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

Medzi/Between

Bayer, spol. s r.o.

So sidlom/with its reagistered seat at: Karadzi¢ova 2, 811 09 Bratislava
zapisana v obchodnom registri Okresného stidu/registered in the Commercial Register in Bratislava |, Oddiel/Section: Sro,

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

v jej mene konalrepresented by: Ing. Andrea Stefankoviova, na zaklade plnej moci/power of attorney

(dalej len "spolocnost’ Bayer'/hereinafter referred to as ,,Bayer*)

al/and

Dolnooravska nemocnica s poliklinikou MUDr. L. Nadasi Jégého
so sidlom/with its registered seat at: Nemocni¢na 1944/10, 026 14 Dolny Kubin

Pracovisko/Workplace: Neurologické oddelenie
ICO/ID No.: 00634905

DIC/VAT No.: 2020563754

E-mail:

Konajuci prostrednictvom/Represented by: PhDr. Mintal, MBA, MEng.— riaditel/director

(dalej len "Centrum'/hereinafter referred to as "Center")
aland

MUDr. Marian Ky¢ina
Datum narodenia/Date of birth:

Adresu trvalého pobytu/Address of permanent residence: Visiové 946, 013 23 okr. Zilina

E-mail:

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

(Centrum a Skusajici dalej spoloéne oznacovani ako ,Zmluvni partneri’/Center and Investigator collectively hereinafter

referred to as “Contract Partners”)

uzavreta nizSie uvedeného dila, mesiaca a roku podla
ustanovenia § 269 ods. 2 zakona ¢. 513/1991 Zb., Obchodny
zakonnik, v zneni neskorSich predpisov (dalej len
<Zmluva‘):

Preambula

Vzhfadom na to, ze Bayer poziadal Zmluvnych partnerov,
aby uskutoénili klinické skusanie so skianym produktom
Asundexian (BAY 2433334) (vratane akéhokolvek lieku,
ktory sa ski$a vramci Skusania alebo pouziva ako
referenény liek, vratane placeba, spoloéne dalej na uéely
tejto Zmluvy len ,Skasany liek®) s nazvom ,Multicentrické,
medzinarodné, randomizované, placebom kontrolované,
dvojito zaslepené, v paralelnych skupinach a udalostami
riadené klinické skuSanie fazy 3 skamajuce asundexian
(BAY 2433334), peroralny inhibitor FXla, v prevencii
ischemickej cievnej mozgovej prihody u uéastnikov a
ucastnicok vo veku 18 a viac rokov po akitnej
nekardioembolickej ischemickej cievnej mozgovej prihode
alebo vysoko rizikovom TIA“ s &islom Bayer 20604 / (dalej
len ,Skusanie"), ktoré je blizSie popisané v protokole v. 1.0
zo diia 12.9.2022, ktory bude samostatne poskytnuty

entered into on the below stated day, month and year
pursuant to Section 269(2) of the Act No. 513/1991 Coll.,
Commercial Code, as amended (hereinafter referred to as
“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 of ischemic 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
amended from time to time (latest approved version
hereinafter referred to as "Protocol").
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Skusajucemu, vratane jeho naslednych zmien (jeho
posledna schvélena verzia sa dalej oznaduje len ako
,Protokol").

Zadavatel sku$ania je spolo¢nost Bayer AG, so sidlom
Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko,
spojena so spolo¢nostou Bayer. Spolo¢nost Bayer AG

poveril vSetkymi operaénymi procesmi suvisiacimi so
Skusanim spolonost Bayer.
Vzhfadom nato, 2e Zmluvni partneri disponuju

vedomostami, skusenostami a zdrojmi nevyhnutnymi pre
uskutoénenie Skasania, podfa ich najlepsich vedomosti
maju pristup k pozadovanému poctu G¢astnikov skusania
spihajucich  kritéria pre zahrnutie do  Sku$ania
a nespliiajucich kritéria pre vyligenie zo Skusania, ako su
stanovené v Protokole, a su ochotni Sku$anie zrealizovat.

Preto sa zmluvné strany dohodli nasledovne:
Cl. 1 — Predmet Zmiuvy
1.1 Predmetom Zmluvy je vykonanie Skusania v Centre,

rozdelenie povinnosti suvisiacich so Skasanim medzi
spoloénost Bayer a Zmluvnych partnerov.
Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri vykonaju a zdokumentuju Skisanie
v prisnom sulade s (a) Protokolom; (b) podmienkami
tejto Zmluvy; (c) etickymi zasadami Helsinskej
deklaracie; a (d) Smernicou ICH GCP E6 Spravna
klinicka prax; (e) v sulade s prislusnymi pravnymi
predpismi SR, predovietkym v sulade so zakonom &.
362/2011 Z. z. o liekoch a zdravotnickych poméckach
v plathom zneni (dalej len ,Zakon o liekoch®), ako aj
v8eobecne prijimanymi $tandardmi spravnej klinickej
praxe; a (f) pisomnymi pokynmi spolo¢nosti Bayer, s
fou Prepojenych o0sdb alebo tretej osoby nato
poverenej, suvisiacimi so Sku$anim, a (g) zakonmi,
predpismi, nariadeniami a kédexmi compliance; a (h)
v8etkymi prikazmi a povereniami prisluSnych 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 pravnickd osoba alebo
spoloénost, ktora priamo alebo nepriamo,
prostrednictvom jedneého alebo viacerych
prostrednikov ovlada, je ovladana alebo je pod
spolo&nym oviadanim so spoloénostou Bayer.

2.2 Centrum sa zavazuje zabezpedit' a archivovat podfa
pravnych predpisov a ustanoveni tejto Zmluvy EKG
vysetrenia ako aj iné vySetrenia aich nasledné
odborné lekarske zhodnotenie a popisanie vysledkov
tychto vySetreni, odbery vzoriek krvi atd., ktoré su
vyzadované Protokolom klinického skuSania, vratane
poskytnutia s tym  suvisiacich dokumentov
(predovsetkym revizne spravy na pouZite pristroje
a zariadenia, doklady oich Kkalibracii, certifikacii
a pravidelnych kontrolach, vratane inych dokladov
v zmysle pravnych predpisov, ktoré savisia s riadnym
a bezpeénym uZivanim pristrojov a zariadeni a iné).

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

Whereas, Contract Partners 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 (c) the ethical principles of the
Declaration of Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical Practice E6; (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 applicable
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 or more intermediaries, controls, is controlled by or
is under common control with Bayer.

2.2 Center is obliged 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 legal documentation
related to the proper and safe use of the apparatus and
equipment, etc.).
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Centrum sa zavazuje umoznit spolo¢nosti Bayer, Center shall allow Bayer, or third parties contracted by
alebo tretej osobe sktorou spolo¢nost Bayer Bayer and the relevant authorities to perform audits and
spolupracuje, ako aj prislusnym regulaénym uradom inspections in respect to conduct of the Study.

vykonat audit a in§pekcie.

2.3 Skosanie bude vCentre vykonavané na | 2.3 The Study at the Center will be conducted under the

zodpovednost a pod dohladom Sku$ajuceho. responsibility and supervision of Investigator.
Skusajuci je zodpovednym veducim skupiny dal$ich Investigator is the responsible head of the group of
skusajucich zucastiiujucich sa Skusania v pripade, ze further participating investigators in case the Study at the
Skusanie je v Centre vykonavané viac nez jednym Center is performed by more than one investigator (such
skusajucim (takito dalsi skusajlci sa dalej oznacuju further investigator/s hereinafter referred to as “Study
ako ,Lekari timu skusania"). Skusajuci je zodpovedny Team Physicians”). Investigator is medically responsible
z lekarskeho hladiska za blaho G¢astnikov Skusania for the well-being of the trial subjects participating in the
Study.

2.4 Centrum umozni a SkuSajuci zabezpedti, aby Lekari | 2.4 Center shall allow and the Investigator shall ensure that
timu skuSania a ostatny personal zapojeny do Study Team Physicians and other personnel involved
Skusania (dalej vsetci len ako ,Clenovia timu with the Study (hereinafter in summary referred to as
sku$ania®) dodrziavali podmienky tejto Zmluvy. “Study Team Members”) comply with the terms and
Centrum prostrednictvom Skus$ajiceho zabezpedi, conditions of this Agreement. Center shall ensure
aby pévodni aj novi Lekari timu skasania a Clenovia through the Investigator that initial and joining Study
timu skusania boli riadne zaskoleni, kvalifikovani a Team Physicians and Study Team Members are
vzdelani, predovsetkym, aby sa zucastnili véetkych appropriately trained, qualified and educated, in
Skoleni o Skasani. 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
dovodov, ak ich Bayer povazuje za nie primerane specific Study Team Members on reasonable grounds, if
zasSkolenych a/alebo kvalifikovanych. Bayer deems them not appropriately trained and/or

qualified.

Ak Bayer odmietne niektorého Clena timu Skusania,

Skusajuci bezodkladne ukongi uéast Clena timu If Bayer refuses any Study Team Member, the
skudania v Sku$ani podla tohto bodu. Bayer mdze Investigator shall immediately terminate the participation
toto pravo realizovat' aj vlastnym zaslanim ukonéenia of the Study Team Member under this point. Bayer may
Clenovi timu ski$ania. Skusajuci sa zavazuje pred also exercise this right by sending the termination to a
zaradenim kazdého Clena timu skugania zabezpeéit Study Team Member by itself. Investigator shall ensure
jeho zaskolenie o podmienkach vykonavania training of each Study Team Member about the terms
SkaSania najmenej v  rozsahu podmienok and conditions of the Study conduct prior to his/her
vyplyvajacich pre vykonavanie sku$ania z tejto appointment, when such training shall be at least in the
Zmluvy a prisludnych pravnych predpisov s extent of terms set forth in this Agreement and the
prihliadnutim k rozsahu ¢innosti, ktorej vykonavanim applicable laws taking into consideration the extent of
bude konkrétny Clen timu skusania Skusajucim activities which such Study Team Member is assigned
povereny pri vykonavani Ski$ania. Zapojenie by the Investigator in the Study conduct. The
akéhokolvek Clena timu skusania do Sku$ania involvement of any Study Team Member in the Study
vyzaduje jeho predchadzajici podpis Prilohy &. 8 requires his/her prior signature of a declaration as
Zavazok Clena timu skusania k Géasti na vykonani outlined in the Commitment to Participation in the Study
Skasania. Bez zbytoéného odkladu po povereni Conduct as outlined in the template attached as
nového Clena timu skisania je Skusajlci povinny Appendix 8. Investigator shall ensure submitting of forms
zabezpeéit odovzdanie riadne vyplnenej a Clenom pursuant to the previous sentence to Bayer, which are
timu skusania podpisanej prilohy podfia tohto bodu properly completed and signed by the Study Team
spolo¢nosti Bayer. Skas$ajuci je opravneny ucast Member without undue delay after appointment of the
jednotlivého Clena timu skusania kedykolvek new Study Team Member. Investigator is authorized to
jednostranne ukonéit' na zaklade svojho rozhodnutia. end participation of individual Study Team Members at
Kazdi zmenu timu skusania je Skasajaci povinny bez any time within his sole discretion. Each change in the
zbyto¢ného odkladu pisomne oznamit spolo¢nosti Study Team shall be notified by Investigator to Bayer by
Bayer predlozenim zoznamu aktualnych Clenov timu submission of a written list of all actual Study Team
skusania. Members without undue delay after any such change.

