na podanie
namietok prcti novému suhrnu. V pripade opatovného
zamietnutia namietok, alebo uznania nadmietok sa za
finalny sdhrn bude povaZovat pisomné oznamenie
spolocnosti Bayer otom, ako sa s nédmietkami Centra
vysporiadala. Centrum je povinné vystavit faktiru do 30
dni od doru€en a suhrnu, najneskér vSak do 15 dni odo
dha, kedy sa suhrn povaZuje za finalny po realizacii
rozhodovania o namietkach. Faktira bude obsahovat
sumu podla finalneho sdhrnu a Ccislo objednavky
uvedenej na findlnom suhrne. Faktdra su€asne musi
spifiat ostatné poZiadavky podia tejto Zmluvy.

After the lapse of the above Invoicing period, responsible
CLM delegated by Bayer will prepare a summary of the
quantity, type and the corresponding values of Individual
actions performed by the Investigator, Doctors and/or
other members of the Study Team to be paid by Bayer
hereunder (the “summary”), and the summary shall also
contain the purchase order number. CLM shall send the
summary to the Center's e-mail address specified
above. The Center may raise reasonable written
objections to the summary (by e-mail to the CLM's
address) within 30 days. After the 30-day time period
after delivery of the summary to the Center or if the
Center raises no objections to the summary (e.g. if the
Center issues an invoice based on the summary), the
summary shall be considered to be final. If the Center
delivers reasonable objections to Bayer in the agreed
time period, Bayer shall review the same and send a new
summary to the Center, if Bayer accepts the objections,
or reject them. Upon delivery of the new summary, the
Center shall have 15 days to raise objections to the new
summary. In the event of repeated rejection of the
objections or their acceptance, Bayer's written
notification of the resolution concerning the Center’s
objections shall be deemed to be the final summary. The
Center is obliged to issue an invoice within 30 days of
delivery of the summary, but no later than in 15 days of
the day when the summary is found final after the
objections resolution procedure. The invoice shall
contain the amount corresponding to the final summary
and the purchase order number indicated in the final
summary. The invoice shall also meet other
requirements hereunder.
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V pripade omeskania Centra s vystavenim a odoslanim
fakilry podla podmienok uvedenych v tejto Zmluve, ma
spolognost Bayer pravo uplatnit’ administrativny poplatok
vo vyske 25 Eur. Bayer je opravneny administrativny
poplatok jednostranne zapocitat vo&i naroku Centra na
odmenu v nasledujicom fakturadnom obdobi. V takom
pripade Centrum nema pravo namietat nasledujici
sthrn  len z dévodu uplatnenia administrativneho
poplatku,  Administrativny  poplatok podia tohto
ustanovenia nema vplyv na nahradu skody a sti¢asne
nema vplyv na moznost' jej jednostranného zapocitania
spolocnostou Bayer so splatnymi pohiadavkami Centra
voti spoloCtnosti Bayer.

Pre vystavenie a odoslanie posiednej faktary v klinickom
skasani  (faktary  vystavovanej podla  sOhmu
vyhotoveného po spineni zéveretnych aktivit a obdrzani
suvisiacej dokumentacie spoloénostou Bayer
preukazujice] detaily otom, Z2e sa zavereCné aktivity
ukoncili) platl, Ze ak tato nie je riadne vystavena
a odoslana spolognosti Bayer ani v Iehote 3 mesiacov od
doruéenia finalneho sthrnu Centru, Centrum nema pravo
na odmenu uveden( v tomto postednom finalnom stihrne
a v pripade, Z2e Centrum po lehote 3 mesiacov faktiru
vystavi a doruci spoloénosti Bayer, Cenirum sa vzdava
naroku na zapiatenie uvedenej odmeny a spolo¢nost
Bayer nemda povinnost faktaru uhradit a nemusi o tom
Centrum osobitne upovedomit.

4.5 Na Ziadost spoloCnosti Bayer Zmluvni partneri, okrem
vy$8ie uvedenych povinnostf, poskytn( detailny prehlad
jednotlivych poloZiek obsahujlci informécie vyziadané zo
strany spoloénosti Bayer a slvisiacu dokumentaciu ku
kazdej zaslanej fakilre. Spoloénost Bayer ma pravo
zadrzat prislusnu platbu az do dorugenia takej podrobniej
dokumentacie.

4.6 Spolo¢nost Bayer ma, okrem vy&sie uvedenych prav, aj
pravo zadrzat’ primerant Cast doposial neuhradenych
platieb v pripade, Ze sa kedykolvek zisti, Ze sluzby, ktoré
boli poskytnuté na =zaklade tejfo Zmluvy, nie s
poskytnuté dojednanym spdsobom. Taka Ciastka nesmie
presiahnut’ hodnotu sluzieb, ktoré neboli riadne
poskytnuté, a bude zapiatena po odstraneni prisluného
nestladu za predpokladu, Ze také omeskanie
nespdsobilo, Ze tieto sluzby sa stali nepotrebnymi pre
Uely tejto Zmluvy.

4.7 Vietky Clastky uvedené v tejto Zmluve a jej prilohach st
uvedené bez DPH, ak sa v konkrétnej prilohe neuvadza
inak; pri¢om taka rozdielna Uprava v prilche ma prednost’
pred tymto dojednanim. Ak niektoré platby za sluzby
Centra podliehaji DPH, spolocnost Bayer zaplaff
prislusnt Siastku DPH na zaklade pristusného darového
dokladu (faktlry), vystavenéhc Centrom, ktory bude
spifiat  v8etky naleZitosti predpisané prislugnymi
dafnovymi zakonmi, predpismi a nariadeniami. Centrum
nesie zodpovednost za uhradenie vsetkych ostatnych
dani v suvislosti s platbami na zaklade tejto Zmluvy.
Centrum je povinné nahradif spolo&nosti Bayer vietku
Skodu a naklady vzniknuté z dévodu postupu podla tohio
bodu afalebo z ddévodu rucenia spoloénosti Bayer za
DPH, ktorej platcom je Centrum.

If the Center fails to issue and send the invoice in the
time period and under the conditions laid down
hereunder, Bayer may charge an administrative fee of
EUR 25, Bayer may unilaterally offset the administrative
fee against the compensation owed to the Center, in the
next invoicing period. In such event, the Center shall not
be entitled to raise objections to the next summary on
the grounds of the administrative fee. The administrative
fee under this provision shall be without prejudice to the
reimbursement of damages and, at the same time, to the
option of their unilateral offset by Bayer against the
Center's receivables due from Bayer.

With regard to the issuance and submission of the last
invoice in the clinical study (invoice issued based on the
summary prepared upon compietion of the close-out
activities and receipt of supporting documentation
providing details that the close-out activities are
completed), if the [ast invoice is not duly issued and sent
to Bayer within 3 months of delivery of the final summary
to the Center, the Center shall not be entitied to the
compensation specified in such last final summary and if
the Center issues and delivers the invoice to Bayer after
the 3-month time period, the Center waives the right to
the payment of the compensation and Bayer shall not be
obligated to pay the invoice and does not have to
specifically inform the Center thereof.

4.5 In addition to the duties specified above, upon Bayer's
request Contract Partners shall provide detailed
itemization as per Bayer's request and documentation
for any submitted invoice. Bayer has the right to withhold
the respective payment until such detailed
documentation has been received.

4.6 In addition to the rights specified above, Bayer has the
right to withhold an appropriate part of cutstanding
payments in case it is at any timepoint identified, that
services owed pursuant o this Agreement have not been
fuifilled in a contractual manner. Such amount shall not
exceed the value of the services not properly conducted
and will be released for payment once such non-
compliance has been cured, provided the delay has not
caused the services to have become worthless for the
purpose of this Agreement.

4.7 All agreed consideration is exclusive of Value Added Tax
(VAT), unless otherwise specified in respective
appendices; whereas such different arrangement in
appendix shall prevail. If VAT is legally owed by 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 fo
the applicable VAT laws, rules and regulations. Any
other tax with respect to the payments under this
Agreement will be borne 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.
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4.8 Zmiluvni partneri berd na vedomie asUhlasia, zZe
spolotnost Bayer alebo akakolvek z jeho sesterskych
spolognasti alebo Asociacia inovativneho
farmaceutického priemyslu - AIFP zverejni na subornej
arovni akékofvek prevody hodnoty zdravotnickemu
pracovnikovi a ebo zdravotnickemu zariadeniu tykajlce
sa Vyskumu alebo Vyvoja tj. (i) platieb vykonanych
spolotnostou Bayer podfa tejto Zmluvy a (i} akékolvek
naklady na ubytovanie, stravné acestovné Centra,
Skusajuceho alebo spoluskisajlcich lekarov, kioré
spolo¢nost’ Beyer uhradila podla tejto Zmluvy a (i)
akékolvek kongresové registratné alebo U&astnicke
poplatky alebo podobne, ktoré hradila spolognost Bayer
podla tejto Zmluvy, ato anonymnym spdsobom, tj. na
sUbornej Urovni. Zmluvni partneri rovnako berd na
vedomie politiku Eurépskej agentiry pre lieCivé pripravky
(EMA) tykajicu sa evidencie vyhlaseni o vylugeni stretu
zaumov ¢&lenov a expertov vedeckych komisii a
vyhlasujl tymto, Ze tu nie je Ziaden stret zaujmov braniaci
plneniu ich povinnosti vychadzajucich zo Skusania.

4.9 Zmluvni partneri berd na vedomie, Ze ak v sUvislosti
s pinenim podla tejto Zmluvy poskytnd zdravotnickemu
pracovnikovi  alebo  poskytovatelovi  zdravotnej
starostlivosti peflaizne alebo nepefazné plnenie, st
povinni spoloénosti Bayer v lehote do 30 dni od
poskytnutia pefiazného pinenia alebo nepefainého
pinenia oznémit v elektronicke] podobe zoznam
zdravotnickych pracovnikov a poskytovatelov zdravotnej
starostlivosti, ktorym bolo pefiazné alebo nepefazné
plnenie posky:nuté ako aj dalSie Udaje, v rozsahu podla
prisludnych ustanoveni Zakona o liekoch (dalej tiez ako
,o0znamenie“). Pokiall ku poskytnutiu plnenia déjde v
mesiaci jin, alebo december, sO Zmiuvni partneri
oznamovaciu povinnost povinni spinit do 15 dni od
poskytnutia takéhoto pinenia.