2.5 Centrum umozni Skasajucemu, Lekarom timu | 2.5 Center shall allow Investigator, Study Team Physicians
skusania a Clenom timu skusania zuéastnit' sa, ak sa and Study Team Members, as requested, to participate
to vyzaduje, stretnuti skusajucich a telefonickych in the investigator meetings and telephone conferences
konferencii uskuto¢fiovanych v priebehu Skusania conducted in the course of the Study to the extent
v rozsahu poZadovanom spolo¢nost'ou Bayer. requested by Bayer.
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2.8

2.9

Akékolvek uzatvaranie subdodavatelskej zmiuvy
tykajice sa ktorejkolvek z povinnosti Centra na
zaklade tejto Zmluvy s tretou stranou vyZaduje
predchadzajuci pisomny slhlas spolo¢nosti Bayer,
ktorého udelenie je na vyluénej uvahe spolo¢nosti
Bayer. V pripade uzavretia subdodavatelskej zmluvy,
uzatvori Centrum pisomnu zmluvu o)
subdodavatelom, ktora bude obsahovat rovnaké
podmienky, zavazné prinajmensom v takom rozsahu,
ako podmienky obsiahnuté v tejto zmiuve, a ktoré
zabezpedia uplatfiovanie prav spolo¢nostou Bayer
v stlade s touto zmluvou (ako su prava na Vysledky,
vykonavanie monitorovania a audity atd.) aj vodi
subdodavatelovi Centra.

Zmluvni partneri vynaloZia vSetko Gsilie na zaradenie
13 GcCastnikov Skusania do Skusania v sulade
s poziadavkami na zaradovanie a harmonogramami
stanovenymi v Protokole. Toto mnozstvo uéastnikov
méze byt zvySované az do uzavretia dalSieho
zaradovania a podlieha pisomnému suhlasu
spolo¢nosti Bayer. Platny rozvrh harmonogramu
vztahujuci sa na vykonanie Skusania je nasledujuci:

Predpokladané zaradovanie ucastnikov Sku$ania sa
zatne 28-Feb-2023 a ukonéi sa do 16-Jun-2025
(dalej aj ako ,Zaradovacie obdobie"). Dal$i u&astnici
mdzu byt zaradeni do Skusania a/alebo Zaradovacie
obdobie sa méze predizit iba na zaklade poZiadavky
spolo¢nosti Bayer.

Ak spolo¢nost Bayer pisomne oznami Zmluvnym
partnerom, Ze poZzadovany celkovy pocet G&astnikov
Skusania bol uz dosiahnuty prostrednictvom
skorSieho zaradovania v konkurenénych centrach
ska$ania, Zmluvni partneri nebudd pokratovat
v zaradovani dalSich ucastnikov Skusania a Ziadni
dal$i ucastnici Skusania nebudu prijati na Skusanie
v Centre.

Zmluvni partneri zabezpelia, Ze vykonavanie
Skusania v Centre nezacne, pokial nie su ziskané
vSetky pravne a regulagné povolenia nevyhnutné pre
vykonavanie Skudsania, a buda zodpovedni za ich
uplné dodrzanie. Zmluvni partneri pomézu
spolo¢nosti Bayer pri priprave  potrebnych
dokumentov tykajucich sa Skasania a poskytna
spolo¢nosti Bayer alebo tretej osobe urtengj
spolo¢nostou Bayer bezodkiadne vetky vyhlasenia
nevyhnutné pre povolenie Skusania regulagnymi
organmi a/alebo etickymi komisiami, vratane avsak
nielen, ak sa to bude uplatiovat, (i) vyhlasenia o
finanénych zaujmoch, (i) CV a (iii) potvrdenie o
zodpovedajucich  zariadeniach na  pracovisku.
Zmluvni partneri zabezpeéia, Ze poskytnuté
dokumenty tykajuce sa Skdsania su upiné a spravne.

Zmluvni Partneri informuju  vSetkych a&astnikov
Skusania zodpovedajucim spdésobom o cieloch,
metodach, predpokladanych prinosoch a
potencialnych rizikach Skusania a o okolnostiach, za
ktorych by ich osobné udaje mohli byt spristupnené
spoloénosti Bayer, s nou Prepojenym osobam,
prislusnym organom, tretim stranam, ktoré poskytuju

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

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

Recruitment of the trial subjects is expected to begin on
28-Feb-2023 and to be completed until 16-Jun-2025
hereinafter referred to as “Recruitment Period”.
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 to 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.

2.8 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.

2.9 Contract 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
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2.10

2.1

sluzby spolo¢nosti Bayer a/alebo etickym komisiam
na zaklade informovanych suhlasov pripravenych
spolo¢nostou Bayer. Zmluvni Partneri zabezpecia, ze
akakolvek ucast ucastnikov Skusania na vdetkych
aktivitach so Skusanim suvisiacich (od zaradenia po
posledné kontrolné vy$etrenia U€astnika skasania) sa
uskutoéni az po tom, ¢o podpisu informovany suhias
ucastnika Skusania poskytnuty spolo¢nostou Bayer.
Ak ucastnik svoj suhlas v priebehu Skusania odvola,
nesmu byt voé¢i nemu vykonané Ziadne dalsie vykony
tykajuce sa Skuisania okrem vykonov suvisiach
s ukonéenim  U¢asti v Skusani  stanovenych
v Protokole a odsuhlasenych zo strany udastnika.
Zmluvni partneri st povinni bezodkladne informovat
zodpovednu kontaktni osobu spolo¢nosti Bayer, ak
podas alebo po skongeni Skusania ucastnik Skusania
svoj stthlas so spracovanim osobnych Gdajov odvola,
alebo mieni vyuzit akékolvek iné pravo suvisiace
s ochranou osobnych udajov anim udeleného
informovaného suhlasu. Zmluvni partneri nesmu vo
vztahu k tomuto u¢astnikovi Skusania vykonat ziadne
dalSie postupy vztahujuoce sa na SkuSanie okrem
pripadnych opatreni tykajucich sa nasledného
sledovania stanovenych Protokolom, s ktorymi
U€astnik  SkaSania suhlasil. Nasledna lie¢ba
uCastnika skusania mimo ulasti na Skasani je
vyluénou lekarskou zodpovednostou Zmluvnych
partnerov.

Zmluvni partneri upovedomia u¢astnikov skusania, ze
pocas ich ucasti na tomto Skusani sa nesmu zuéastnit
na ziadnom inom klinickom skasani.

Zmluvni partneri si povinni informovat spolo¢nost
Bayer prostrednictvom elektronického hlasenia v
elektronickom zaznamovom formulari G&astnika ,

alebo faxom, alebo aj emailom - ako je to
najucelnejSie v pripade zavainych neziaducich
ucinkov, zavaznych neziaducich udalosti,

tehotenstiev, neziaducich uéinkov a neziaducich
udalosti bezodkladne, najneskér v8ak v ramci lehot
stanovenych v Protokole a/alebo inych pokynoch
danych spolo¢nostou Bayer o hlaseni udajov
tykajucich sa bezpeénosti. Su¢astou takého hlasenia
je aj posudenie pri¢innej suvislosti. Rozsah
spristupnenych udajov musi reSpektovat poziadavky
definované v prislusnych predpisoch.

Zmiluvni partneri okamzite odpovedia na vsetky
otazky spoloénosti Bayer alebo oséb poverenych
spolo&nostou Bayer tykajice sa dokumentacie
neziaducich udalosti / u¢inkov a tehotenstiev, vratane
aktivneho nasledného sledovania a objasnenia
akychkolvek nezrovnalosti.

Zmluvni partneri sa zavazuji priamo a bezodkladne

informovat’ spoloénost Bayer na:

tel..

v pripade, Ze U¢astnik Skusania

zucastnujucl sa SkuSania vyjadri nazor, Ze doslo

k poskodeniu jeho zdravia v désledku aéasti v
Skusani, a ze ma preto pravo na finanénu nahradu.

Bayer. Contract Partners shall ensure that the any
participation of a trial subjects in the Study related
activities (from enroiment to follow-up measures) must
be covered by the trial 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 trial subject except for any Study related
follow-up measures laid down in the Protocol and
consented by trial subject. Contract Partners must
promptly inform responsible Bayer contact person, if —
during or after the clinical trial - a trial subject withdraws
her/his consent regarding data 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.

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.

211  Contract Partners shall inform Bayer via the
electronic reporting in the electronic case report form or
by fax or email — as appropriate - in case of serious
adverse reactions, serious adverse events, pregnancies,
adverse reactions and adverse events promptly, but no
later than within the timelines stipulated in the Protocol
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.

Contract Partners shall promptly inform Bayer

tel..

in case a trial subject participating

in 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.
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212

213

214

Zmluvni partneri bezodkladne predlozia spolo¢nosti
Bayer vSetky dokumenty prijaté od uradov, etickych
komisii alalebo prislusnych regulaénych organov
tykajuce sa akychkolvek suhlasov alebo povoleni
alebo prislusnej komunikacie vztahujucej sa
na bezpeénost vo vztahu ku Skasaniu.

Zmluvni partneri pouziju Skusany liek vyluéne pre
ucely vykonania Skusania a iba spésobom
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 Skusany liek na Centre v
pracovnych diioch od 8.00 do 16.00 hod. Centrum sa
zavazuje na Centre Skuasany liek riadne uchovavat,
evidovat a vydavat Skusany liek uaéastnikom
Skusania. Okrem toho Zmluvni partneri na naklady
spolo¢nosti Bayer vratia alebo zabezpegia riadnu
likvidaciu nepouzitého Skusaného lieku, ak si
spolo¢nost Bayer likvidaciu vyZiadala, a tato likvidaciu
riadne zdokumentuju.

V stlade so 3pecifikaciami, uvedenymi v Protokole,
Zmluvni partneri respektive Skusajuci je povinny
zhromazdovat a ukladat udaje do elektronickych
alebo  papierovych  zadznamovych  formularov
ucastnika (dalej len ,CRF*) bezodkladne, najneskor
vSak do 48 hodin od ich vytvorenia. Skusajuci (alebo
povereny Clen timu skuSania) bude pravidelne
predkladat spoloénosti Bayer CRF-y a vsetku
dokumentaciu  vyzadovanu  Protokolom, aby
spoloénost Bayer mohla udaje priamo alebo
prostrednictvom  iného  subjektu  nepretrzite
spracovavat. V pripade omeSkania s vkladanim
udajov spoloénost Bayer ma pravo, na zaklade
pisomného oznamenia doruceného Skusajucemu,
zastavit ~ zaradovanie Ucastnikov ~ Skuasania
Skasajucim az do doby, ked je vkladanie udajov
aktualizované. Ak toto bude mat za nasledok
omeskanie v zaradovani G&astnikov Skus$ania,
spolo¢nosti Bayer patria prava stanovené v bode
12.4. Bezodkladne po lieébe posledného z uastnikov
ski$ania, musi byt dokonéené vloZenie v3etkych
zostavajucich informacii do CRF-u, a CRF-y,
sulvisiaca dokumentacia ako aj nepouZité CRF
v papierovej podobe, sa odoslu spoloénosti Bayer
alebo na zaklade poziadania zo strany spolognosti
Bayer sa zni¢ia. Ak sa v Skusani pouZivajua
elektronické zaznamové formulare uéastnika (CRF),
Bayer poskytne pristup do CRF Skusajucemu.
Navy$e, Bayer poskytne finalne elektronické
zdznamové formulare pacienta (End of Study PDFs)
Skusajucemu na digitadlnom médiu (napr. kompaktny
disk, pamat'ové médium USB) a Skusajuci po ziskani
potvrdi citatelnost vy$sie spomenutych End of Study
PDFs. Povinnostou Sku$ajuceho je overit uplnost
finalneho End of Study PDFs podla instrukcii
poskytnutych spoloénostou Bayer. Zmluvni partneri
sa zavazuju zabezpedit, Ze udaje buda archivované
v stlade s prislusnymi zakonmi, predpismi
a nariadeniami, tiez touto Zmluvou a budu k dispozicii

2.13 Contract Partners shall

212  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.