4.10 Ak sa preukaze, Ze Zmluvni partneri v oznameni
poskytli spoloénosti Bayer nepresné, nelplné alebo
nepravdivé Udaje, st Zmluvni partneri povinni v lehote
uvedenej v pisomnej vyzve spolotnosti Bayer nahradit
spolocnosti Bayer vzniknutd Skodu, a to najma, nie vSak
vylutne sumu pokuty ktorg ulozilo Ministerstvo
zdravotnictva alebo iny organ spolotnosti Bayer za
spachany sp-évny delikt priamo alebo nepriamo sa
tykajici uvedenia nepresnych, neulplnych alebo
nepravdivych Udajov v sprave o vydavkoch na pefaZné
a nepefazné pinenia.

411 Zmluvni partneri ber(l na vedomie, ze spolotnost
Bayer je povinna v sulade s prislusnymi ustanoveniami
Zakona o liekoch, predkladat v elekironickej podobe
narodnému centru (NCZI) najneskor do 31. januara a
31. jula kalendarneho roka spravu o pefaznych alebo
nepefiaznycn plneniach poskytnutych priamo alebo
nepriamo  zdravotnickemu  pracovnikovi  alebo
poskytovatefovi zdravotne] starostlivosti (vratane mena
a priezviska pripadne obchodnéha mena
poskytovaie'a). NCZI bezodkladne zverejni na svojom
webovom sidie Gdaje oznamené v silade s prislu§nymi
ustanoveniami Zakona o liekoch.

4.8

49

Contract partners are aware that Bayer or one of its
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 Development on an aggregated level will
publish any transfer of value, i.e. (i) the payments made
by Bayer under this Agreement and (ii) any costs for
accommodation, work related meals and travel of the
Center, the Principal Investigator or the Investigators
which Bayer has covered under this Agreement and (jii)
any congress registration or parficipation fees or alike
which Bayer has covered under this Agreement, in an
anonymized way, i.e. on aggregated level. Confract
partners are also aware of the "EMA Policy of Handling
Declarations of Scientific Commitiees® Members and
Experts” and confirm that there is no conflict of interest
preventing the fulfiiment of their Study duties.

Contract Partners acknowledge that in case the Provider
in connection with this Agreement provides financial and
in-kind benefits to the health care professionals or
providers of healthcare services the Contract Partners
are required within 30 days following the granting of
payments or in-kind benefit inform Bayer electronically of
the list of healithcare professionals and providers of
healthcare services, that were provided with the financial
or in-kind benefits and all other necessary information in
the scope of the relevant provisions of the Act on
Medicines (hereinafter the "announcement”). [f the
benefits 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 If it is proven that the Coniract Partners in

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

4.11 The Contract Parthers 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 healthcare services
(including the name and surname or business name of
the provider) according to the relevant provisions of the
Act on Medicines, no later than 31 January and 31t
July of the calendar year in electronic form, NCZI shall
publish on its website the reports received according to
the relevant provisions of the Act on Medicines.
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Cl. 5 — Prava k vysledkom

5.1 Spolocnosti Bayer pairia vyluéné prava ku vietkym
vysledkom, bez ohladu na ich povahu alebo formu, &i sU
spdsobilé byt predmetom patentovej ochrany alebo nie,
¢l st hmotne alebo nehmotné (vratane, nie véak vylucne,
informacii, Udajov, know-how, zobrazeni, vzoriek), ktoré
vznikli, boli akokolvek vytvorené alebo ich pdvod je
moZné akokolvek odvodit' v slvislosti s vykonavanim
Skasania Centrom, Skodajucim a/alebo Clenmi timu
Skisania afalebo tretimi osobami, podielajtcimi sa na
Skusani z poverenia Zmluvnych parinerov (dalej len
LVysledky™). Zmiuvni partneri st povinni previest' a tymto
vopred prevadzajud vietky svoje majetkové ainé
slvisiace prava (spolotne ako & individudlne)
k Vysledkom na spolotnost Bayer, a spoloénost Bayer
tieto prevedené prava prijima. V rozsahu, v ktorom su
vietky aakekolvek prava KkVysledkom pravne
neprevoditelné, sa touto Zmluvou spoloCnosti Bayer
udeluje wvyiu¢na, celosvetova, prevoditelng, trvala,
a neodvolatelna licencia k neobmedzenému nakladaniu
s Vysledkami. Zmluvni partneri si povinni uskutocnit
vetky Kroky nevyhnuiné k tomu, aby spolotnost Bayer
pine disponovala so vSetkymi pravami uvedenymi
v tomto &l 5. Zmiuvy.

5.1.1 Pre vylu¢enie akychkolvek pochybnosti, vietky
zdravoinicke dokumentacie a povodné zdrojove
dokumentacie zostanl majetkom Centra; aviak,
spolotnost Bayer je opravnena ich pouzit
vsilade spodmienkami tejto Zmluvy a
s informovanym sthiasom O&astnikov SkG$ania
a prislusnych zakonov, predpisov a nariadeni.
Spristupnenie Vysledkov akémukolvek subjektu,
vratane zmiuvnej vyskumne] organizacie &i
elickej komisie alebo regulatného organu
nebude povazované za prizhanie vlastnickeho
prava k tymto informaciam tymto subjektom.

Pre odstranenie pochybnosti plati, Ze akékolvek
patentovatefné Vysledky (dalej len ,Vynalezy"),
ktoré st vylepSeniami, alebo novym pouZitim &i
novymi liekovymi formami Ski$aného lieku a
ktoré sU zavislé na, stvisia s, alebo vznikaju
v ddsledku vykonavania Ski$ania, alebo kioré
sa objavia vpriebehu trvania SkiSania
Specifikované v Protokole a su zaloZzeng na,
alebo s predmetom dudevného vlasinictva
alebo  Ddvernych informacif  naleZiacich
spolotnosti Bayer, s vyluénym vlastnictvom
spoloCnosti Bayer.

5.2 Zmiuvni partneri zabezpetia, Ze akékolvek a vetky
Vynalezy alebo patentovatelné Vynalezy, budd
bezodkiadne pisomne nahlasené spolo¢nosti Bayer.

5.3 Spolotnost Bayer alebo ktorakolvek Prepojena osoba
maji vyhradne prava podat na viastné naklady
akékolvek patentové prihlasky (zZiadosti © udelenie
patentu)} alebo iné prihladky k pravam dusevného
vlastnictva k Vysledkom v akejkolvek krajine.
Povodcovia vynalezu zo strany Zmluvnych partnerov
alebo inl pdvodcovia vynalezu zapojeni do Sklsania

Art. 5 - Rights to Results

5.1 Bayer shall own the exclusive rights to all results,
whatever their form or nature, whether patentable or not,
fangible or intangible (including but not limited to
information, data, know-how, images and samples), that
are originated or otherwise made in connection with the
performance of the Study by Center, Investigator and/or
Study Team Physicians and/or Study Team Members
and/or or other parties, involved by Contract Partners,
(hereinafter referred to as "Results"). Contract Partners
shall assign and hereby assign their rights {mutually or
separately) to the Results to Bayer in advance and Bayer
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. Contact
Partners shall take any and all actions necessary to
provide Bayer all the rights set forth in Section 5.

511 For the avoidance of doubi, 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 local Jaws, rules and
regulations. Disclosure of Resulis to any entity,
including a Contract Research Organisation,
£C, or regulatory authority shall not be deemed
to confer an ownership interest in such

information to those entities.

For the avoidance of doubt, any patentable
Results (hereinafier 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
relate 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 aor subject to the Bayer's
intellectual property, or  Confidential
Information shall be the sole property of Bayer.

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

5.3 Bayer or any of its Affiliates exclusively have the right to
file, at its own expense, any patent applications or other
intellectual property rights on Results in or for any
country. Bayer will name Contract partners inventors or
other inventors involved in the Study in the patent
application. Contract Partners shall ensure that any
reasonabie assistance will be provided to Bayer in order
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budl spolognostou Bayer uvedeni v patentovej
prinlaske. Zmwuvni parineri zabezpetia, aby bola
spoloénosti  Bayer poskytnuta v8etka potrebna
stiginnost’, sratane vyhotovenia akychkolvek
dokumentov & vydania prehlaseni, ktore spololnost
Bayer povaZzuie za nevyhnutné za tym ucelom aby
spolognost Baver mohla podat takato prihlasku, branit a
presadzovat svoje prava.

5.4 Bayer a jeho P-epojené osoby smi uZivat, rozmnozovat
a prenasat anonymizované radiologické/diagnostické
snimky  vyhctovené  pogas  SkuSania v sllade
s Ustanoveniarii informovaného sudhlasu, pre vsetky
Gcely, vedecké a/alebo komertné, v akejkolvek forme a
akymikolvek spdsobmi, elektronickymi alebo
mechanickymi,  vratane  vyhotovenia  fotokdpii,
elektronickych zaznamov (napr. na CD-ROM), mikro-
kopii, alebo prostrednictvom systémov uchovavania a
obnovovania Jdajov, vratane databank a internetu.
Ustanovenia cds. 5.1 sa pouZijl primerane. Zmiuvni
partneri potvrdzuju, Ze vEetky take snimky budul ziskané
so slhlasom Ofastnika Skusania a Ze nebudud
obsahovat Ziadne informacie, ktorych prostrednictvom
by mohol byt identifikovany konkrétny subjekt skusania.

5.5 Spolognost Bayer udeluje Zmiuvnym partnerom
nevyhradnt licenciu k Vysledkom vytvorenym v Centre
pre interné ne<omeréné vyskumné a vzdelavacie Ucely
pri dodrzani sodmienok zachovavania dévernosti a
podmienok pre publikovanie, kioré su obsiahnuté v tejto
Zmluve.,

¢l 6 — Zachovavanie doévernosti

6.1 Zmluvni partqeri budld zaobchadzat so v&etkymi
informaciami & materialmi prijatymi od spolo¢hosti Bayer
alebo v jgj mene alebo od Prepojenych oséb spoloénosti
Bayer v suvislosti so Skaganim, Skddanym liekom alebo
touto Zmluvol aso vietkymi Vysledkami (dalej len
,L00verné informacie"} prishe ddverne. Zmiuvni partneri
smil pauzivat Ddverné informacie, vratane Sklsaneho
lieku, iba pre uéely plnenia tejto Zmluvy a nespristuphia
také Doverné informacie Ziadnej ftretej osobe bez
predchadzajoceho pisomného  suhlasu  spoloénosti
Bayer. Zmluvni partneri umeznia pristup k Dovernym
informaciam iba osobam, ktoré sa s Doévernymi
infformaciami maj potrebu zoznamovat pre uGcely
poskytovania sluZieb na zaklade tejto Zmiuvy a aj to iba
viedy, ak tieto osoby boli Zmluvnymi partnermi
preukazateine zaviazané k dodrziavaniu podmienok
aspofi tak prsnych, ako st podmienky podia tohto
Clanku 6.