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.

2.14 In accordance with the specifications set forth in the

Protocol, Contract Partners respectively the Investigator
shall collect and enter data into the — electronic or paper
- case report forms (hereinafter referred to as “CRFs”)
promptly, but no later than within 48 hours of generating
the data. The CRFs and any documentation required by
the Protocol shall regularly be forwarded to Bayer by the
Investigator (or authorized Study Team Member) in order
to enable Bayer to process the data or have it processed
on a continuous basis. In case of delays of data entry
Bayer has the right by giving written notice to Investigator
to stop enrolment by the Investigator until data entry is
up to date. If this results in delays in trial subject
recruitment, Bayer shall have the rights set forth in
Section 12.4. Promptly after the treatment of the last trial
subject, all outstanding CRF entries shall be completed
and CRFs, related documentation as well as unused
paper CRFs, if applicable, shall be forwarded to Bayer or
destroyed upon Bayer's request. In case electronic
CRFs are used in the Study, Bayer will provide access
to electronic CRFs to the Investigator. Furthermore,
Bayer will provide the final patient electronic CRFs (End
of Study PDFs) to the Investigator on digital data media
(e.g. CDs, USB memory sticks) and the Investigator shall
confirm that data is readable. It is Investigators’
responsibility to verify the completeness and correctness
of the End of Study PDFs according to instructions
provided by Bayer. Contract Partners shall ensure that
such data is archived according to local laws, rules,
regulations this Agreement and made available for future
audits/inspections. Contract Partners agree to assist in
the prompt clarification of any queries related to CRF
data and shall attend to and respond to such queries
promptly, but no later than within 3 (three) business
days. If necessary, shorter response times may be
requested by Bayer. Furthermore Contract Partners shall
reasonably assist in the preparation of the overall Study
report upon Bayer's request. If applicable, Contract
Partners shall in addition to the documentation specified
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pre budlce inSpekcie a audity. Zmluvni partneri sa above, provide to Bayer samples from participant and
zavazuju poskytovat saginnost pri  pohotovom associated clinical data for the purposes described in the
objasiiovani akychkolvek otazok tykajicich sa udajov Protocol in accordance with the specifications set forth
v CRF a venovat sa tymto otazkam a odpovedat na therein (hereinafter referred to as “Trial Subject Sets”).
ne bezodkladne, najneskér v8ak v lehote 3 (troch) The costs for shipping of Trial Subjects Sets to the
pracovnych dni. Ak to bude nevyhnutné, moéze location specified by Bayer will be borne by Bayer as set
spoloénost’ Bayer poZadovat odpoved aj v kratSom forth in the Protocol, including the cost of procuring any
tasovom useku. Okrem toho zmluvni partneri na necessary permits for shipping.

Ziadost spolo¢nosti Bayer poskytnu primeranu
suginnost' pri priprave celkovej spravy o Sku$ani.
Zmluvni partneri dalej spolu s dokumentaciou
uvedenou vysSie poskytni spolo¢nosti Bayer
prisludné odobraté vzorky uCastnikov skusania a
suvisiace klinické Udaje pre naplnenie Ucelu
popisaného v Protokole v sulade so $pecifikaciami v
fiom uvedenymi (dalej len “Vzorky u€astnikov
Skuasania”). Naklady na prepravu Vzoriek u¢astnikov
Skusania do miesta uréeného spolo¢nostou Bayer
ponesie spolo¢nost Bayer, tak ako je uvedené v
Protokole, vratane nakladov vynalozenych na
zaobstaranie akychkolvek potrebnych povoleni pre
prepravu.

2.15 Zmluvni partneri  uchovaju vsetku a akakolfvek | 2.15  Contract partners shall retain all Study documents

dokumentaciu suvisiacu so Skasanim pocas dihsej z for the longer of the two following periods, 1/ 15 (fifteen)
nasledujucich dvoch lehot: 1/ 15 (patnast) rokov po years as of end of Study, or 2/ any longer period of
skon&eni Skus$ania alebo 2/ akejkolvek dihdej doby documentation retention mandated by any applicable
pre archivaciu dokumentacie stanovenej prislusnymi laws, rules or regulations.

pravnymi predpismi a uznanymi pravidlami.

Zmluvni partneri zabezpetia, Ze dokumentacia Contract partners undertake to secure that the Study
Skusania bude bezpe¢ne uchovavana vhodnym documentation shall be retained securely in an
spdsobom a 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
Skusania uchovavanad a zabezpedit, ze bude stored to ensure that it is readily available upon
pohotovo k dispozicii na Ziadost monitorujucej osoby, monitor’'s, EC’s, auditor’s or authorities’ request.

etickej komisie, auditora alebo prislusnych aradov.

Zdravotna dokumentacia Géastnikov skusania, ako aj The healthcare records of the trial subjects and other
dalSia dokumentacia obsahujuca osobné adaje documentation containing personal data of trial subjects
ucastnikov skusania bude v pripade, ak tak bude will be archived in the Center for periods defined in the
pozadovat' pravna Uprava, archivovana v Centre a to first sentence, if required by applicable legal regulation.
v lehotach uvedenych v prvej vete. Zmiuvni partneri In addition to other duties Contract partners are obliged
su okrem iného povinni zabezpedit najmenej po dobu to ensure that the list of identification codes of the trial
156 rokov od skonéenia Sku$ania uchovavanie subjects is kept for at least 15 years after the end of the
zoznamu identifikaénych kédov uéastnikov. clinical trial.

Zmluvni partneri st po celt dobu trvania Zmluvy ako The Contract partners are obliged during Contract and
aj po jej ukonéeni povinni dodrziavat' vSetky pravne after its finishing to adhere to all applicable laws and
predpisy a uznané pravidla tykajuce sa uchovavania regulations regarding the preservation and archiving of
a archivacie dokumentacie akokolvek slvisiacej so documentation related to the

Skusanim a pravne predpisy upravujuce ochranu Study and laws related to personal data protection as
osobnych Gdajov. well.

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

tykajucich sa klinického skusania.

Odvolanie sa na znenie tejto Zmluvy Zmluvné strany Referring to the terms of this Agreement does not relieve
nijako nezbavuje zodpovednosti za nespravnu Contractual parties of any responsibility for improper
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k zdrojovej dokumentacii a zdravotnej documentation and healthcare records of the trial
dokumentacii G¢astnikov skusania. subjects.
2.17  Contract Partners shall not use in any capacity the
2.17 Zmluvni partneri nesmu vyuzivat sluzby, bez ohfadu services of anyone debarred, disqualified, blacklisted or
na ich objem, Ziadnej osoby, ktora bola vyli¢ena, banned or under investigation or threat of investigations
ktorej bolo opravnenie poskytovat tieto sluzby by regulatory authority for debarment, disqualification,
odobraté, ktord je vedena na zozname neziaducich blacklisting or any similar regulatory action in any
osbb, je jej zakazana ¢innost alebo je objektom jurisdiction anywhere in the world. Furthermore, Contract
vySetrovania zo strany $tatneho organu alebo jej hrozi Partners represent and warrant that neither them nor
vySetrovanie regulatného organu pre vylu€enie, their employees, agents or representatives involved in
odobratie opravnenia, zaradenie na zoznam the performance of the Study, have been debarred,
neziaducich osAb alebo akékofvek iné podobné disqualified, blacklisted or banned by regulatory
regulaéné opatrenie v ramci ktoréhokolvek pravneho authority, nor that they are currently, to the best of its
poriadku na svete. Zmluvni partneri dalej vyhlasuju a knowledge, the subject of such a debarment,
zarucuju, Ze ani oni ani ich zamestnanci, agenti &i disqualification, blacklisting or banning proceeding.
zéstupcovia, ktori sa zu€asthuju vykonavania During the term of this Agreement, Contract Partners
Skuasania, neboli vyluc¢eni, nebolo im odobraté shall promptly notify Bayer, that themselves or any of
opravnenie, neboli uvedeni na zoznam neziaducich their employees, agents or representatives involved in
os6b alebo im nebola zakazana &innost' rozhodnutim the performance of the Study become subject of such
regulatného organu, ani podla ich najlepSieho debarment, disqualification, blacklisting or banning
vedomia v suéasnej dobe neprebieha Ziadne konanie proceeding.

tykajuce sa takého vylucenia, odobratia opravnenia,
uvedenia na zoznam nezZiaducich oséb. Zmluvni
partneri budu v priebehu Skusania ihned informovat
spolo¢nost' Bayer, ak bude zataté také konanie o
vyligeni, odobrati opravnenia, uvedenia na zoznam
neziaducich o0s6b a zakaze vsuvislosti s
vykonavanim &innosti, ktoré si predmetom Skusania,
vo vztahu ku Skusajucemu, Centru & jeho
zamestnancovi, agentovi alebo zastupcovi, ktori sa
zudastiuju vykonavania Skusania.

2.18 Inthe event that the Investigator resigns from his job

2.18 V pripade, 2e Skuasajaci prestane vykonavat svoje at the Center, Center shall promptly provide a written
povolanie v Centre, Centrum je povinné o tejto notice to Bayer upon gaining knowledge thereof and
skuto¢nosti informovat’ spolo¢nost' Bayer shall propose a duly qualified person acting as new
bezodkladne po tom, ¢o sa o tom dozvie, a su€asne investigator. Bayer shall have the right to object to such
navrhnut' riadne kvalifikovani osobu ako nového replacement. Center shall not involve the new
Skusajuceho. Spolo¢nost Bayer ma pravo vzniest investigator in the Study unless the new investigator has
namietky voci tomuto nahradeniu. Centrum nesmie read and acknowledged the terms and conditions of this
zaradit nového Skus$ajiceho do Skusania predtym Agreement in the form of Addendum to this Contract. If
ako sa novy Skasajuci oboznami azaviaze sa Center and Bayer are unable to agree on a new
dodrziavat podmienky tejto Zmluvy vo forme Dodatku investigator or if the new investigator is unwilling to
k tejto zmluve. Ak Centrum a spoloénost’ Bayer nie st acknowledge the terms and conditions of this
schopni dohodnut' sa na osobe nového Skusajuceho Agreement, Bayer shall be entitled to terminate this
alebo ak novy Skusajaci nie je ochotny zaviazat sa Agreement in accordance with Section 12.5.

k podmienkam stanovenym touto  Zmluvou,
spoloénost Bayer je opravnena ukonéit’ tito Zmluvu
v stlade s bodom 12.5.