Povinnost' k zachovavaniu dévernosti sa nevztahuje na
tie pripady, ked Zmiuvni partneri sO opravneni
publikovat Ddverné informacie v sulade s Elankom 7.

6.2 Pojem Déveré informéacie, ako je pouzivany v tejto
Zmiuve, sa nevztahuje na udaje a informacie, pri ktorych
mazu Zmiuvni partneri preukdzat, ze (i) nimi Centrum
alebo Skusauci disponovali v dobe, ked im boli
spristupnené spolognostou Bayer alebo jej Prepojenymi
osohami, alebo v mene niektorych z nich, (i) st alebo sa
stany slcast'ou verejnych informacii inak ako konanim &i

to enable Bayer to file such application and to prosecute,
defend and enforce such rights, including execution of
any and all documents 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 and/or
commetrcial, 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 retrieval 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 Contract Partners a non-exclusive license
to the Resuits 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

6.1 Contract Partners shall treat all information and material
received from or on behalf of Bayer or any of its Affiliates
in relation to the Siudy, the Study Drug or this Agreement
as well as all Results {hereinafter called “Confidential
Information”} strictly confidential. Contract Partners shall
use the Confidential Information, including the Study
Drug, only for the purposes of this Agreement and shall
not disclose such Confidential Information to any third
party without Bayer’s prior written consent. Contract
Partners 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.

The obligation of confidentiality shall not apply as far as
Confract 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 Pariners can prove (i) was already in
possession of the Center or the Investigator at the time
of its disclosure to them by or on behalf of Bayer or any
of its Affiliates, (if) is or becomes public knowledge other
than by an act or omission on the part of the Center or
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opomenutim Centra alebo Skusajlceho, (ili) ich Centrum
alebo Skasajlci pravom nadobudli od tretej osoby, kiora
nie je voli spolotnosti Bayer alebo jej Prepojenym
osobam viazana vyslovhou alebo predpokladanou
povinnostou micanlivosti, alebo (iv) boli wvytvorené
nezavisle Centrom alebo Sku3ajlcim bez odkazovania
sa na alebo pouzitie Dévernych informacii.

NavySe Zmluvni parineri moZu spristupnit Déverné
informacie vtakom rozsahu, vakom je také
spristupnenie vyZadované pravnymi predpismi alebo
vykonatelnym  sudnym rozhodnutim, avdak za
podmienky, 2e Zmluvni partneri o takej skutoCnosti
v primeranom ¢asovom predstihu informuji spoloénost
Bayer a na jgj Zziadost s fiou bud spolupracovat v snahe
dosiahnut' opatrenie za Gcelom ochrany alebo ingého
primeraneho pravneho prostriedku. Zmluvni partneri
vyvinu vietko primerané Usilie, aby zabezpedili doverné
zaohchadzanie s ktoroukolvek z Dovernych informacii,
ktora bude spristupnena.

8.3 Tieto povinnosti k zachovavaniu micanlivosti a zakazu
pouzivania Ddvernych informécii podla tejto Zmluvy
zostanu v platnosti eSte po&as doby 10 (desat) rokov od
ukonéenia tejto Zmluvy.

6.4 Zmluvni partneri na Ziadost spoloGnosti Bayer
zniGia/odstrania Déverne informacie, ktorymi disponuju
alebo ich vrati spoloénosti Bayer.

Cl. 7 — Publikovanie, Tlatové spravy a Verejné
oznamenia

7.1 Spolotnost Bayer wuznava a akceptuje zaujem
Zmluvnych partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez onhladu na to, ¢i vysledok
Skugania je pozitivny &1 negativny. S ohladom na
opravnené zaujmy spoloénosti Bayer sa Zmluvni partneri
zavdzuje dodrziavat' nasledujice povinnosti a
podmienky pre publikovanie:

7.1.1  Zmluvni partneri st povinni zaistit' aby pisomny
rukopis akejkoivek zamysglanej publikacie alebo
Ustnej prezentacie tykajlcej sa Skugania alebo
Skasaného lieku alebo Vysledkov (dale] iba
.Lublikdcia®) bude prednostne poskytnuty
spoloénosti Bayer a to najmenej 60 (3estdesiat)
dni pred zamyslanym predlozenim alebo
prezentaciou Publikacie, aby Iich spoloénost
Bayer mohla skontrolovat'.

AK spolocnost Bayer neurobi vo&i Zmluvnym
partnerom Ziadne oznamenie v lehote 45
(Styridsatpat) dni odo dnia, ked jej bola dorucena
zamyslana  Publikacia, Zmluvni  partneri
pripoment spolo&nosti Bayer zamyslany datum
Publikacie. Ak spolo¢nost Bayer neposkytne
Ziadne pripomienky v lehote 60 (Sestdesiat) dni,
Zmluvni partneri s0  opravnen! Publikaciu
publikovat.

7.1.2 Zmluvni partneri potvrdzujl, Ze v pripade
multicentrickych skdgani sa Vysledky Skidsania
publikujl iba prostrednictvom koordinacie so

the Investigator, (iii) 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 cobligation of
secrecy, of (iv) was developed independently by Center
or Investigator without reference to or use of the
Confidential Information.

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 Partners 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 Pariners 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 upon termination of this Agreement.

6.4 Upon request of Bayer, Contract Partners shall destroy /

71

delete any Confidential Information in their possession or
return it to Bayer.

Art. 7 — Publication, Press releases, Public
announcements

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 Partners agree to
comply with the following terms on publication:

7.1.1 Contract Partners shall ensure that a written
manuscript of any intended publication or oral
presentation relating to the Study or the Study
Drug or the Resulls (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.

{f 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 commenis within
the 60 (sixty) day period, Contract Partners shall
be free to publish.

7.1.2 Contract Partners acknowledge that in case of
multi-center studies the Results of the Study are
to be published only through coordination by
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7.1.4

spolo¢nostou Bayer za Ucelom kombinovania
vysledkcv zo vsetkych centier zu8asttiujicich
sa Skdania. Zmluvni partneri sU opravneni
publikovat Vysiedky ich Centra za predpokiadu,
ze celkcvé vysledky neboli publikované do 18
mesiacov od skonfenia Skudania ako je
uvedengé v Protokole, a suasne za
predpokladu postupovania v sUlade
s podrnienkami stanovenymi v bode 7.1.

SpoloZnost Bayer a Zmluvni  partneri
prediskutuja vdetky rozdiely v nazoroch na
zamysfany obsah Publikacie za UGgelom
najdenia rieSenia uspokojivého pre spolognost
Bayer aj pre Zmluvnych partnerov. Spolognost
Bayer méZe odporucit akékolvek zmeny
Publikacie, ktoré oddvodnene povaiuje za
nevyhnutné pre vedecké GZely. Zmluvn{
partneri sa zavazuju, ze implementacia takych
odporiicanych zmien nebude neddvodne
odmietruta.

Keby sa mohlo oakévat, Ze fakd Publikacia
bude mat neZiaduci Géinok na Zzachovanie
ddvernosti ktorejkolvek z Ddvernych informacii,
Zmluvni partneri zabrania takej Publikacii, ibaze
predmetnd Dévernd informacia mdze byt
vymazzna z Publikacie bez nepriaznivého
uginku na vedeckd spravnost Publikacie.

Keby Publikacia z pohladu spoloénosti Bayer
mohla mat nezZiaduci uginok na schopnost
ziskat patentovl ochranu pre ktorykolvek
Vynalez, spolo¢nost Bayer méZe pozadoval
odklad Publikacie na primerand dobu za tG¢elom
pripravy a podania Ziadanej pateniovej
prihiagky spolo&nostou Bayer alebo v jej mene,
aviak tato doba nesmie presiahnut’ 6 (Sest)
mesiacov od datumu, ked bola spolognosti
Bayer Publikacia doruend ku kontrole. Po
podanl prvej patentovej prihladky moze
spoloénost Bayer poZadovat daldi odklad
Publ kacie za predpokladu, ze v ramci prvého
roka od podania patentovej prinlasky je mozné
otakaval daldie vysledky vyskumu (&i uz v
ramci Skusania alebo mimo neho}, ktoré moézu
spresnif, dolozit alebo doplnit
predmet(cbsahovl podstatu) prvej patentovej
prihlagky. V tomio pripade modze spoloénost
Bayer pozadovatl odklad akejkolvek Publikacie
az do dopinenia druhej patentovej prihlasky, nie
v8ak clhsie ako uplynie obdobie jedného roku
od pocania prihlasky s pravom prednosti.

Zmluvni partneri uvedt v kazdej Publikacii
ustancvenie informujlce, Ze vytvorenie tdajov
bolo podporené spolo¢nostou Bayer a stiéasne
Zmiluvni partneri budd informovat o svojej miere
angazavanosti v Skasani a prospechu, kiory im
zo Ski8ania vyplynul, Autorstvo a uznania za
vedac<é publikacie by mali byt v sUlade
s Jednotnymi  poziadavkami nha  rukopisy
Medzinarodného vyboru redaktorov lekarskych
¢asopisov (ICMJE).

7.1.4

Bayer in order to combine the results of all
centers participating in the Study. Confract
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 Protocal,
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 to 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. Contract
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 defrimental effect on the scientific
correctness of the Publication.

If the Publication could in Bayer's view have an
adverse effect on the ability fo obtain patent
protection for any Invention, Bayer may request
a delay of the Publication for a reasonable period
af time in order to permit the preparation and
filing of any desired patent application by or on
behalf of Bayer, such period, however, not to
exceed 8 (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 results
(whether within or outside the Study) supporting
or complementing the subject matter of the first
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, but not longer than until the end of
the priority year.

Contract Partners shall include a statement in
any Publication 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 Journal Editors® (ICMJE) Uniform
Requirements for Manuscripts.
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7.2 Centrum uloZi rovnaké povinnosti a poZiadavky na
publikovanie, ake st stanovené vbode 7.1
Skusajucemu, v8etkym Lekarom timu  SkdSania
a vetkym Clenom timu Skiigania.

7.3 Povinnosti stanovené vbode 7.1 zostanUu v platnosti
dalsSich 10 (desat’) rokov po pred¢ashom ukonéeni alebo
skonteni platnostt tejto Zmiuvy.

7.4 Spolotnost Bayer zverejni informacie o Skidsani
(zverejnenie v prisiusnych registroch klinickych skagani
a zvergjnenie vysledkov) vramci verejne dostupnych
databaz (napr. na strankach www.ClinicalTrials.gov
aweb strankach spoloénosti Bayer) v sllade
s prislusnymi zakonmi, predpismi, a narfadeniami.