2.19  Contract Partners shall permit any clinical research

219 Zmiuvni partneri umozZnia zmluvnym Klinickym organizations contracted by Bayer or any of its Affiliates
vyskumnym organizaciam, zmluvne zabezpecenym to exercise and/or perform any of Bayer’s rights and
spoloénostou Bayer alebo ktoroukolvek obligations under this Agreement on behalf of Bayer and
z Prepojenych os0b, aby v mene spolo¢nosti Bayer shall cooperate with such clinical research organization.

vykonavali a/alebo uplatfiovali ktorékolvek z prav a
povinnosti spolo¢nosti Bayer na zaklade tejto Zmluvy
a budu spolupracovat’ s tymito klinickymi vyskumnymi

organizaciami.
2.20 In case Investigator is a member of the competent
2.20 V pripadoch, ked je Skusajuci €lenom prislusnej ethic committee or any similar institution deciding about
etickej komisie alebo podobného organu, ktory je matters with regard to the Study, Investigator shall inform
opravneny rozhodovat' o zalezitostiach tykajucich sa Bayer about this circumstance and shall not execute his
Skasania, Skasajuci  je  povinny informovat or her voting right with regard to the Study.

spolo&nost Bayer o tejto skutoénosti a nebude
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vykonavat svoje hlasovacie pravo vo vztahu ku

Skusaniu
2.21 Skusajuci je povinny zaistit riadne a kompletne
vyplnenie a oznaéenie pisomnej Ziadosti (2iadanky)
na potrebné vySetrenia, ktoré budu realizované
Centrom. Ziadanka musi byt ozna&ena nasledovne:
BAYER/E. protokolu/centrum/skusajuci. V pripade
nekompletne  vyplnenych Ziadaniek, Centrum
upozorni Skusajuceho pripadne prislusnu kontaktnu
osobu zo strany Bayer, na potrebu Upravy, ktord ak
Skusajuci na zaklade vyssie uvedeného upozornenia
Centra nevykona bezodkladne po dorugeni vyzvy k
uprave, tak Skuasajuci zodpoveda za vzniknuté
nedostatky.

Cl. 3 - Povinnosti Bayer

3.1 Kontaktnymi osobami spoloénosti Bayer vo vztahu ku
Skuasaniu su:

2.21  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. In the case of uncompleted
filling up of Requests, Center notifies the Investigator,
respectively the appropriate Bayer contact person for the
necessary adjustments, which if Investigator fails to
execute (correct) immediately after the reception of
request for adjustment, then the Investigator is
responsible for the deficiency.

Art. 3 — Responsibilities of Bayer

3.1 Contact persons regarding the Study at Bayer are:

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

Tel.:
Email:

alebo ktorékolvek dalsie osoby oznamené Skusajucemu/or any other persons notified to the Investigator.

O pripadnych zmenach kontaktnych osdb spolo€nosti
Bayer bude Centrum informované pisomne.

3.2 Spolo¢nost Bayer bude vykonavat a dokumentovat
SkuSanie v prisnom sulade s (a) Protokolom; (b)
podmienkami tejto Zmluvy; (c) etickymi zasadami
Helsinskej deklaracie; a (d) Smernicou ICH GCP E6
Spravna klinicka prax; (e) v sulade s prislusnymi
pravnymi predpismi SR, predovSetkym v sulade 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 prislusnych organov a
etickych komisii.

3.3 Spolo¢nost Bayer poskytne Zmluvnym partnerom
Skusany liek, nevyhnutné vzory zaznamovych
formularov  ucastnika CRF, potrebné  vzor(y)

informovaného suhlasu a dalsie informacie vyzadované
pre vykonavanie Skusania, napr. Priru¢ka skusajiceho,
Dokumentacia o lieku, a Sahrn charakteristickych
vlastnosti lieku, v plathom zneni.

Spolo¢nost Bayer oznami Skusajucemu prislusné nové
informacie o bezpe&nosti tykajuce sa Skusaného lieku
v primeranej lehote.

3.4 Bayer vyvinie prostrednictvom monitorujucej osoby
maximalne usilie aby SkuSajuci 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 Spolo¢nost Bayer sa zavazuje ziskat' vSetky povolenia
regulagénych organov a etickych komisii nevyhnutné pre
vykonavanie Skusania a urobit prislusné oznamenia
voci regulaénym organom a etickym komisiam, ibaze to

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

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 E6; (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 shall provide to Contract Partners the Study Drug,

the necessary Case Report Form templates, template(s)

of informed consent and other information required for
the performance of the Study, for example Investigator's

Brochure, Product 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 effort
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
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je povinnostou Zmluvnych partnerov podfa ¢&l. 2 tejto
Zmiuvy. Vpripade ak Bayer potrebné povolenia
regulaénych organov a etickych komisii ziskal uz pred
uzatvorenim tejto Zmluvy, tvoria obsah Prilohy ¢. 2 a 3
tejto Zmluvy.

Cl. 4 - Platby

4.1 Spolo¢nost Bayer suhlasi, ze zaplati Zmiuvnym
partnerom a Clenom timu Sku$ania za riadne vykonané
¢innosti na zaklade tejto Zmluvy vratane prevodu prav
podfa &lanku 5 odmenu vo vyske, spdsobom a za
podmienok dohodnutych dalej v tomto &lanku Zmluvy a
Prilohe & 1a (plnenia pre Centrum) av Prilohe 1b
(plnenia pre SkuSajuceho) av Prilohe 4 (plnenia pre

Clenov timu skasania).

4.2 Zmluvni partneri nemaja narok na ziadnu inu platbu
okrem tych, ktoré su uvedené vtejto Zmiuve a jej
Prilohach, ibaze ju vopred pisomne schvali spolo¢nost
Bayer. Platby dohodnuté podla tejto Zmluvy a jej priloh
obsahuju aj celkovu odmenu za archivaciu
a uskladnenie dokumentacie vzmysle tejto Zmluvy
a pravnych predpisov.

4.3 Vsetky platby v prospech Centra su splatné v lehote 60
(Sestdesiat) dni od prijatia zodpovedajuceho dafiového
dokladu (faktary) majuceho vSetky nalezitosti podla
prislusnych pravnych predpisov upravujucich daf
z pridanej hodnoty, a to v prospech nasledujiceho
bankového uétu Centra:

ethics committees unless this is the responsibility of
Contract Partners pursuant to Section 2 hereof. In the
event that Bayer has already obtained the necessary
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 In consideration of the proper performance of the Study
and transfer of rights under Art. 5, Bayer agrees to pay
to Contract partners and Study Team Members the
remuneration in the amount, by means and under the
terms agreed by the parties below herein and in
Appendix 1a (payment for Center), Appendix 1b
(payment for Investigator) and Appendix 4 (payment for

Study Team Members).

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

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

IBAN Cislo uétu/Account No.:

Vsetky platby v prospech Skus$ajuceho a pripadne
Clenov timu SkuSania su splatné vlehote 60
(Sestdesiat) dni odo dfia podpisania odsuhlaseného
potvrdenia prehladu vykonanych Ukonov Skus$ajicim
aosobou CLM. Skusajuci adalsi Clenovia timu
skusania, ktorym je uhradzand odmena nesu
zodpovednost' za uhradenie v3etkych dani, ¢i dalsich
plneni vogi S&tatnym Jdradom, zdravotnej poistovni
v suvislosti s platbami na zaklade tejto Zmluvy a su
povinni nahradit spolo¢nosti Bayer vS$etky dodato¢né
naklady, ktoré by jej vznikli z titulu povinnosti uhradit' za
Skusajuceho a Clenov timu skus$ania akékolfvek dane,
poplatky &i iné pinenia majuce priamy alebo nepriamy
suvis odmenou uhradzanou Skusajucemu a ¢lenom
Timu skdsania na zaklade tejto Zmluvy.

4.4 Faktury musia byt zasielané spolo¢nosti Bayer a
polroéne na zaklade Prilohy 1 elektronicky na adresu
alebo postou na tuto adresu:

All payments to Investigator and Study Team Members
will be made within 60 (sixty) days after the signature of
the Study activities confirmation by Investigator and
CLM. The Investigator and other Study Team Members
who receive payments are responsible for the payment
of all taxes or other benefits to the health authorities, the
health insurance company in connection with payments
under this Agreement. The Investigator and Study Team
Members shall reimburse Bayer for any additional costs
incurred by Bayer as a result of its obligation to
reimburse on behalf of the Investigator and Study Team
Members any taxes, fees or other benefits directly or
indirectly related to the Remuneration paid to the
Investigator and Study Team Member under this
Agreement.

4.4 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 skusani
Bayer, spol. s r.o.
Karadzi¢ova 2

811 09 Bratislava

Slovenska Republika
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4.5 Na Ziadost spolognosti Bayer Zmluvni partneri, okrem
vyssie uvedenych povinnosti, poskytnu detailny prehfad
jednotlivych poloziek a suvisiacu dokumentaciu ku
kazdej zaslanej faktire. Spolo¢nost Bayer ma pravo
zadrzat prislusnu platbu aZ do dorugenia takej podrobnej
dokumentacie.

4.6 Spolocnost Bayer ma, okrem vys$sie uvedenych prav, aj
pravo zadrzat primeranu ¢ast' doposial neuhradenych
platieb v pripade, Ze sa kedykolvek zisti, ze sluzby, ktoré
boli poskytnuté na zaklade tejto Zmluvy, nie su
poskytnuté dojednanym spdsobom. Taka Cciastka
nesmie presiahnut hodnotu sluZieb, ktoré neboli riadne
poskytnuté, a bude zaplatena po odstraneni prisiudného
nesuladu za predpokladu, Z2e také omesSkanie
nespdsobilo, Ze tieto sluzby sa stali nepotrebnymi pre
ucely tejto Zmluvy.

4.7 Vsetky ¢iastky uvedené v tejto Zmluve a jej prilohach su
uvedené bez DPH, ak sa v konkrétnej prilohe neuvadza
inak; pricom taka rozdielna uprava v prilohe ma
prednost pred tymto dojednanim. Ak niektoré platby za
sluzby Centra podliehaju DPH, spolo¢nost Bayer zaplati
prisludnu giastku DPH na zaklade prislu$ného danového
dokladu (faktary), vystaveného Centrom, ktory bude
spliat v8etky nalezitosti predpisané prislusnymi
danovymi zadkonmi, predpismi a nariadeniami. Centrum
nesie zodpovednost za uhradenie v8etkych ostatnych
dani v suvislosti s platbami na zaklade tejto Zmluvy.
Centrum je povinné nahradit' spolo¢nosti Bayer vSetku
$kodu a naklady vzniknuté z dévodu postupu podla tohto
bodu a/alebo z dévodu ruéenia spolo¢nosti Bayer za
DPH, ktorej platcom je Centrum.

4.8 Zmluvni partneri berd na vedomie a suhlasia, ze
spoloénost Bayer alebo akakolvek z jeho sesterskych
spolo¢nosti alebo Asociacia inovativneho
farmaceutického priemyslu - AIFP zverejni na subornej
urovni akékolvek prevody hodnoty zdravotnickemu
pracovnikovi alebo zdravotnickemu zariadeniu tykajuce
sa Vyskumu alebo Vyvoja tj. (i) platieb vykonanych
spolognostou Bayer podla tejto Zmluvy a (ii) akékolvek
naklady na ubytovanie, stravné a cestovné Centra,
Skasajuceho alebo spolusku$ajucich lekarov, ktoré
spoloénost Bayer uhradila podfa tejto Zmluvy a (iii)
akékolvek kongresové registratné alebo uéastnicke
poplatky alebo podobne, ktoré hradila spolo¢nost Bayer
podla tejto Zmluvy, a to anonymnym spésobom, tj. na
subornej Urovni. Zmluvni partneri rovnako ber( na
vedomie politiku Eurdpskej agentary pre liecivé
pripravky (EMA) tykajucu sa evidencie vyhlaseni o
vyluéeni stretu zaujmov ¢lenov a expertov vedeckych
komisii a vyhlasuju tymto, Ze tu nie je Ziaden stret
zaujmov braniaci plneniu ich povinnosti vychadzajucich
zo Skasania.

4.9 Zmluvni partneri beri na vedomie, Zze ak v suvislosti
s pinenim podla tejto Zmluvy poskytnu zdravotnickemu
pracovnikovi  alebo  poskytovatefovi  zdravotnej
starostlivosti pefiazné alebo nepefiazné pinenie, su
povinni spolo¢nosti Bayer v lehote do 30 dni od
poskytnutia peflazného plnenia alebo nepefiazného
plnenia oznamit v elektronickej podobe zoznam
zdravotnickych pracovnikov a poskytovatelov zdravotnej

4.5 In addition to the duties specified above, upon Bayer's

request Contract Partners shall provide detailed
itemization 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 outstanding
payments in case it is at any timepoint identified, that
services owed pursuant to this Agreement have not been
fulfiled 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 to
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.

4.8 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 (iii)
any congress registration or participation fees or alike
which Bayer has covered under this Agreement, in an
anonymized way, i.e. on aggregated level. Contract
partners are also aware of the “"EMA Policy of Handling
Declarations of Scientific Committees’ Members and
Experts” and confirm that there is no conflict of interest
preventing the fulfilment of their Study duties.

4.9 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 healthcare professionals and providers of
healthcare services, that were provided with the financial
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4.10

4.1

5.1

starostlivosti, ktorym bolo pefiazné alebo nepenazné
plnenie poskytnuté ako aj dalsie udaje, v rozsahu podia
prisludnych ustanoveni Zakona o liekoch (dalej tiez ako
.oznamenie*). Pokial ku poskytnutiu plnenia déjde v
mesiaci jun, alebo december, su Zmluvni partneri
oznamovaciu povinnost povinni splnit do 15 dni od
poskytnutia takéhoto plnenia.

Ak sa preukaze, ze Zmluvni partneri v oznameni
poskytli spolo¢nosti Bayer nepresné, nelplné alebo
nepravdivé udaje, st Zmluvni partneri povinni v lehote
uvedenej v pisomnej vyzve spolo¢nosti Bayer nahradit
spoloc¢nosti Bayer vzniknutt $kodu, a to najma, nie viak
vyluéne sumu pokuty ktord ulozilo Ministerstvo
zdravotnictva alebo iny organ spolo¢nosti Bayer za
spachany spravny delikt uvedenia nepresnych,
nelplnych alebo nepravdivych udajov v sprave o
vydavkoch na pefiazné a nepenazné plnenia.

Zmluvni partneri strany beri na vedomie, Z2Ze
spolo¢nost Bayer je povinna v sulade s prislusnymi
ustanoveniami Zakona o liekoch, predkladat v
elektronickej podobe narodnému centru (NCZI)
najneskor do 31. januara a 31. jula kalendarneho roka
spravu o penaznych alebo nepefaznych plneniach
poskytnutych priamo alebo nepriamo zdravotnickemu
pracovnikovi alebo  poskytovatefovi  zdravotnej
starostlivosti (vratane mena a priezviska pripadne
obchodného mena poskytovatela). NCZI bezodkladne
zverejni na svojom webovom sidle udaje oznamené
v stlade s prisludnymi ustanoveniami Zakona o liekoch.

Cl. 5 — Prava k vysledkom

Spolocnosti Bayer patria vyluéné prava ku vSetkym
vysledkom, bez ohl'adu na ich povahu alebo formu, &i st
spbsobilé byt predmetom patentovej ochrany alebo nie,
¢i si hmotné alebo nehmotné (vratane, nie vak vyluéne,
informacii, udajov, know-how, zobrazeni, vzoriek), ktoré
vznikli, boli akokolvek vytvorené alebo ich pdvod je
mozné akokolvek odvodit v suvislosti s vykonavanim
Skusania Centrom, Skusajicim a/alebo Clenmi timu
Skusania a/alebo tretimi osobami, podiefajicimi sa na
Skusani z poverenia Zmluvnych partnerov (dalej len
.Vysledky"). Centrum je povinné previest a tymto vopred
prevadza vSetky svoje majetkové a iné savisiace prava
k Vysledkom na spoloénost Bayer, a spoloSnost’ Bayer
tieto prevedené prava prijima. V rozsahu, v ktorom su
véetky aakékolvek prava k Vysledkom pravne
neprevoditelné, sa touto Zmluvou spolo¢nosti Bayer
udefuje vyluéna, celosvetova, prevoditelnd, trvala,
a neodvolatelna licencia k neobmedzenému nakladaniu
s Vysledkami. Centrum je povinné uskutoénit vSetky
kroky nevyhnutné k tomu, aby spoloénost Bayer plne
disponovala so vSetkymi pravami uvedenymi v tomto &l
5. Zmluvy.

5.1.1 Pre vyluc¢enie akychkolfvek pochybnosti, vSetky
zdravotnicke dokumentacie a pdvodné zdrojové
dokumentacie zostanu majetkom Centra; avsak,
spolo¢nost Bayer je opravnend ich pouzZit
vsllade s podmienkami tejto Zmluvy a
s informovanym suhlasom uéastnikov Skusania

4.10

411

5.1.1

or in-kind benefits and all other necessary infomation in
the scope of the relevant provisions of the Act on
Medicines (hereinafter the “announcement’). If 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.

If it is proven that the Contract 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 as defined
inaccurate, incomplete or false the data in the reports on
provides financial and in-kind benefits.

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

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,
tangible 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"). Center shall assign
and hereby assigns its rights 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. Center shall take any and all actions
necessary to provide Bayer all the rights set forth in
Section 5.

For the avoidance of doubt, any medical records
and/or original source documents shall remain the
property of Center; however, Bayer shall be
permitted to use such items in accordance with the
terms and conditions of this Agreement and the trial
subject's informed consent and applicable local
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a prislusnych zakonov, predpisov a nariadeni.
Spristupnenie Vysledkov akémukolvek subjektu,
vratane zmluvnej vyskumnej organizacie Cdi
etickej komisie alebo regulaéného organu
nebude povazované za priznanie vlastnickeho
prava k tymto informaciam tymto subjektom.

5.1.2 Pre odstranenie pochybnosti plati, Ze akékolvek
patentovatelné Vysledky (dalej len ,Vynalezy"),
ktoré su vylepSeniami, alebo novym pouzitim &i
novymi liekovymi formami SkaSaného lieku a
ktoré s zavislé na, suavisia s, alebo vznikaju
v dosledku vykonavania Skusania, alebo ktoré
sa objavia v priebehu trvania Sku$ania
Specifikované v Protokole a su zaloZzené na,
alebo su predmetom dusevného vlastnictva
alebo  Doévernych informacii  naleziacich
spolo¢nosti Bayer, su vyluénym vlastnictvom
spolo¢nosti Bayer.

5.2 Zmluvni partneri zabezpecia, Zze akékolvek a vSetky
Vynalezy alebo patentovatelné Vynalezy, budu
bezodkladne pisomne nahlasené spoloénosti Bayer.

5.3 Spolo¢nost Bayer alebo ktorakofvek Prepojena osoba
maju vyhradne pravo podat na vlastné naklady
akékolvek patentové prihlasky (ziadosti o udelenie
patentu) alebo iné prihlasky k pravam dusevného
vlastnictva k Vysledkom v akejkolvek krajine.
Pévodcovia vynalezu zo strany Centra alebo ini
pévodcovia vynalezu zapojeni do Skuania budu
spolo¢nostou Bayer uvedeni v patentovej prihlaske.
Zmluvni partneri zabezpedia, aby bola spolo¢nosti Bayer
poskytnutd vsetka potrebnd sudinnost, vratane
vyhotovenia akychkolvek dokumentov a vydania
prehlaseni, ktoré spolo¢nost Bayer povazuje za
nevyhnutné za tym Uéelom aby spoloénost’ Bayer mohla
podat takuto prihlasku, branit a presadzovat svoje
prava, é.

5.4 Bayer a jeho Prepojené osoby smu uzivat, rozmnozovat'
a prenasat anonymizovaneé radiologické/diagnostické
snimky  vyhotovené poéas Skusania v sllade
s ustanoveniami informovaného suhlasu, pre vsetky
ucely, vedecké alalebo komeréné, v akejkolvek forme a
akymikolvek spésobmi, elektronickymi alebo
mechanickymi,  vratane  vyhotovenia  fotoképii,
elektronickych zaznamov (napr. na CD-ROM), mikro-
kopii, alebo prostrednictvom systémov uchovavania a
obnovovania Udajov, vratane databank a internetu.
Ustanovenia ods. 5.1 sa pouziju primerane. Zmluvni
partneri potvrdzuju, Ze vetky také snimky budu ziskané
s0 suhlasom ucastnika SkuSania a Ze nebudu
obsahovat' Ziadne informacie, ktorych prostrednictvom
by mohol byt identifikovany konkrétny subjekt skusania.

5.5 Spoloénost Bayer udefuje Zmluvnym partnerom
nevyhradnu licenciu k Vysledkom vytvorenym v Centre
pre interné nekomeréné vyskumné a vzdelavacie ucely
pri dodrzani podmienok zachovavania dévernosti a
podmienok pre publikovanie, ktoré su obsiahnuté v tejto
Zmluve.

laws, rules and regulations. Disclosure of Results to
any entity, including a Contract Research
Organisation, EC, or regulatory authority shall not be
deemed to confer an ownership interest in such
information to those entities.