7.5 Zmluvni partneri neuvergjnia Ziadne tladové spravy
alebo iné vergjné oznamenia o Skisani, Vysledkoch
Skisania alalebo Skisancm lieku bez
predchadzajliceho pisomného poverenia spolognosti
Bayer.

7.6 Nazov spolonosti Bayer nesmie byt pouzivany

v Ziadnom treklamnom & inom materidli Zmluvnych

partnerov bez predchadzajiceho pisomného schvalenia

spoloénosti Bayer.
Cl. 8 ~ Zodpovednost a odékodnenie
8.1 Zmluvnf{ partneri zodpovedajt spolo¢nosti Bayer a nim
poverenym  osobam  vykonavajlcim  opravnenia
stanoveneé v tejto Zmluve alebo v pravnych predpisoch
za Skodu spdsobentt v dosledku (i} nedbanlivosti alebo
umyseiného profipravneho konania & opomenutia
alalebo (it} porusenia kiorejkolvek z povinnosti prijatych
na zaklade tejto Zmluvy ktorymkolvek z nich, aleho
ktorymkolvek z Lekarov timu Skasania, &lenov timu

Skusania, zamestnancov Centra alebo zmiuvnych

partnerov zapojenych kymkolvek z nich pre Géel pinenia

tejto Zmiuvy.

8.2 Spolocnost Bayer zodpoveda Zmluvnym partnerom
{dalej oznacovani iba ako ,OdSkodfiovana strana®) za
gkodu v rozsahu, v akom Ucastnik Skusania alebo ina
podia prava opravnena osoba uspeSne uplatnila na
prislusnom slde narok na nahradu Skody na zdravi
{vratane smrti), v dosledku uzivania Skusaného lieku
Gcastnikom alebo akéhokolvek klinického vykonu alebo
postupu vykonaneho alebo pozadovaného Protokolom,
a to za padmienky, Ze tato skoda:

8.2.1 nevznikla z dovodu, Ze Odskodiovana strana
konala v rozpore (a) s podmienkami tejto
Zmiuvy, alalebo (b) Protokolom; a/alebo (c)
vietkymi prisludnymi pravnymi predpismi a
pravidlami upravujicimi vykonavanie Sksania;
afalebo (d) bezpeCnostnymi opatreniami,
indikaciami a pisomnymi pokynmi spolo¢naosti
Bayer alebo jej Prepojenych osbb; alalebo
nevznikla z ddévedu nedbanlivostného alebo
Umyseiného konania ¢i opomenutia
Odskodnovane] strany; a/alebo

8.2.2

7.2 Center shall impose 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
prior written authorisation.

Art. 8 — Liability and Indemnity

8.1 Contract Partners shall indemnify Bayer and/or its
designees exercising the authorizations set forth in this
Agreement or in law in case of damage caused by (i)
negligence or wilful misconduct or omission and/or (i) a
breach of any obligations assumed 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.

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
entitied persons successfully claimed the damage to
health (including death) in a competent Court as a result
of the usage of the Study Drug by the Study participant
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 regulations 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
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8.3

8.4

8.5.

8.2.3 nie je krytd poistenim dojednanym v sulade
s pravaymi predpismi v prospech
Odskodnovanej strany.

Ak bola skoda celkom alebo séasti spdsobena
v dosledku doévodov uvedenych v bode 8.2.1 alebo
8.2.2, Odskodfiovanej strane nevznika narok na
nahradu ujmy voéi spolotnosti Bayer v rozsahu,
v akom sa na vzniku $kody tieto ddvody podiefaii.

Pravo Zmluvnych partnerov na nahradu $kody podla
bodu 8.2 nevznikne a spolognost Bayer nebude mat
povinnost ~ahradu $kody poskytnit, ak Zmluvni
partneri, alzbo ktorykolvek z nich porudi niektor(
z nastedujlzich povinnostf a toto poruSenie bude mat’
negativny vplyv na moZnost' Uspedne sa branit’ proti
uplatnenému naraku:

8.3.1 Zmluvn™ partneti pisomne informuju spolognost
Baye~ o kazdom naroku a/aleho Zalobe, kioré
spadajl alebo by mohli spadat pod tieto
ustanovenia © nahrade &skody, a to do
patnastich (15) dni odo dfia, ked sa o nich
dozvedzli, a sufasne umoZnia spolotnosti
Bayer, aby prevzala a riadila obranu proti
takému  naroku alebo Zalobe vratane
rozhadovania o jeho urovnani; a

8.3.2 Zmiuvni partneri st povinni spolupracovat’ so
spolcénostou Bayer a jej pravnymi zastupcami
a postovatefom(-mi) pri obrane proti takému
naroxu alebo zalobe, vyZadovat takd
spolupracu od svojich zamestnancov,

8.3.3 Zmluvni partneri nesml uznat ani urovnat
Ziaden taky narok alebo sudne konanie bez
precchadzajliceho pisomneho sUhlasu
spokatnosti Bayer.

8.3.4. Skisajuci bude okamzite informovat’ Bayer o
vietkych naliehavych bezpeénostnych
oparreniach prijatych skdsajidcim na achranu
USastnlkov  skuSania proti  okamzitemu
nebezpedenstvu a o vietkych zdvaznych
porudeniach protokolu alebo smernic Spravne)
Klinizkej praxe, o ktorych sa Centrum dozvie.

Bez dosalu na vyssie uvedené ustanovenia Zmiuvni
partneri vynaloZia primerané Usilie na to, aby
bezodkladne informovali spolotnost Bayer o vietkych
okolnostiach, o ktorych maji dévod sa domnievat, Ze
by mohli siest' k Zalobe alebo sldnemu konaniu a
budu spoloénost’ Bayer primerane informavat' o vyvoji
v slvisiosti s takouto pripadnou Zzalobou alebo
stdnym konanim, aj ked sa Centrum alebo Sklgajdci
rozhodnl nepodat’ Zalobu na zaklade tohto prisfubu
odskodnenia.

Zmluvni partneri a spoloénost Bayer si navzajom
poskytnl si&innost poirebnl na G¢inné vedenie a
urychlené vybavenie akejkolvek Zaloby alebo
sldneho «onania iniciovaného subjektmi (alebo ich
rodinnymi prisludnikmi) alebo v ich mene.

8.2.3 is not covered by an insurance pursuant to
applicable laws for the benefit 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 8.2.2, the Indemnified Party is not 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 any 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 claim or lawsuit which is or could be covered under
these provisions on indemnification within fifteen
(15) days after it has gained 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 Partners shall cooperate and require
its employees to cooperate, with Bayer and ifs
attorneys and insurer(s) in the defence of any such
claim or {awsuit; and

8.3.3 No such claim or lawsuit shall be admitted or settied
without the prior written approval of Bayer.

8.3.4 Investigator will inform Bayer immediately of any
urgent safety measures taken by Investigator to
protect trial Subjects against immediate hazard and
any serious breaches of the Protocol or of ICH GCP
guidelines of which Center becomes aware.

8.4 Without prejudice to the provisions above, the Contract
Partners will use their reasonable endeavours to inform
Bayer promptly of any circumstances reasonably thought
likely to give rise to any such claim or proceeding of
which they are directly aware and shall keep Bayer
reasonably informed of developments in relation to any
such claim or proceeding even where the Center or
[nvestigator decide not to make a claim under this
indemnity.

8.5 Contract Partners and Bayer will each give to the other
such help as may reasonably be required for the efficient
conduct and prompt handling of any claim or proceeding
by or on behalf of trial Subjects (or their dependants).
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Ci. 9 - Poistenie

9.1 Bayer zodpoveda za zabezpeéenie poistenia na ucel
Klinického skiania v stlade s prislusnymi pravnymi
predpismi. Na tento GCel Bayer prehlasuje, Ze
zabezpedil poistenie zodpovednosti Centra za Skodu
pri Skidani v silade s poZiadavkami Zakona o liekoch,
v platnom zneni, kitoré pokryva vsetky Skody
Ucastnikov Skusania vyplyvajice zo Skasania,
prostrednictvom  ktorého je  zabezpelené gj
odskadnenie v pripade smrti (¢astnika Skisania alebo
v pripade ujmy wvzniknutej na zdravi ugastnika
Skusania v désledku vykonavania Klinického skigania
v stlade s § 43 Zakona o liekoch. Naklady spojené
s Uzavretim a udrZiavanim poistnej zmluvy po cely ¢as
realizacie klinického sklSania hradi Bayer. Pre
vyliCenie pochybnosti Bayer a Zmluvni partneri
vyhlasuju, Ze poistenie podla tohto odseku nenahradza
poistenie  Centra vztahujlce sa kzdravotngj
starostlivosti, ktora priamo neslivisi so Skisanim.

9.2 Skldajlci sa méZe rozhodnut uzavriet dodatotné

poistenie sukromnej profesnej zodpovednosti za

uskutonovanie klinickych skisani. Zmluvii parineri s

povinni poskytnit spoloCnosti Bayer na je} Ziadost

poistné certifikaty.

Cl. 10 — Ochrana a spristupnenie osobnych tdajov

10.1 Zmluvni partneri sa si vedomi, Ze spoloénost' Bayer
alebo tretia osoba poverena spoloénostou Bayer
spraclva osobné Udaje SkUsajlceho a Clenov timu
skusania.

10.2 Zmluvni partneri a spolotnost Bayer sa zavazujl
dodrZiavat prislugné zakony, predpisy a nariadenia.

CL 11 - Trvanie Zmluvy

11.1 Tato Zmluva nadobudne platnost po jej podplsani
poslednou stranou a Uginnost” diiom nasledujlicim po
dni jej zverejnenia v Cenfrdlnom registri zmldv
Slovenskej republiky v zmysle § 47a zakona ¢. 40/1964
Zb. Obgiansky zakonnik. Skonéi neskorSou =z
nasfedujlcich udalosti: (a) dokonéenie celkovej spravy
o Skasanf alebo (b) posledna platba v prospech Centra
podla tejto Zmiuvy.

11.2 Prava a povinnosti spolo¢nosti Bayer a Zmluvnych

partnerov stanovené v tejto Zmluve, ktorych platnost

vzhladom na ich zamer alebo vyznam ma pretrvat' aj
po ukon&eni Zmluvy {(okrem iného aj prava tykajlice sa

vlastnictva, patentov, ddvernosti, zodpovednosti a

odskodnenia), zostani v platnosti aj po vypovedani

alebo uplynuti G&innosti tejto Zmluvy.