5.1.2 For the avoidance of doubt, any patentable Results
(hereinafter referred to as “Inventions”) that are
improvements to, or are new uses of, or are new
dosages or dosage forms of the Study Drug and
which are dependent on, or 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 or 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 Center's inventors or other
inventors involved in the Study in the patent application.
Contract Partners shall ensure that any reasonable
assistance will be provided to Bayer in order to enable
Bayer to file such application and to prosecute, defend
and enforce such rights, including execution of any and
all 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
commercial, in any form or by any means, electronic or
mechanical, including photocopying, recording (e.g. on
CD-ROM), micro-copying, or by any information storage
and 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 Results generated at the Center for internal non-
commercial research and teaching purposes, subject to
the terms on confidentiality and publication provided
herein.
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Cl. 7 - Publikovanie, Tladové spravy a Verejné
oznamenia

7.1 Spolo¢nost Bayer uznava a akceptuje zaujem
Zmluvnych partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, &i vysledok
Skusania je pozitivny & negativny. S ohfadom na
opravnené zaujmy spolo¢nosti Bayer sa Zmluvni partneri
zavazuje dodrziavat nasledujuce povinnosti a
podmienky pre publikovanie:

7.1.1  Zmluvni partneri si povinni zaistit aby pisomny
rukopis akejkofvek zamysranej publikacie alebo
ustnej prezentacie tykajucej sa Skusania alebo
Skusaného lieku alebo Vysledkov (dalej iba
.Publikdcia®) bude prednostne poskytnuty
spolo¢nosti Bayer a to najmenej 60 (Sestdesiat)
dni pred zamySlanym predloZzenim alebo
prezentaciou Publikacie, aby ich spolo¢nost
Bayer mohla skontrolovat.

Ak spolo¢nost Bayer neurobi vo&i Zmluvnym
partnerom ziadne oznamenie v lehote 45
(Styridsatpat) dni odo dila, ked jej bola doru¢ena
zamy$fand  Publikacia, Zmluvni partneri
pripomenu spoloénosti Bayer zamys$fany datum
Publikacie. Ak spolo¢nost Bayer neposkytne
Ziadne pripomienky v lehote 60 (Sestdesiat) dni,
Zmiuvni partneri sG opravneni Publikaciu
publikovat.

7.1.2 Zmluvni partneri potvrdzuji, Ze v pripade
multicentrickych skusani sa Vysledky Skusania
publikuju iba prostrednictvom koordinacie so
spolo¢nostou Bayer za uéelom kombinovania
vysledkov zo vsetkych centier zucastiujlcich
sa Skusania. Zmluvni partneri su opravneni
publikovat' Vysledky ich Centra za predpokladu,
2e celkové vysledky neboli publikované do 18
mesiacov od skon¢enia Skisania ako je
uvedené v Protokole, a suéasne za
predpokladu postupovania v stlade
s podmienkami stanovenymi v bode 7.1.

7.1.3 Spolo¢nost Bayer a Zmluvni partneri
prediskutuju vsetky rozdiely v nazoroch na
zamys$lany obsah Publikacie za uéelom
najdenia rieSenia uspokojivého pre spolo¢nost
Bayer aj pre Zmluvnych partnerov. Spolo¢nost’
Bayer mbze odporugit akékolvek zmeny
Publikacie, ktoré oddvodnene povazuje za
nevyhnutné pre vedecké ucely. Zmiuvni
partneri sa zavazuju, ze implementacia takych
odpora¢anych zmien nebude neddvodne
odmietnuta.

7.1.4 Keby sa mohlo o¢akavat, ze taka Publikacia
bude mat' neziaduci uginok na zachovanie
doévernosti ktorejkolvek z Dévernych informacii,
Zmluvni partneri zabrania takej Publikacii, ibaze
predmetna Doéverna informacia méze byt
vymazana z Publikacie bez nepriaznivého
u¢inku na vedeckl spravnost Publikacie.

Art. 7 — Publication, Press releases, Public
announcements

7.1 Bayer acknowledges and accepts the interest of the
Contract Partners in the non-commercial scientific
publication of Results, independent of a positive or
negative outcome of the Study. Considering Bayer's
reasonable interests the Contract 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 Results (hereinafter called
"Publication”) is provided to Bayer at least 60
(sixty) days prior to the intended submission or
presentation of the Publication in order to allow
Bayer to review it.

If Bayer does not notify Contract Partners within
45 (forty-five) days of Bayer's receipt of the
intended Publication, Contract Partners shall
remind Bayer of the intended date of Publication.
If Bayer does not provide any comments within
the 60 (sixty) day period, Contract Partners shall
be 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
Bayer in order to combine the results of all
centers participating in the Study. Contract
Partners shall be free to publish the Results of
their Center provided the overall results have not
been published within eighteen (18) months from
the end of Study as defined in the Protocol,
subject to the compliance with the terms set forth
in Section 7.1.

7.1.3 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.

7.1.4 If such Publication could be expected to have an
adverse effect on the confidentiality of any of the
Confidential Information, Contract Partners shall
prevent the Publication, unless the Confidential
Information can be deleted from the Publication
without detrimental effect on the scientific
correctness of the Publication.
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8.1

Cl. 8 - Zodpovednost' a odskodnenie

Zmiluvni partneri zodpovedaiju spolo¢nosti Bayer a/alebo
jej Prepojenym osobam afalebo jej riaditefom,
uradnikom, zamestnancom, zmluvnym partnerom za
Skodu spdsobenu v doésledku (i) nedbaniivosti alebo
umyselného protipravneho konania & opomenutia
alalebo (ii) porusenia ktorejkolvek z povinnosti prijatych
na zaklade tejto Zmluvy ktorymkolvek z nich, alebo
ktorymkolvek z Lekarov timu Sku$ania, ¢lenov timu
Skusania, zamestnancov Centra alebo zmluvnych
partnerov zapojenych kymkolvek z nich pre U¢el pinenia
tejto Zmiuvy.

8.2 Spolo¢nost Bayer zodpovedd Zmluvnym partnerom

8.3

(dalej oznacovani iba ako ,OdS$kodfiovana strana’) za
Skodu v rozsahu, v akom ucastnik Sku$ania alebo ina
podla prava opravnena osoba Uspe$ne uplatnila na
prislusnom sude narok na nahradu $kody na zdravi
(vratane smrti) vzniknutej v doésledku uzivania
Skusaného lieku alebo akéhokolvek klinického vykonu
alebo postupu vykonaného alebo pozadovaného
Protokolom, a to za podmienky, Ze tato $koda:

8.2.1 nevznikla z dévodu, ze Od$kodiovana strana
konala v rozpore (a) s podmienkami tejto
Zmluvy; alalebo (b) Protokolom; a/alebo (c)
vSetkymi prislusnymi pravnymi predpismi a
pravidlami upravujucimi vykonavanie Skasania;
alalebo (d) bezpeénostnymi opatreniami,
indikaciami a pisomnymi pokynmi spolo&nosti
Bayer alebo jej Prepojenych os6b; a/alebo

8.2.2 nevznikla z dévodu nedbanlivostného alebo
umyselného konania ¢i opomenutia
Odskodiiovanej strany; a/alebo

8.2.3 nie je krytd poistenim dojednanym v sulade
s pravnymi predpismi v prospech
Odskodiovanej strany.

Ak bola 8koda na zdravi celkom alebo scasti
spdsobena v dosledku dévod uvedenych v bode 8.2.1
alebo 8.2.2, Odskodriovanej strane nevznika narok na
nahradu ujmy voci spoloénosti Bayer v rozsahu,
v akom sa na vzniku Skody tieto dévody podieflali..

Pravo Zmluvnych partnerov na nahradu $kody podfia
bodu 8.2 nevznikne a spolo¢nost Bayer nebude mat'
povinnost nahradu $kody poskytnat, ak Zmluvni
partneri, alebo ktorykolvek z nich porusi niektora
z nasledujucich povinnosti a toto porusenie bude mat'
negativny vplyv na moznost' Uspesne sa branit' proti
uplatnenému naroku:

8.3.1 Zmluvni partneri pisomne informuju spolo¢nost
Bayer o kazdom naroku a/alebo zalobe, ktoré
spadaji alebo by mohli spadat pod tieto
ustanovenia o nahrade $kody, a to do
patnastich (15) dni odo dna, ked sa o nich
dozvedeli, a sudasne umoznia spolocnosti
Bayer, aby prevzala a riadila obranu proti
takému naroku alebo Zalobe vratane
rozhodovania o jeho urovnani; a

8.3.1

Art. 8 — Liability and Indemnity

8.1 Contract Partners shall indemnify Bayer and/or its

Affiliates and/or its directors, officers, employees,
contractors in case of damage casused by (i) negligence
or wilful misconduct or omission and/or (ii} 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
entitted persons successfully claimed the damage to
health (including death) in a competent Court as a result
of the usage of the Study Drug or any clinical intervention
or procedure provided for or required by the Protocol,
provided that such damage:

8.2.1 did not arise from the failure of the Indemnified
Party to comply with (a) the terms of this
Agreement; and/or (b) the Protocol, and/or (c) all
applicable laws and 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

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 to 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:

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

CI/A1b 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 CLM

initials

Stranka 19 z 25



2022_SK_CO_66874

8.4

8.5.

8.6

9.1

9.2

8.3.2 Zmluvni partneri su povinni spolupracovat' so
spolo¢nostou Bayer a jej pravnymi zastupcami
a poistovatefom(-mi) pri obrane proti takému
naroku alebo Zalobe, vyzadovat taku
spolupracu od svojich zamestnancov,

8.3.3 Zmluvni partneri nesmu uznat ani urovnat
Ziaden taky narok alebo sudne konanie bez
predchadzajuceho pisomného suhlasu
spoloénosti Bayer.

8.3.4. Centrum bude okamzite informovat Bayer o
vietkych naliehavych bezpeénostnych
opatreniach prijatych skusajucim na ochranu
ucastnikov  skisania proti okamzitému
nebezpetenstvu a o vsetkych zavaznych
poruseniach protokolu alebo smernic Spravnej
klinickej praxe, o ktorych sa Centrum dozvie.

Bez dosahu na vy$sie uvedené ustanovenia Centrum
vynaloZi primerané usilie na to, aby bezodkladne
informovalo  spoloénost Bayer o  vSetkych
okolnostiach, o ktorych ma dovod sa domnievat, Ze
by mohli viest k Zalobe alebo sudnemu konaniu a
bude spolo¢nost Bayer primerane informovat o vyvoji
v slvislosti s takouto pripadnou Zalobou alebo
sudnym konanim, aj ked sa Centrum rozhodne
nepodat Zalobu na zaklade tohto prisfubu
odskodnenia.

Centrum a spolo¢nost’ Bayer si navzajom poskytnu
sucinnost’ potrebnii na ucinné vedenie a urychlené
vybavenie akejkolvek Zaloby alebo sudneho konania
iniciovaného  subjektmi (alebo ich rodinnymi
prislu$nikmi) alebo v ich mene.

Bayer nenesie ZzZiadnu zodpovednost za S$kody
akéhokolvek druhu vratane ublizenia na zdravi &i
8kdd na majetku, ktoré su vysledkom pouZitia
vybavenia od spolo¢nosti Bayer alebo materialov od
spolo¢nosti Bayer, s vynimkou pripadov, ked su (1)
takéto skody spdsobené nedbalostou alebo
umyselnym konanim spolo¢nosti Bayer a s vynimkou
pripadov, v ktorych (2) ublizenie na zdravi
predstavuje ublizenie na zdravi u€astnikov skusania
v ramci skusania.

€l. 9 - Poistenie

Spolo¢nost Bayer zodpoveda za poistenie pre ucely
realizacie tohoto Skusania v sulade s prislusnymi
zakonmi, predpismi a nariadeniami.