Cl. 12 - Vypovedanie
12.1 Spolo¢nost Bayer si bez ohladu na iné pravo na
vypoved stanovené viejto Zmluve a v prisludnych

zakonoch a nariadeniach vyhradzuje pravo kedykolvek
toto Zmluvu vypovedat bez uvedenia dovodu na

Art. 9 — Insurance

9.1 Bayer is responsible for providing insurance for the
purpose of the Study in accordance with applicable [aw.
To this end, Bayer represents that it has secured Center
with liability insurance in accordance with the
requirements of the Act en Medicines, as amended,
covering all damages fo Study Participants caused by
the Study, which also provides for indemnification in the
event of the death of the Study Participant or in the event
of bodily injury to the Study Participant caused by the
conduct of the Study in accordance with Section 43 of
the Act on Medicines. The costs associated with the
establishment and maintenance of the insurance policy
throughout the duration of the Study shall be borne by
Bayer. For the avoidance of doubt, Bayer and the
Contract Partners declare that the insurance pursuant to
this paragraph does not replace the Centre’s insurance
covering medical care not directly related fo the Study.

9.2 The Investigator may choose to conclude an additional
private  professional Hability insurance for the
performance of clinical trials. 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
Investigator and Study Team Members.

10.2  Contract Partners and Bayer agree to adhere io

applicable data protection faws, rules and regulations,
Art. 11 - Term of the Agreement

11.1 This Agreement shall enter into force upon [ast
signature of the parties hereunder and shall take effect
on the day following the day of its publication in the
Central Register of Contracts of the Slovak Republic
pursuant fo Section 47a of Act no. 40/1964 Coll. Civil
Code. It shalt end upon the later of the following: (a)
completion of the overall Study Report, or {h) the last
payment made to the Center under this Agreement.

11.2 The rights and obligations of Bayer and Confract
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.

Art. 12 - Termination
12.1  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
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12.2

12.3

i2.4

zakiade pisomnej vypovede s vypovednou dobou 30
(tridsat) kalendarnych dni od dorutenia vypovede
Centru afalzbo  skd$ajucemu. Centrum alalebo
Skasajuci bezodkladne po dorudeni vypovede na
zaklade prava na vypoved stanovengho v tejto Zmiuve
(i) prestanu zaradovat a prijimat U&astnikov do
Skasania, i) prestand vrozsahu pripusinom
z medicinskeho hladiska vykonavat' postupy na
Géastnikoch, kiori uz do Sklsania boli zaradeni, a (i)
ak to bude moZné, vyhni sa vytvaraniu dallich
nakladov a vydavkov.

Zmluvni  partneri  ispolognost  Bayer  majd
v oddvodnenych pripadoch pravo vypovedat Zmluvu
s okamzitym G¢inkom, momentom dorucenia, na
zaklade pisomnej vypovede  adresovane] druhej
strane, najma v pripade, ak bude Skusanie v Centre
potrebné ukonéit kvdli medicinskym alebo etickym
dévodom. V pripade takejto vypovede zo strany
Zmiuvnych partnerov je povinna predchéadzajtica
konzultacia Skusajuceho so spolothostou Bayer. Bez
toho, aby bclo dotknuté predchadzajtice ustanovenie,
plati, Ze v pr.pade kritickych alebo déleZitych zisteni na
zaklade audtu/inpekcie tykajlcej sa spravnej klinickej
praxe, farmakovigilancie alebo regulatneho systemu,
postupy alebo procesu, ktoré maju neziaduci vplyv na
prava, bezpeénost alebo dudevny atelesny stav
UCastnikov  skl%ania alebo kioré predstavuju
poienciaine riziko pre vergjné zdravie alebo majt za
nasledok nepripustnost  Odajov  Skisania  €i
predstavujil zavazné porusenie prisludnej legislativy a
usmerneni, si spolotnost Bayer vyhradzuje pravo
dodasne a € okamzitym uginkom prerusit zarad'ovanie
Ucastnikov skUsania, a to az do dokladného
vyhodnotenia prisiudného zistenia.

Ak bude niektoré regulagné alebo zakonné povolenie
potrebné na vykonanie Skuania (i) nakoniec
zamietnuté alebo (i} odobraté, tato Zmiuva sa rusi
automaticky kdatumu takéhoto zamietnutia alebo
odobratia.

Ak bude mat' spolotnost Bayer opodstatnene dojem,
ze Zmiuvni partneri nebudu schopni zadat' vykonévat
zaradovanie UCastnikov alebo plnit svoje povinnosti
v oblasti za-adovania v dohodnutej lehote, spolo&nost
Bayer bude mat prave na =zaklade pisomného
oznamenia adresovaného Zmluvnym partnerom (a)
s okamzitou platnostou znizit pocet Gcasinikov
skasania, ktori maju byt zaradeni, alebo (b) predizit
obdobie zaradovania alebo (¢) vypovedat tuto Zmiuvy,
pricom v8a< v pripade bodu (¢} je podmienkou, aby
spolognost  Bayer predtym poslala  Zmluvnym
partnerom pisomné oznamenie, v ktorom ich bude
informovat’ oich oneskoreni so zaradovanim
U&asinikov skuSania abude od nich poZadovat
odstranenie tohto nedostatku v primeranej lehote. Ak
Zmluvni partneri fento nedostatok véas neodstrania,
spolo¢nost Bayer bude méct’ tito Zmluvu s okamzitou
platnostou vypovedat. Vypovedanie zmluvy nastane
momentont dorudenia pisomnej vypovede druhej
strane. Tcto ustanovenie nema vplyv na vysSie
uvedené body 12.1 a 12.2.

notice with termination period 30 (thirty} calendar days
after termination delivery to the Center and/ or
Investigator. Promptly upon receipt of a notice of
termination under any 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 procedures to the exient medically
permissible on subjects already entered into the Study
and (iii) refrain from incurring additional costs and
expenses to the extent possible.

12.2 Contract Partners and Bayer each have the right fo

terminate this Agreement for good cause with immediate
effect by giving written notice to the other party; in
particular, the need to terminate the Study at the Center
due to medical or ethical reasons is deemed a good
cause. In case of such iermination by Contract Partners,
prior consultation by Investigator with Bayer is
mandatory. Without prejudice to the foregoing, in the
event of critical or important findings following
audit/inspection affecting GCP, pharmacovigilance or
regulatory system, practice or process that adversely
affect the rights, safety or wellbeing of trial subjects or
that poses a potential risk to public health or that renders
Study data inadmissible or that represents a serious
violation of applicable legisiation and guidelines, Bayer
reserves the right to temporarily stop the recruitment of
trial subjects with immediate effect until the relevant
finding has been fully assessed.

12.3 In case any regulatory or legal authorization necessary

for the conduct of the Study is (i) finally rejected or (i)
withdrawn, this Agreement shall terminate automatically
at the date of receipt of such final rejection or withdrawal.

12.4 Ifitreasonably appears to Bayer that Contract Partners

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 (¢) provided that Bayer
has sent prior written notice to Contract Partners
informing about a delay in Coniract Partners” trial subject
recruitment and requesting Contract Pariners to cure
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 notice of termination to
contractual party. This provision shall not affect the
abovementioned points 12.1 and 12.2.
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12.5

12.6

12.7

13.1

13.2

Ak spolognost’ Bayer neschvali nového Sklsajlceho
podla odseku 2.18 alebo ak takyto novy Skusajici nie
je ochotny pisomne pristipit na podmienky tejto
Zmluvy, spolodnost Bayer bude méct tlto Zmluvu
vypovedat na zéklade pisomnej vypovede s Gdinkom
v momente doru€enia druhej strane. Ak si Skdsajuci
a spolodnost  Bayer buda  Zelat!  pokratovat
v spolupraci vo vztahu k Skdsaniu vine] instittcii,
Centrum bude suhlasit’ s postipenim tejto Zmluvy na
takdto novu inStiticiu a poskyine podporu pri prevode
véetkych relevaninych tdajov, informacii a materialov
na fakGto novl institiciu, ak nepdjde o chraneny
material Centra.

S vynimkou pripadov vypovedania tejio Zmluvy z
dévodu jej poruSenia zo strany Centra alebo
Skusajliceho, Spolo¢nost Bayer vykona vetky platby
za poskytnutie spravnych azmluvnych sluZieb zo
strany Zmluvnych partnerov aza priebeiné naklady
vzniknuté odévodnene a v dobrej viere na zaklade tejto
Zmluvy, ktoré sa naakumulovali do datumu dorucenia
takejto vypovede, alebo v pripade zruSenia tejto
Zmiuvy podla bodu 12.3 do datumu takéhoto
definitivneho zamietnutia/odobratia povolenia. Ak by
Centrum prijalo vy$sie platby, nez malo za uz vykonané
prace dostat, rozdiel vrati spolotnosti Bayer bez
mesgkania. V pripade vypovede z ddvodu porusenia
tejto Zmluvy zo strany Centra alebo Skd$ajuceho
nebudu splatneé Ziadne dalsie platby.

Zmiuvni partneri po ukoncéeni platnosti tejio Zmluvy
vratia spoloCnosti Bayer v8etky materidly a predmety,
ktoré im boli v stvislosti so Skusanim poskytnute.

€1. 13 - Rdzne ustanovenia

Uzatvorenie tejto Zmluvy nie je podmienene Ziadnym
predchadzajlicim alebo buducim obchodnym vztahom
medzi spolognostou Bayer a Zmluvnymi partnermi. Nie
je podmienené ani Ziadnym obchodnym alebo inym
rozhodnutim, ktoré Zmluvni partneri prijali alebo prijmu
vo vztahu k spolonosti Bayer alebo jej produktom.

Zmluvni partneri budu svoje povinnosti na zaklade tejto
Zmluvy vykonavat' spdscbom, kiory bude v stiade s
platnymi protikorupénymi a antitrustovymi zakonmi,
predpismi a nariadeniami. Zmiuvni partneri priamo ani
nepriamo nevykonali ani neposkytli a ani nevykonajl
ani neposkytnu ziadnu platbu alebo benefit v prospech
gtatnych  dradnikov,  zakaznikov,  obchodnych
partnerov, zdravotnikov alebo inych osdb s cielfom
zabezpelit' si neprimerany benefit alebo nespravodlivi
obchodnt vyhodu, ovplyvnit' stikromnée alebo oficidlne
rozhodovacie procesy, ovplyvnit' predpisovanie liekov
alebo niekoho prinutit, aby porudil svoje profesionalne
pavinnosti alebo profesionalne normy. Zmiuvni partneri
spoloénosti Bayer bezodkladne pisomne oznamia
véetky podozrenia na poruSenie alebo zistené
porusenia vy&sie uvedenych principov v suvislosti s jej
obchodnou &innostou a v takychio pripadoch budi so
spoloénostou Bayer pine spolupracovat na preskimani
zélezitosti.

13.1

13.2

12.5 inthe event Bayer does 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, Bayer may ferminate 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
shail reasonably support Bayer in such transfer, in
particular with regard to the transfer of any and all
relevant data, information and material to such new
institution, as far as not proprietary material of Center.

12.6 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
contractual services provided by Contract Partners and
pass through costs reasonably incuired in good faith
hereunder which have accrued up fo the date such
fermination notice 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 payments 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 to Contract Partners in relation to the Study.

Art. 13 - Miscellaneous

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 other decision the
Contract Partners have made or will make relating to
Bayer or Bayer products.

Contract Partners shall perfortn their obligations
under this Agreement in a manner consistent with
applicable anti-bribery and anti-trust laws, rules and
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 partners, healthcare
professionals or any other person in order to secure an
improper benefit or unfair business advantage, affect
private or official decision-making, affect prescription
behaviour, or induce someone to breach professional
duties or standards. Conftract Partners 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, will cooperate fully
with Bayer in reviewing the matter.
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13.3 Kazda zo zmluvnych stran kona ako nezavisly
dodavatel a nepovaZuje sa na Ziadne ucely za
spolo¢nika, sp-ostredkovatefa, zamestnanca alebo
zastupcu druhej zmluvnej strany.

13.4 Pokial nie je v tejto Zmluve uvedené inak, Ziadna zo
zmluvnych stran nesmie postapit Ziadne prava
vyplyvajice z tejto Zmluvy bez predchadzajluceho
pisomného  sOhlasu druhe] Zmluvne]  strany,
s vynimkou prioadu, kedy spoloénost Bayer moéze
postapit’ tito Zmluvu ktorejkolvek z jej Pridruzenych
spoloénostl ato i bez predchadzajuceho suUhlasu
Zmluvnych partierov.

niektorého

13.5 Neplatnost  zlebo  nevykonatelnost
ustanovenia tejto Zmiuvy nebude mat vplyv na platnost
zostavajlcich ustanoveni. Zmluvné strany nahradia
neplatné alebo nevykonateiné ustanovenie plathym
alebo vykonatelnym ustanovenim (podfa situacie),
ktoré ¢o najvernejSie vystihuje zamer zmluvnych stran
v ¢ase Uzatvorenia Zmluvy

13.6 Zrieknutie sa narckov alebo tichy suhlas zmluvnej
strany alebo jej neprotestovanie proti poruSeniu
niektorého ustanovenia tejto’ Zmluvy sa nebude
povazovat' zs zrieknutie sa narokov v pripade dalSieho
porudenia uszanoven( tejto Zmiuvy.

13.7 Dodatky a proiongacie tejto Zmluvy nebudu platne, ak
nebudy mat pisomni formu a ak nebudl podpisané
vietkymi zrrluvnymi stranami. Tato poziadavka sa
rovnako uplaifiuje na tito samotnl klauzulu v pisomne]
forme.

13.8 Na tito Zmiuvu sa bez ohiadu na jej pravidia tykajlice
sa vyberu pravneho poriadku vztahujd zakony
Slovenskej republiky a bude sa riadit’ a interpretovat’
podla nich. Zmiuvné strany sa v pripade vsetkych
konani vzniknutych na zékiade teito Zmluvy podriadia
sudnej pravomoci prisludnych sOdov Slovenskej
republiky.

13.9 Tato Zmiuva je vyhotovena v siovenskom a anglickom
jazyku a zmlavné strany povazujl abe jazykové verzie
za rovnocenné, avsak pre pripad nezrovnalostl medzi
jednotlivymi ve-ziami sa strany dohodli, Ze prednost' ma
slovenska verzia Zmluvy. Tato Zmiuva a vietky jej
prilohy predstavujd celd dohodu a dohovor zmluvnych
stran vo vztahu k jej predmetu. V pripade konflikiu
medzi foute zmluvou a niektorou z jej priloh su
rozhodujice podmienky tejto zmluvy. V pripade
konfliktu medzi touto zmluvou a Protokolom sa
zaleZitosti -ykajlce zaobchadzania s (Castnikmi
skigania riadia Protokolom a véetky ostatné zélezitosti
Zmluvou,

13.10 Tato zmluva sa uzatvara v potte 4 vyhotoveni,
ztoho 1 vyhotovenie pre spolognost BAYER, 2
vyhotovenia pre Centrum a1 vyhotovenie pre
Skusajuceho.

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 Agreement, no
party may assign any rights under this Agreement
without the prior wrilten consent of the other party,
except that Bayer may assign this Agreement to any of
its Affiliates without the consent of Contract Partners.

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
faifure 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.

13.7  Amendments and extensions to this Agreement shall
nat be effective 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 regardless of iis choice of law rules. For any
and all proceedings arising hereunder the parties agree
to the exclusive jurisdiction of the competent couris of

the Slovak Republic.

13.9  This Agreement is made in the Slovak and English
language and the Parties consider both language
versions to be equivalent, however in case of any
discrepancies between individual versions the Parties
agreed that the Slovak version shall prevail. This
Agreement and any Appendix hereto set forth the entire
understanding and agreement of the parties relating to
the subject matter hereof, If there is any conflict between
this Agreement and any Attachments to it, the terms of
this Agreement control. If there is any conflict between
this Agreement and the Protocol, the Protocol will controf
as to any issue regarding treatment of trial Subjects, and
the Agreement will control as to all other issues.

13.10 This Agreement is made in 4 copies, out of which
Bayer receives 1 copy, Center 2 copies and 1 copy for
the Investigator.

Cl/A1a Agreement between Bayer, Center and Investigator for the perfarmance of a clinical trial (based on Bayer Organized generic V 3.7, Octeber 2019)
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Cl. 14 - Prilohy Art. 14 - Appendices
Nasledujuce prilohy tvoria neoddelitelnd stcast tejto  The following Appendices shall form an integral part of this
Zmluvy, ak nestanovi tato Zmluva inak: Agreement, unless set forth otherwise herein:
Priloha 1 Financné podmienky Appendix 1 Financial Terms

Bayer, spol.s r.o.

Miesto/datum Place/date Bratislava

Ing. Andrea Stefankovicova
Na zaklade plnej moci/Power of attorney

FNsP J. A. Reimana
Centrum/Center

Miesto/datum Place/date ,

Ing. Lubomir Sarnik
riaditel/director

Skusajuci / Investigator

Miesto/datum Place/date

MUDr. Anna CvengroSova
hlavny skdSajaci/Principal Investigator

CI/A1 a Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 3.7, October 2019)
SK 050CT2022
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Priloha €. 1: Finanéné podmienky Centra

Odmena Cenfra sa uréi ako sucet giastkovych odmien
uvedenych nizdie za jednotlivé €innosti riadne a v&as
vykonané, v obdobi, za kioré je odmena Uftovana.
Narok na vyuctovanie odmeny za prislusné obdobie
vznika poslednym diom takého obdobia, a to
vrozsahu zodpovedajicemu riadne vyplnenym
elektrenickym  formuldrom CRF  za jednotlivych
Utastnikov Skusania, ktoré boli spolo€ne s vypinenou
dokumentaciou k Uplne vykonanej monitorovacej
naviteve odovzdané spoloénosti Bayer najneskor
v posladny defi prisludného obdobia.

Odmena uréena podla tejto Prilohy kryje vSetky
naklacy na v8etky vySetrenia (vratane zamestnancov
Centrz a daldich administrativnych afalebo rezijnych
néklacov Centra, platby laboratéria, lekarne a
archivaciu}) vyZadované Protokolom, vratane napr.
Uhrady regulanych poplatkov, rovhako ako kryje
vietky naklady na plnenia zavazkov Centra
vyplyvajicich zo Zmluvy, ak nie je dalej alebo v Zmluve
explicitne dohodnuté nieCo iné.

Pri pradéasnom ukonéeni Zmluvy uhradi spolothost
Bayer Cenfru iba naklady uZz preukazatelne
vynalczené a ukony uZ preukazatelhe vykonané
{naklady a aklivity vzniknuté maximalne ku dfu
skonéznia platnosti Zmluvy).

V zmysle riadneho vykonu Sku$ania a transferu prav
podiz ¢l. 5 Zmluvy, Bayer suhlasi s nasledovnymi
platbami v prospech Centra.

4.1 Sartovacie naklady

Spolcénost Bayer uhradl Startovacie naklady Centra,
ktoré Centru oddvodnene a v dobrej viere vznikli pred
zaracenim Udastnika do skd$ania v sume 800,00
EUR

Tato suma zahffa naklady za &innosti spojené so
zataim ska3ania a iniciaciou centra vratane ale nie
vyluéne poskytnutia potrebnej dokumentéacie (ako
napr Zzivotopisy ¢&lenov timu, GCP certifikaty
skdsgjacich, revizne spravy na pouzité pristroje a
zariadenia, doklady o ich kalibracii, certifikacii a
pravidelnych kontrolach a iné) a zabezpelenia
pristwcjového vybavenia.

Nad rozsah vysSie uvedeného spoloénost Bayer
uhradi  Centru poplatok vo vyske 500,00 EUR za
pravau reviziu inicialnej Zmluvy.

CifA1b Appendix 1 - Financial terms of Center
SK 18JUN2J22
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Appendix 1: Financial Terms of Center

1.

3.

The remuneration of the Center and the Investigator
shall be calculated as the total of particular prices
{amounts) presented herein below for individual
activities duly and timely performed in the period, for
which the remuneration is charged. The tifle fo
account the remuneration for a particular period shall
arise on the last day of such period and in the extent
corresponding to the duly filled electronic forms CRF
for individual patients, which were handed over to
Bayer together with the filled documentation
concerning the completely 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 andfor 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 accomplished (costs 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 following payments to
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 in sum of
800,00 EUR.

This amount includes the costs for activities related fo
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, inspection reports for the use of the
apparatus and equipment, evidence of their
calibration, certification and periodic inspections and
other) and ensuring all required eguipment.

On top of the above mentioned, Bayer will pay the
Center a fee in the amount of 500,00 EUR as
reimbursement for the legal review of the initial
Agreement.
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Podla podmienok platieb nizsie, platby budd splatné
po splneni potiato&nych aktivit a potvrdeni slvisiacej
dokumentacie preukazujicej detaily otom, Ze sa
potiatotne aktivity ukongili.

4.2 Plaiba za pacienta

Platba za pacienta ma byt zaplatend na zaklade
navitev riadne vykonanych tak ako je uvedené

2022_SK_CO_66882

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

4.2 Per Subiject Fes

The per subject fee shail be paid on the basis of visits
properly performed as demonstrated by supporting

v sprievodnej dokumentacii na polroénej baze.