Centrum si udrzi svoje vlastné poistenie videobecnej
alalebo profesnej zodpovednosti za Skodu, ktoré bude
kryt zodpovednost za $kodu spdsobenu Centrom
av8etkymi jeho  zamestnancami v priebehu
vykonavania Ska$ania a na zaklade tejto Zmluvy a to
minimalne 5.000.000,- EUR s poistnym plnenim pre
$kody spdsobené osobam a na majetku a 500.000,-
EUR pre financné straty. Skusajuci sa modze
rozhodnut uzavriet dodatoéné poistenie sukromnej
profesnej zodpovednosti za  uskuto&iovanie

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

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

8.3.4 Center 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 Center will
use its reasonable endeavours to inform Bayer promptly
of any circumstances reasonably thought likely to give
rise to any such claim or proceeding of which it is directly
aware and shall keep Bayer reasonably informed of
developments in relation to any such claim or proceeding
even where the Institution decides not to make a claim
under this indemnity.

8.5 Center 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).

8.6 Bayer has no liability for damages of any sort, including
personal injury or property damage, resulting from the
use of Bayer Equipment or Bayer Materials except to the
extent that (1) such damages were caused by the
negligence or willful misconduct of Bayer or (2) a
personal injury constitutes a Research Injury to a Trial
Subject.

Art. 9 — Insurance

9.1 Bayer shall be responsible for the clinical trials insurance
of the Study in accordance with applicable laws, rules
and regulations.

9.2 Center shall maintain own general liability and/or
professional liability insurance covering its own liability
and the liability of its employees during the conduct of
the Study and under this Agreement with a minimum
coverage of EUR 5.000.000,- for damage to persons and
property and EUR 500.000,- for pecuniary losses. The
Investigator may choose to conclude an additional
private professional liability insurance for the
performance of clinical trials. Contract Partners shall
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klinickych skuasani. Zmluvni partneri sa povinni
poskytnat' spolo¢nosti Bayer na jej Ziadost poistné
certifikaty.

Cl. 10 - Ochrana a spristupnenie osobnych Gdajov

10.1 Zmluvni partneri sG si vedomi, Zze spoloénost Bayer
alebo tretia osoba poverena spolo¢nostou Bayer
spracliva osobné udaje Skusajuceho a Clenov timu
skuSania.

10.2 Zmluvni partneri a spoloénost Bayer sa zavazuju
dodrziavat' prislusné zakony, predpisy a nariadenia.

Cl. 11 - Trvanie Zmluvy

11.1 Tato Zmluva nadobudne platnost po jej podpisani
poslednou stranou a G¢innost’ driom nasledujucim po
dni jej zverejnenia v Centralnom registri zmliv
Slovenskej republiky v zmysle § 47a zakona ¢. 40/1964
Zb. Obcdiansky zakonnik. Skonéi neskorSou z
nasledujucich udalosti: (a) dokonéenie celkovej spravy
o Skusani alebo (b) posledna platba v prospech Centra
podfa tejto Zmiuvy.

11.2 Prava a povinnosti spolo¢nosti Bayer a Zmluvnych

partnerov stanovené v tejto Zmiluve, ktorych platnost

vzhladom na ich zamer alebo vyznam ma pretrvat’ aj
po ukon&eni Zmluvy (okrem iného aj prava tykajuce sa

viastnictva, patentov, dovernosti, zodpovednosti a

odskodnenia), zostani v platnosti aj po vypovedani

alebo uplynuti a€innosti tejto Zmiuvy.

€l. 12 - Vypovedanie
12.1 Spolo¢nost Bayer si bez ohfadu na iné pravo na
vypoved stanovené vtejto Zmluve a v prislusnych
zakonoch a nariadeniach vyhradzuje pravo kedykolvek
tato Zmluvu vypovedat bez uvedenia dévodu na
zaklade pisomnej vypovede s vypovednou dobou 14
(8trnast) kalendarnych dni od doru¢enia vypovede
Centru alalebo sku$ajucemu. Centrum a/alebo
Skusajaci bezodkladne po doruéeni vypovede na
zaklade prava na vypoved stanoveného v tejto Zmluve
(iy prestanu zaradovat a prijimat ucastnikov do
Skusania, (i) prestani vrozsahu pripustnom
z medicinskeho hfadiska vykonavat postupy na
Gcastnikoch, ktori uz do Skusania boli zaradeni, a (iii)
ak to bude mozZné, vyhni sa vytvaraniu dal$ich
nakladov a vydavkov.
12.2 Zmluvni  partneri  ispolocnost Bayer maju
v odévodnenych pripadoch pravo vypovedat Zmluvu
s okamzitym (cinkom, momentom doruéenia, na
zaklade pisomnej vypovede adresovanej druhej
strane, najma v pripade, ak bude Skusanie v Centre
potrebné ukonéit kvéli medicinskym alebo etickym
dovodom. V pripade takejto vypovede zo strany
Zmluvnych partnerov je povinna predchadzajuca
konzultacia Skusajuceho so spolo¢nostou Bayer. Bez
toho, aby bolo dotknuté predchadzajlice ustanovenie,
plati, ze v pripade kritickych alebo délezitych zisteni na

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 to
applicable data protection laws, rules and regulations.

Art. 11 - Term of the Agreement

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

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

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

12.2 Contract Partners and Bayer each have the right to
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 termination 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
audiVinspection affecting GCP, pharmacovigilance or
regulatory system, practice or process that adversely
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12.3

12.4

12.5

12.6

zaklade auditu/in$pekcie tykajucej sa spravnej klinickej
praxe, farmakovigilancie alebo regulaéného systému,
postupu alebo procesu, ktoré maju neziaduci vplyv na
prava, bezpeénost alebo dusevny atelesny stav

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 legislation and guidelines, Bayer

Ucastnikov  sku$ania alebo ktoré predstavuju reserves the right to temporarily stop the recruitment of
potencialne riziko pre verejné zdravie alebo maju za trial subjects with immediate effect until the relevant
nasledok nepripustnost Gdajov  SkuaSania  &i finding has been fully assessed.

predstavuju zavazné porusenie prisludnej legislativy a
usmerneni, si spoloénost Bayer vyhradzuje pravo
doc¢asne a s okamzitym u¢inkom prerusit zaradovanie
UCastnikov skuSania, a to aZz do ddkladného
vyhodnotenia prislusného zistenia.

Ak bude niektoré regulaéné alebo zakonné povolenie
potrebné na vykonanie Skdsania (i) nakoniec
zamietnuté alebo (i) odobraté, tato Zmluva sa rusi
automaticky k datumu takéhoto zamietnutia alebo
odobratia.

Ak bude mat spolo¢nost’ Bayer opodstatnene dojem,
Zze Zmluvni partneri nebudi schopni zacat' vykonavat
zaradovanie ucastnikov alebo pinit svoje povinnosti
v oblasti zaradovania v dohodnutej lehote, spoloénost
Bayer bude mat pravo na zaklade pisomného
oznamenia adresovaného Zmluvnym partnerom (a)
s okamzitou platnostou zniZit pocet u&astnikov
skusania, ktori maju byt zaradeni, alebo (b) predizit
obdobie zaradovania alebo (c) vypovedat' tuto Zmluvu,
pricom v8ak v pripade bodu (c) je podmienkou, aby
spoloénost Bayer predtym poslala Zmluvnym
partnerom pisomné oznamenie, v ktorom ich bude
informovat oich oneskoreni so zaradovanim
ucastnikov ska$ania abude od nich poZadovat
odstranenie tohto nedostatku v primeranej lehote. Ak
Zmluvni partneri tento nedostatok v&as neodstrania,
spolo¢nost Bayer bude mdct tuto Zmluvu s okamzitou
platnostou vypovedat. Vypovedanie zmluvy nastane
momentom doruéenia pisomnej vypovede druhej
strane. Toto ustanovenie nema vplyv na vyssie
uvedené body 12.1 a 12.2.

Ak spolo¢nost Bayer neschvali nového Skusajuceho
podla odseku 2.18 alebo ak takyto novy Skusajuci nie
je ochotny pisomne pristapit na podmienky tejto
Zmluvy, spolo¢nost Bayer bude méct tuto Zmluvu
vypovedat na zaklade pisomnej vypovede s uginkom
v momente doru¢enia druhej strane. Ak si Skusajuci
aspoloénost Bayer budid Zelat  pokratovat
v spolupraci vo vztahu k Skusaniu vinej inétitacii,
Centrum bude suhiasit' s postupenim tejto Zmluvy na
takato novu institaciu a poskytne podporu pri prevode
vSetkych relevantnych udajov, informacii a materialov
na takato nova institaciu, ak nepdjde o chraneny
material Centra.

S vynimkou pripadov vypovedania tejto Zmluvy z
dovodu jej porusenia zo strany Centra alebo
Skusajuceho, Spolo¢nost Bayer vykona vSetky platby
za poskytnutie spravnych azmluvnych sluzieb zo
strany Zmluvnych partnerov aza priebezné naklady
vzniknuté oddvodnene a v dobrej viere na zaklade tejto
Zmluvy, ktoré sa naakumulovali do datumu doruéenia
takejto vypovede, alebo v pripade zrusenia tejto
Zmluvy podia bodu 12.3 do datumu takéhoto

12.3 In case any regulatory or legal authorization necessary

for the conduct of the Study is (i) finally rejected or (ii)
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 (c) terminate this
Agreement; however, in case of (c) provided that Bayer
has sent prior written notice to Contract Partners
informing about a delay in Contract Partners trial subject
recruitment and requesting Contract Partners 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.

12.5 In the 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 terminate this
Agreement as of the day of delivery of the written notice
on termination to the other party. In the event that
Investigator and Bayer wish to continue the collaboration
with regard to the Study at another institution, Center
shall reasonably support Bayer in such transfer, in
particular with regard 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 incurred in good faith
hereunder which have accrued up to the date such
termination 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
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definitivneho zamietnutia/odobratia povolenia. Ak by
Centrum prijalo vy$$ie platby, nez malo za uz vykonané
prace dostat, rozdiel vrati spolo¢nosti Bayer bez
meskania. V pripade vypovede z ddvodu porusenia
tejto Zmluvy zo strany Centra alebo Skusajuceho
nebudu splatné Ziadne dalSie platby.

12.7 Zmluvni partneri po vypovedani tejto Zmiuvy vratia
spolo¢nosti Bayer vietky materialy a predmety, ktoré
im boli v stvislosti so Skaganim poskytnuté.

€l. 13 - Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je podmienené Ziadnym
predchadzajiucim alebo budicim obchodnym vztahom
medzi spoloénost'ou Bayer a Zmluvnymi partnermi. Nie
je podmienené ani ziadnym obchodnym alebo inym
rozhodnutim, ktoré Zmluvni partneri prijali alebo prijmu
vo vztahu k spolo¢nosti Bayer alebo jej produktom.