- Suma

Navsteva (EUR)
Navsteva 1 - skrining
{samostatne) 205.60
Navsteva 2 - randomizacia
{(samostatne) 239.20
Deii 7 alebo prepusienie z
hospitalizécie §2.40
Navsteva 3 - telefonicka 61.60
Navsteva 4 - osobna 186.40
Navsteva 5 - osobna 186.40
Navsteva 6 - telefonicka 61.60
Navéteva 7- osobna 186.40
NavSteva 8 - telefonicka 61.60
Navsteva 9- osobna 132.80
Navsteva 10 - telefonicka 61.60
Navsteva 11- osobna 186.40
Naviteva 12 - telefonicka 61.60
Naysteva pri spolocnom ukonéeni 186.40
liedby - osobna
Nasledna bezpecnostna navsteva
po spolo&naom ukonéen( lieCby - 45.80
telefonicka
Spolu za ukonteného O¢astnika | 2,045.60

Dodato&né navstevy a
vySefrenia v pripade potreby | Suma (EUR)
v stilade s Protokolom

Kombinovana naviteva 1a 2 377.80
Navsteva pri predéasnom
ukonéeni lisCby 15320
Nasledna bezpectnostna
navsteva po predéasnom 46.40
ukonéent liechy
Nasledna navéteva po
predéasnom ukonceni lieCby - 52.00
telefonicka
Telefonicka naviteva namiesto
osobnej ak je to potrebné od 56.40
navstevy 4 do spolotného :
ukon&enia lietby

CliA1Db Appendix 1 - Financial terms of Center
SK 15JUN2022

documentation on a semi-annual basis.

Visit A{é‘@;‘)‘t
i
2/;:;; :r;trea;yn)domlzatlon 229,90
Day 7 or Hospital Discharge 82.40
Visit 3 - phone 61.60
Visit 4 - site 186.40
Visit 5 - site 186.40
Visit 6 - phone 81.60
Visit 7 - site 186.40
Visit 8 - phone 61.60
Visit 9 - site 132.80
Visit 10 - phone 61.60
Visit 11 - site 186.40
Visit 12 - phone 61.60
CEOT Visit 186.40
CEOT SFU Visit 45.60
Cost per completed subject 2,045.60

Additional visits and
procedurgs done if needed A('ES;;“
according to Protocol
Combined V1 and V2 377.60
ET visit 1563.20
ET SFU 46.40
FU Visits after ET => 3 - 12 52.00
Phone visit in lieu of site visit
as necessary form V4 until 56.40
COET
Re-consent if needed (for 1
subject) 20.40
SAE per report 20.00
Adjudication event processing 48.00
Qutcome event processing 10.40
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Proces informovaného sdhlasu

pri jeha aktualizécii (za 1

pacienta) 20.40
Spracovanie zavaZznej neziaduce)

udalosti (SAE) 20.00
Spracovanie rozhodovace;

udalcsti (Adjudication event) 48.00
Spracovanie ciefove] udalosti

{Qutcome event) 10.40
BARC/ STH klasifikacia v

pripade krvacania 6.80
Neplanované alebo opakované

12-zvodové EKG 48.00
mRS v pripade opakovanej

mozgovej prinody 15.20
NIHES v pripade opakovane]

mozgovej prihody 31.20
Neplanovany dotaznik EQ-5D 10.00
Kontro a vitalneho stavu 12.00
Neplarovany odber krvi 16.00
Neplarovana naviteva* 32.00

* neplati pre neplanované navstevy spbsobené
opomenutim zo strany Centra

Tieto platby sa povazuja sa primerani kompenzaciu
Centra, za jeho sluzby, zahfiiajic — bez obmedzenia - aj
véetky prevadzkové aadministrativhe alalebo reZijne
naklady Centra.

Poplatck za prislu§ného UCastnika SkUSania bude
znhiZeny v nasledujicich pripadoch:

® \ pripade ugastnikov SkdSania, ktorf preslii
skriningom, ale nespnili kritéria pre zaradenie do
Skusdaria z dovodov, ktoré nemohli byt zname pred
prihlasenim k ugasti v Skdsani a to nasledovne:

Spolo¢nost Bayer uhradi sumu 305,60 EUR za 1
ugastnika, kftory nesplnil kritéria pre zaradenie za
podmienky, ze pri potte 1-17 skrinovanych pacientov
budd maximalne 2 pacienti, ktory nesplnili kritérid pre
zaradenie, pri polte 18-37 skrinovanych pacientov
maximaine 3 pacienti ktori nesplnli kritéria pre
zaradenig, pri polte nad 37 skrinovanych pacientov
maximalne 4 pacienti, ktori nesplnili kritéria pre
zaradenie do Skusania.

Platby za daisich Gcastnikov (ktori nespinili kritéria pre
zaradenia} nad ramec podmienok uvedenych v
predchadzajicej vete mdzu byt uhradené iba v pripadoch
osobitného zretela na zaklade pisomnej oddvodnengj
Ziadosti skusajiceho a schvalenia zo strany spolocnosti
Bayer. Bayer nie je povinny takejto ziadosti skd8ajluceho
vyhoviet

(i) V pripade preru§enych pripadov alebo pripadov,
ktoré nie je mozné vyhodnotit (vypadky), sa vyplacaju
pomerne za vykonane Ulohy za predpokladu, ze uz
vykonané lieGebné postupy boli Upine zdokumentovane. V

CWA1b Aagendix 1 - Financial terms of Center
SK 15JUNZ022
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BARC/ISTH classification in

bleeding event 6.80
Unscheduled or repeated 12-

Lead ECG 48.00
MRS in recurrent stroke event 15.20
NIHSS in recurrent stroke

event 31.20
Unplanned EQ-5D

guestionnaire 10.00
Vital status check 12.00
Unscheduled Blood Sampling 16.00
Unscheduled visit* 32.00

* not applicable for unscheduled visits caused by
omissicn of the Center

These payments are considered to appropriately
compensate Center for its services, including - without
limitation - all operational and administrative and/or
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
screening but did not meet the enrolment criteria that
could not have been known before entering the Study,
as follows;

Bayer shall pay amount of 305,60 EUR for 1 Screen
Failure subject under condition that for amount of 1-
17 screened patients there will be the maximum 2
Screen Failure (SF) patients, for amount of 18-37
screened patients will be the maximum 3 SF patients,
for amount above 37 screened patients will be the
maximum 4 SF patients,

Payments for other trial subject (who did not meet the
inclusion criteria) beyond the conditions set out in the
previous sentence can only be made in cases of
special consideration upon a reasoned written
request from the Investigator and approval by Bayer.
Bayer is not obliged to comply with such an
Investigator's request.

(i) Discontinued cases or cases which cannot be
evaluated (drop-outs) will be paid pro rata for the
duties already performed, provided that the
treatments already performed have been completely
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pripade, Ze vypadok je spbsobeny porusenim podmienok
Protokolu prostrednictvom umyselného alebo
nedbanlivého konania alebo opomenutia zo strany Centra
(napr. nedodrzanie kritérii pre zaradenie do zoznamu),
nebudd splatné ziadne platby.

Platby za U(Castnikov budd splatné po predlozeni

prisiudného vyplneného CRF spolocnosti Bayer alebo
tretej strane uréenej spoloCnostou Bayer.

4.3 Uhrada nakladov na (&ast na stretnutiach spojenych

2022_SK_CO_66882

documented. In case the drop-out is caused by a
breach of the terms of the Protocol through a wilful or
negligent act or omission by Center (e.g. non failure
to comply with inclusion criteria), no payments shall
be due.

Per subject fees shall be due upon submission of the

respective completed CRF to Bayer or a third party
designated by Bayer.

4.3 Reimbursement of Study related — meeting costs

so Skusanim

Spolotnost’ Bayer nahradi Centru primerané cestovneé
naklady a naklady na ubytovanie, ak mu takéto vzniknd
{ieho zamesthancom a predstavitefom) v stvisiosti
s UCastfou na odbornych stretnutiach tykajicich sa
Skasania na Ziadost spoloénosti Bayer, a ktoré spolo&nost
Bayer vopred odsuhlasila, ato na zaklade faktlry
vystavenej Centrom a vylctovanim spolu s dokiadmi
preukazujlicimi  vynaloZenie  uvedenych  nékladov.
Centrum sthiasi s tym, Ze spolotnost Bayer priamo
preplati naklady Skugajaceho, Clenov timu skdsania,
lekarov Timu skiSania za vy8Sie uvedené vydavky, na
zaklade predloZenia prislusnej faktdry / dokladu. Naklady
na stravovanie a napoje sa nepovaZuju za cestovné.

4.4 Pass-through costs

Spolo¢nost Bayer uhradi Centru nasledujlice naklady,
ktoré nie su kryté platbou za pacienta:

a} Opodstatnené cestovné naklady a naklady na
ubytovanie (okrem hospitalizacie) v sUvislosti s
GCastou v Skdsani st acastnikovi skusania
preplatené prostrednictvom stravnych listkov ato
tymto spdsobom:

(i) Vyska preplacanych nakladov je urtena pausalne
v zavislosti od rozsahu aasového trvania
navstevy utasinika v Centre nasledovne:

o 4500 EURMéavSteva za Navstevu ¢ 1 (ak
nebola realizovana pocas hospitalizacie),

e 5500 EUR/navéteva za Navstevu ¢. 2 alegbo
kombinovani navétevu 1 a2 {ak neboli
realizované pocas hospitalizacie) a

o 3500 EUR/navsteva za ostatné osobné
navitevy na Cenftre vratane neplanovanych
navstev.

(i) Spolocnost Bayer na zaklade protokolu podia
prilohy A odovzda Centru vopred dohodnuty pocet
stravnych listkov na ich néasledne cdovzdanie
Ucastnikom skusania ako preplatenie ich nakladov
na cestu a nakladov na ubyiovanie; spolotnost
Bayer priebeZne doplni stravné listky, alebo
vymeni exspirované stravné listky, vZdy vsak na
zaklade vyplnenia nového protokolu podla prilohy
A tak, aby boli stravné iistky pre Glastnikov

, Skusania k dispozicii. Centrum je povinné vopred
upczornit spolotnost Bayer na nedostatok

CUA1b Appendix 1 - Financial terms of Center
SK 15JUN2022

Bayer shall reimburse the Center (employees or
representatives) upon prior approval by Bayer for
reasonable expenses on traveling and lodging which
occured through participation of the Center in Study —
related meetings on request of Bayer, subject to
receipt of invoice or written bill issued by the Center
with copies of receipts and bills proving the costs
incurred. Center hereby agrees to Bayer reimbursing
Investigator, Study Team Physicians and Study Team
Members directly for aforementioned expenses,
subject to receipt of a corresponding invoice / receipts.
Catering and beverage costs are not considered as
travel expenses.