13.2 Zmluvni partneri budu svoje povinnosti na zaklade tejto
Zmluvy vykonavat spésobom, ktory bude v sulade s
platnymi protikorupénymi a antitrustovymi zakonmi,
predpismi a nariadeniami. Zmluvni partneri priamo ani
nepriamo nevykonali ani neposkytli a ani nevykonaju
ani neposkytnu ziadnu platbu alebo benefit v prospech
Statnych uradnikov, zakaznikov, obchodnych
partnerov, zdravotnikov alebo inych oséb s cielom
zabezpedit' si neprimerany benefit alebo nespravodlivi
obchodnu vyhodu, ovplyvnit sikromné alebo oficidlne
rozhodovacie procesy, ovplyvnit predpisovanie liekov
alebo niekoho prinutit, aby porusil svoje profesionaine
povinnosti alebo profesionalne normy. Zmluvni partneri
spoloCnosti Bayer bezodkladne pisomne oznamia
v8etky podozrenia na poruSenie alebo zistené
porus$enia vysSie uvedenych principov v suvislosti s jej
obchodnou ¢innostou a v takychto pripadoch budi so
spolo&nost'ou Bayer plne spolupracovat' na preskimani
zalezitosti.

13.3 Kazda zo zmluvnych stran kona ako nezavisly
dodavatel a nepovaZzuje sa na Ziadne udely za
spolo¢nika, sprostredkovatela, zamestnanca alebo
zastupcu druhej zmluvnej strany.

13.4 Pokial nie je v tejto Zmluve uvedené inak, ziadna zo
zmluvnych stran nesmie postapit Zziadne prava
vyplyvajuce z tejto Zmluvy bez predchadzajuceho
pisomného sahlasu druhej Zmluvnej strany,
s vynimkou pripadu, kedy spolo¢nost Bayer mbéze
postapit’ tato Zmluvu ktorejkolvek z jej Pridruzenych
spolo¢nosti ato i bez predchadzajuceho suhlasu
Zmluvnych partnerov.

13.5 Neplatnost  alebo  nevykonatelnost  niektorého
ustanovenia tejto Zmluvy nebude mat vplyv na platnost
zostavajucich ustanoveni. Zmluvné strany nahradia
neplatné alebo nevykonatelné ustanovenie platnym
alebo vykonatelnym ustanovenim (podfia situacie),
ktoré ¢o najvernejsie vystihuje zamer zmluvnych stran
v ase uzatvorenia Zmluvy

13.6 Zrieknutie sa narokov alebo tichy suhlas zmluvnej
strany alebo jej neprotestovanie proti porudeniu

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

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

13.2 Contract Partners shall perform 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. Contract 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.

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 written 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 failure
of any party to claim a breach of any provision of this
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niektorého ustanovenia tejto Zmluvy sa nebude
povazovat za zrieknutie sa narokov v pripade dalSieho
porusenia ustanoveni tejto Zmluvy.

13.7 Dodatky a prolongacie tejto Zmluvy nebudu platné, ak
nebudu mat pisomnu formu a ak nebuda podpisané
v8etkymi zmluvnymi stranami. Tato poziadavka sa
rovnako uplatiiuje na tato samotnu klauzulu v pisomnej
forme.

13.8 Na tuto Zmluvu sa bez ohladu na jej pravidla tykajuce
sa vyberu pravneho poriadku vztahuju zakony
Slovenskej republiky a bude sa riadit' a interpretovat
podia nich. Zmluvné strany sa v pripade vSetkych
konani vzniknutych na zaklade tejto Zmluvy podriadia
sudnej pravomoci prislusnych suadov Slovenskej
republiky.

13.9 Tato Zmluva je vyhotovena v slovenskom a anglickom
jazyku a zmluvné strany povaZuju obe jazykové verzie
za rovnocenné, av$ak pre pripad nezrovnalosti medzi
jednotlivymi verziami sa strany dohodli, Ze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a vSetky jej
prilohy predstavuju celd dohodu a dohovor zmluvnych
stran vo vztahu k jej predmetu. V pripade konfliktu
medzi touto zmluvou a niektorou z jej priloh su
rozhodujice podmienky tejto zmluvy. V pripade
konfliktu medzi touto zmluvou a Protokolom sa
zalezitosti tykajuce zaobchadzania s u&astnikmi
skusania riadia Protokolom a vSetky ostatné zalezitosti
Zmiluvou.

13.10 Tato zmluva sa uzatvara v pocte 3 vyhotoveni,
ztoho 1 vyhotovenie pre spolognost BAYER, 1
vyhotovenie pre Institiciu a1 vyhotovenie pre
Skusajuceho.

Cl. 14 - Prilohy

Nasledujuce prilohy tvoria neoddelitefni sucast tejto
Zmluvy, ak nestanovi tato Zmiluva inak:

Priloha 1a Finan&né podmienky Centra
Priloha 1b Finanéné podmienky Skusajuceho
Priloha 2 Povolenie Statneho ustavu pre
kontrolu lie€iv
Priloha 3 Kladné stanovisko etickej komisie
Priloha 4 Zavazok Clena timu skusania k Géasti na

vykonani Skasania

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
not 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 its choice of law rules. For any
and all proceedings arising hereunder the parties agree
to the exclusive jurisdiction of the competent courts of
the Slovak Republic.

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 control
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 3 copies, out of which
Bayer receives 1 copy, Center 1 copy and 1 copy for the
Investigator.

Art. 14 - Appendices

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

Appendix 1a Financial Terms of Center
Appendix 1b  Financial Terms of Investigator
Appendix 2 State Institute for Drug Control
Approval
Appendix 3 Ethics Committee Positive Opinion
Appendix 4 Commitment of Study Team Member to

participation in the Study conduct

Bayer, spol.s r.o.

Miesto/datum Place/date

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

Dolnooravska nemocnica s poliklinikou
Centrum/Center
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Priloha ¢. 1a: Finanéné podmienky Centra

Odmena Centra sa uréi ako sucet Ciastkovych
odmien uvedenych nizsie za jednotlivé Cinnosti
riadne a véas vykonané, v obdobi, za ktoré je
odmena Uuctovana. Narok na vyulctovanie
odmeny za prislusné obdobie vznika poslednym
diom takého obdobia, a to vrozsahu
zodpovedajucemu riadne vyplnenym
elektronickym formularom CRF za jednotlivych
uCastnikov SkaSania, ktoré boli spoloéne s
vypinenou dokumentaciou k Uplne vykonanej
monitorovacej navsteve odovzdané spoloCnosti
Bayer najneskér v posledny defi prislusného
obdobia.

Odmena uréena podra tejto Prilohy kryje vSetky
naklady na vSetky vySetrenia (vratane
zamestnancov Centra a dalSich
administrativnych a/alebo rezijnych nakladov
Centra, platby laboratéria, lekarne a archivaciu)
vyzadované Protokolom, vratane napr. uhrady
regulaénych poplatkov, rovnako ako kryje véetky
naklady na plnenia zavazkov Centra
vyplyvajucich zo Zmluvy, ak nie je dalej alebo v
Zmluve explicitne dohodnuté nie€o iné.

Pri predéasnom ukonéeni Zmluvy uhradi
spolo¢nost Bayer Centru iba naklady uz
preukazatelne vynalozené a Uukony uz

preukazatelne vykonané (naklady a aktivity
vzniknuté maximalne ku dnu skoncenia platnosti
Zmiluvy).

V zmysle riadneho vykonu Skusania a transferu
prav podfa ¢l. 5 Zmluvy, Bayer suhlasi
s nasledovnymi platbami v prospech Centra.

4.1 Startovacie naklady

Spolo¢nost Bayer uhradi Startovacie naklady
Centra, ktoré Centru odoévodnene a v dobrej
viere vznikli pred zaradenim uéastnika do
skusania v sume 400,00 EUR.

Tato suma zahfiia naklady za &innosti spojené
so zacatim sku$ania a iniciaciou centra vratane
ale nie vyluéne poskytnutia potrebnej
dokumentacie (ako napr. zivotopisy ¢lenov timu,
GCP certifikaty skusajucich, revizne spravy na
pouzité pristroje a zariadenia, doklady o ich
kalibracii, certifikacii a pravidelnych kontrolach a
iné) a zabezpedenia pristrojového vybavenia.

CI/A1b Appendix 1 - Financial terms of Center
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Appendix 1a: Financial Terms of Center

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 title to 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 wunder this
Appendix covers all costs for all examinations
(including remuneration of the Center's
employees and any administrative and/or
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 400,00 EUR.

This amount includes the costs for activities
related to start up and site initiation including but
not limited to provision of necessary
documentation (e.g. CVs of all study team
members, GCP certificates for investigators,
inspection reports for the use of the apparatus
and equipment, evidence of their calibration,
certification and periodic inspections and other)
and ensuring all required equipment.
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Nasledna navsteva po

pred€asnom ukonceni lieby -

telefonicka 13.00
Telefonicka navsteva namiesto

osobnej ak je to potrebné od

navstevy 4 do spolo¢ného

ukonéenia lieCby 14.10
Proces informovaného suhlasu pri

jeho aktualizacii (za 1 pacienta) 5.10
Spracovanie zavaznej neziaducej

udalosti (SAE) 5.00
Spracovanie rozhodovacej

udalosti (Adjudication event) 12.00
Spracovanie cielovej udalosti

(Outcome event) 2.60
BARC/ISTH klasifikacia v pripade

krvacania 1.70
Neplanované alebo opakované

12-zvodové EKG 12.00
mRS v pripade opakovanej

mozgovej prihody 3.80
NIHSS v pripade opakovanej

mozgovej prihody 7.80
Neplanovany dotaznik EQ-5D 2.50
Kontrola vitalneho stavu 3.00
Neplanovany odber krvi 4.00
Neplanovana navsteva* 8.00
MRI vysetrenie mozgu (v ramci

vedlajsieho skisania) 700.00

* neplati pre neplanované navstevy spésobené
opomenutim zo strany Centra

Tieto platby sa povazuju sa primeranu kompenzaciu
Centra, za jeho sluzby, zahffajuc — bez obmedzenia
— aj v8etky prevadzkové a administrativne a/alebo
rezijné naklady Centra.

Poplatok za prisluSného Ucastnika Skusania bude
znizeny v nasledujucich pripadoch:

(i) V pripade uéastnikov SkuSania, ktori
presli skriningom, ale nesplnili kritéria pre
zaradenie do Skisania z dévodov, ktoré nemohli
byt zname pred prihlasenim k ucasti v Skusani
a to nasledovne:

Spoloénost Bayer uhradi sumu 76,40 EUR za 1
Ucastnika, ktory nesplnil kritéria pre zaradenie za
podmienky, 2e pri poéte 1-17 skrinovanych
pacientov budu maximalne 2 pacienti, ktory nesplnili
kritéria pre zaradenie, pri pocte 18-37
skrinovanych pacientov maximalne 3 pacienti,
ktori nesplnli kritérid pre zaradenie, pri pocte nad
37 skrinovanych pacientov maximalne 4 pacienti,
ktori nesplnili kritéria pre zaradenie do Skusania.

CI/A1b Appendix 1 - Financial terms of Center
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Re-consent if needed (for 1

subject) 5.10
SAE per report 5.00
Adjudication event processing 12.00
Outcome event processing 2.60
BARC/ISTH classification in

bleeding event 1.70
Unscheduled or repeated 12-

Lead ECG 12.00
mRS in recurrent stroke event 3.80
NIHSS in recurrent stroke event 7.80
Unplanned EQ-5D

questionnaire 2.50
Vital status check 3.00
Unscheduled Blood Sampling 4,00
Unscheduled visit* 8.00
Brain MRI (part of sub-study) 700.00

* not applicable for unscheduled visits caused by
omission 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 76,40 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
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