4.4 Pass-through costs

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

a) Reasonable travel and accommodation costs
{excluding hospitalization) in connection with
participation in the Study are reimbursed to the
trial subject through meal vouchers in this way:

(i) The amount of reimbursed costs is determined
on a flat-rate basis depending on the scope
and duration of the participant's visit to the
Center as follows:

» 4500 EUR/ Visit per Visit No. 1 (if not done
during hospitalisation),

e 5500 EUR [/ Visit per Visit No. 2 or
Combined V1 and V2 (if not done during
hospitalisation) and

s 3500 EUR / visit for any further on-site
visits including unscheduled visits.

(iiy Bayer, on the basis of the protocol set out in
Annex A, shall hand over to the Center a pre-
agreed number of meal vouchers, to be
subsequently handed over to the trial subjects
as reimbursement of their travel and
accommodation expenses; Bayer will
continually replenish meal vouchers or replace
expired meal vouchers, always by completing
a new Annex A protocol so that meal vouchers
are available to trial subjects. The Center is
obliged to notify Bayer in advance of the lack
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a

b)

stravnych listkov a tieZ na bliziacu sa exspiraciu
stravnych listkov.

(i Centrum kedykolvek na poziadanie spoloChosti
Bayer na zéklade protokolu podfa prilohy B potvrdi
a vyUctuje spolotnosti Bayer realne odovzdané
stravné listky uastnikom skisania.

(iv) Centrum je povinné vratif' zostavajlice stravné
listky na konci SkGsania spat' spoloénosti Bayer.

(v) Centrum zodpoveda za stratu stravnych listkov,
ktoré prijalo od spoloénosti Bayer a tiez za listky,
kioré exspirovali a nie je ich mozné odovzdat
udastnikom skugania. Hodnotu tychto stravnych
listkov bude znaSat z vlastnych prostriedkov
Centrum, resp. preplati ich plnd sumu spoloénosti
Bayer. Bayer ma pravo jednostranného zapoctu
svojho prava na nahradu Skody v ddsledku
exspiracie stravnych listkov voti pohladavkam
Centra.

(vi) Centrum mdZe Ghradou cestovnych néhrad vo
forme stravnych listkov poverit Skiidajuceho, ktory
moze dalej poverif Clenov timu Sk(8ania.
Skasajici afalebo Clenovia timu Skagania maj
povinnost tiefo nahrady poskytnit prislusnym
GEastnikom Skdsania. Centfrum je povinné vratit
vietky zvySné stravné listky spat spolochosti
Bayer na konci Skisania. Protokoly A a B v8ak
podpisuje vzdy Centrum, kioré je pine zodpovedné
v zmysle vy$sie uvedeného bodu,

V odévodnenych pripadoch sa mdzu Centrum a Bayer
vopred pisomne dohodndt na tom, Ze nahradu
opodstatnenych nakladov uéastnika skiSania (vo
vySke uvedenej v  pism. a/) zrealizuje Centrum
2 vlastnych zdrojov a nie stravnymi listkami v zmysle
reZzimu upravenom vpism. al. Vtakom pripade
spologhost  Bayer, na zaklade vzajomne
odsthlaseného prehfadu  vynaloZzenych nékladov
pripraveného Centrom, nahradi Centru naklady, ktoré
Centrum preukézatelne uhradilo, U¢astnikom skiania
a to v lehote podfa bodu 4.2

4.5 Naklady na archivaciu

Spoloénost’ Bayer ubradi v prospech Centra sumu
600,00 EUR ako nahradu nakladov potrebnych na
archivaciu dokumentacie v zmysle ustanoveni Zmluvy.
Centrum ma na tato platbu narok len v pripade, ak
neporusi Ziadne =z ustanoveni Zmiuvy. V pripade
poruSenia povinnostl podla Zmluvy je Centrum
povinneé uz vyplatent nahradu podia tohto bodu vratit.
Bez ohladu na rozsah archivacie a dizku archivacie,
okrem tejto nahrady nema Centrum pravo na Ziadnu
dalsiu platbu.

Tato platba bude splatna po splneni zévereénych
aktivit a obdrézani slvisiacej dokumentacie

CHA1b Appendix 1 - Financial terms of Center
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of meal vouchers and of the forthcoming
expiration of the meal vouchers.

(i) 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 over to the trial subjects.

(iv) Center is obliged to return the remaining meal
vouchers back to Bayer at the end of the
Study.

(v} Center is responsible for the loss of the meal
vouchers received from Bayer, as well as for
the expired vouchers that cannot be passed
on to trial subjects. The value of these meal
vouchers will be settled 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).

(vi) Center may delegate Investigator, who can
further delegate Study Team Members, to
forward meal vouchers to ftrial subjects.
Investigator and/or Study team members are
responsible to pass meal vouchers fo trail
subjects. Center shall return all remaining
meal vouchers back to Bayer at the end of the
study. Protocols A and B must be signed by
Center that is fully responsilbe for duties under
this paragraph.

b} In duly justified cases, the Center and Bayer may
agree in advance that the Center will be
reimbursed for reasonable costs (in the amount
referred to in letter af} from its own resources and
not by meal vouchers within the meaning of the
regime provided for in letter a/. In such a case,
Bayer shall, on the basis of a mutually agreed
cost statement prepared by the Center, reimburse
the Center for the costs that the Center has
demonstrably reimbursed to the participants
within the period specified in Section 4.2.

4.5 Archiving costs

Bayer shall pay to the Center amount of 500,00 EUR
to reimburse the costs necessary for archiving the
documentation pursuant to the provisions of the
Contract. The Center is entitled to this payment only if
it does not breach any provision of the Contract. In
case of a breach of the obligations under the Confract,
the Center is obliged to refund the already paid
compensation under this point. Regardless of the
range of archiving and the length of archiving, the
Center is not entitled to any further payment except for
this refund,

This payment will be due upon completion of the
close-out activities and receipt of supporting

Stranka 5z 6 0b




preukazujicej detaily o tom, Ze sa zavereCné aktivity
ukoncili.

4.6 DalSie poplatky

PoCas trvania SkuSania bude Centru kazdorocne
vyplateny administrativny poplatok vo vySke 400,00
EUR. Narok na vyplatenie vznika vzdy po uplynuti
obdobia 1 rok od splnenia pocCiatoCnych aktivit a
potvrdeni sUvisiacej dokumentacie preukazujicej
detaily o tom, Ze sa pociato€né aktivity ukonili.

5. Odmeny uvedené v tejto prilohe su konecné aj s DPH.
Ak sa pripadne uplatni potreba platit DPH, platby sa
nebudd o DPH navySovat.

6. Dalie pripadne vzniknuté naklady budi nahradené
iba s predchadzajacim pisomnym  suhlasom
spolocnosti Bayer a doruceni prislusnej faktiry a
prislusnych preukaznych prijmovych dokladov.

Prilohy:
A. : Protokol o odovzdani stravnych listkov
B. : Protokol o vyUctovani pouZitia stravnych listkov

Bayer, spol.s r.o.

. Other eventual

2022_SK _CO _66882

documentation providing details of the close-out
activities are completed.

4.6 Additional payments

An administrative fee of 400,00 EUR will be paid
annually to the Centre for the duration of the Study.
The entitlement to payment shall be triggered each
time after a period of 1 year has elapsed from the
completion of the start-up activities and receipt of
supporting documentation providing details of the
start-up activities completed.

The remuneration referred to in this Appendix is final
VAT included. Ifthere is a need to pay VAT, payments
will not be increased by VAT.

pass-through costs shall be
reimbursed only after prior written approval of Bayer
and upon receipt of supporting documentation with
receipts attached.

Annexes:
A. : Protocol on meal vouchers handover
B. : Billing protocol on meal vouchers

Miesto/datum Place/date Bratislava

Ing. Andrea Stefankovitova
Na zaklade plnej moci/Power of attorney

FNsP J. A. Reimana

Centrum/Center

Miesto/datum Place/date

Ing. Lubomir Sarnik
riaditel/director

Skasajuci / Investigator

Miesto/datum Place/date

MUDr. Anna CvengroSova
hlavny skaSajuci/Principal Investigator

CI/Alb Appendix 1 - Financial terms of Center
SK 15JUN2022
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Protokol A. Pre prevzatie/odovzdanie stravnych listkov

Klinické skusanie Cislo centra

Hlavny skagajuci CRA

Tento formular je ur€eny pre evidenciu stravnych listkov na centre.

Prevzatie/odovzdanie stravnych listkov

(v tejto Casti sa zaznamenava prijatie listkov na centrum a odovzdanie listkov spét’ do Bayeru)

Prevzatie od centra* .
(v tejto Casti sa zaz namenava odovzdanie Hodnota prlJatych
listkov spad’ do Bayeru) | prevzatych
*v pripade zasielania do Bayeru kuriérom pri  stravnych listkov
rekonciliacii sa pod Podpis CRA podpiSe celkom
centrum a Datum pri atia je datum odoslania.

Prijatie listkov na centrum
(v tejto Casti sa zaznamenava prijatie
listkov na centrum)

Podpis

a inicialky
prijimajuceho

Datum

prijatia Datum prijatia Podpis CRA EUR

Bayer Slovakia local document: Site evidence of meal vouchers V 2.0/ valid from 5th Oct 2021

Exspiracia

Datum

Kontrola zostatku (potas monitorovacej navitevy)

Hodnota

Kontrola  na centre Exspiracia Skontroloval
celkom

Datum EUR Datum Podpis CRA

1/1



Protokol B. Vyuctovanie pouzitia stravnych listkov
Evidencia vydanych stravnych listkov pacientom v klinickom skuSani

Klinické skusanie Cislo centra

Hlavny skGgajdci CRA

islo pacienta

Tento formular je urCeny iba pre vyuctovanie vydanych stravnych listkov spojenych s U€astou pacienta v klinickom

skd3ani a formular nesmie byt uloZzeny mimo centrum, pretoze obsahuje informécie, ktoré identifikuju pacienta.

Archivovat' IBA na centre!
Upravte tabulku podla skdSania

Vyplatenie kompenzacie (vyplni centrum) Kontrola CRA

Kompenz
acia za
navstevu
(EUR)

Datum Odovzdal Prevzal

(inicialky) Datum Podpis

Navsteva (podpis pacienta)

Run-In
Screening
V1
V2
V3
V4
V5
V6
V7
V8
PD
EOS
PT

Unscheduled

Unscheduled
Unscheduled
Unscheduled

Unscheduled

Bayer Slovenskéa Republika lojalny dokument: Evidencia vydanych stravnych listkov pacientom v KS V 1.0/platnd od 10.8.2017
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