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~ ZMLUVA N
O VYKONANi KLINICKEHO SKUSANIA

Medzi

Bayer, spol. s r.o.

so sidlom: Karadzitova 2/A, 811 09 Bratislava

zapisana v obchodnom registri Okresného sudu Bratislava l;
Oddiel: Sro, vlozka ¢. 18413/B

ICO: 35 759 143

DIC: 2020253818

v jej mene kona: Ing. Andrea Stefankovi¢ova, na zaklade
plnej moci

(dalej len "spolocnost’ Bayer")
a

Fakultna nemocnica Trnava

so sidlom: A. Zarnova 11, 917 75 Trnava
zastupena: JUDr. Viadislav Srojta, riaditel
pracovisko: Neurologicke oddelenie

ICO: 00610381

DIC: 2021191084

IC DPH: SK2021191084

(dalej len "Centrum")
a

MUDr. Georgi Krastev, PhD.
Datum narodenia:
Adresa trvalého pobytu:

(dalej len ,Skusajuci”)

(Centrum a Skusajuci dalej spolocne oznacovani ako
JZmluvni partneri’)

uzavreta nizie uvedeného dia, mesiaca a roku podla
ustanovenia § 269 ods. 2 zakona ¢. 513/1991 Zb., Obchodny
zakonnik, v zneni neskorsich predpisov (dalej len ,Zmluva®):

Preambula

Vzhladom na to, Ze Bayer poziadal Zmluvnych partnerov,
aby uskutoénili klinické skisanie so skusanym liekom BAY
2433334 (vratane akéhokolvek lieku, ktory sa skusa v ramci
Skugania alebo pouziva ako referencny liek, vratane
placeba, spolotne dalej len ,Skusany liek") s nazvom
,Multicentrické, randomizované, placebom
kontrolované, dvojito zaslepené klinické skusanie v
paralelnych skupinach, fazy 2 uréujucej davku, na
vyhodnotenie uéinnosti a bezpe¢nosti BAY 2433334 u
| pacientov po akttnej nekardioembolickej ischemickej

AGREEMENT FOR THE
PERFORMANCE OF A CLINICAL TRIAL

Between

Bayer, spol. s r.o.

with its registered seat at: Karadzi¢ova 2/A, 811 09
Bratislava registered in the Commercial Register of the
District Court in Bratislava |, Section: Sro, Insert number:
18413/B

ID No.: 35759 143

VAT No.: 2020253818

represented by: Ing. Andrea Stefankovitova, power of
attorney

(hereinafter referred to as "Bayer")
and

Fakultna nemocnica Trnava

With its registered seat at: A. Zarnova 11, 917 75 Trnava
Represented by: JUDr. Vladislav Srojta, general director
Place of work: Neurologické oddelenie

ID No.: 00610381

Tax ID No.: 2021191084

VAT ID No.: SK2021191084

(hereinafter referred to as "Center")
and

MUDr. Georgi Krastev, PhD.
Date of birth:
Address: '

(hereinafter referred to as “Investigator’)

(Center and Investigator collectively hereinafter referred to
as “Contract Partners”)

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 drug BAY 2433334
(hereinafter together with any medicinal product which is
being tested or used as a reference in the Study, including
as a placebo, called the “Study Drug") entitled »Multicenter,
randomized, placebo-controlled, double-blind, parallel
group, dose-finding Phase 2 study to evaluate efficacy
and safety of BAY 2433334 in patients following an acute
non-cardioembolic ischemic stroke” with the Bayer
number 19766 (hereinafter referred to as "Study") as
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cievnej mozgovej prihode” s cislom Bayer 19766 (dalej
len ,Skusanie”), ktoré je blizsie popisané v protokole verzia
1.0 z24.10.2019, ktory bude samostatne poskytnuty
Skusajlicemu, vratane jeho naslednych zmien (jeho
posledna schvalena verzia se dalej oznacuje len ako
,Protokol").

Zadavatel skusania je spolo¢nost Bayer AG, so sidlom
Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko.
Spolo&nost Bayer AG poveril véetkymi operacnymi procesmi
stvisiacimi so Skusanim spolo¢nost Bayer.

Vzhladom nato, Ze Zmluvni partneri disponuju
vedomostami, skusenostami a zdrojmi nevyhnutnymi pre
uskutoénenie Skusania, podla ich najlepsich vedomosti
maju pristup k pozadovanému poc¢tu Gcastnikov skusania
spinajicich  kritéria  pre  zahrnutie do  Skusania
a nespliajucich kritéria pre vylucenie zo Skusania, ako su
stanovené v Protokole, a su ochotni Skiganie zrealizovat.

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

rozdelenie povinnosti stvisiacich so Skusanim medzi
spoloénost' Bayer a Zmluvnych partnerov.
Cl. 2 — Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri vykonaju a zdokumentuju Skusanie
v prisnom sulade s (a) Protokolom; (b) podmienkami
tejto Zmluvy; (c) etickymi zasadami Helsinske]
deklaracie; a (d) Smernicou ICH GCP E6 Spravna
klinicka prax; (e) v sulade s prislusnymi pravnymi
predpismi SR, predovs$etkym v sulade so zakonom €.
362/2011 Z. z., zakona o liekoch v platnom zneni
(dalej len ,Zakon o liekoch“), ako aj vSeobecne
prijimanymi §tandardmi spravnej klinickej praxe; a (f)
pisomnymi pokynmi spolo¢nosti Bayer, s fou
Prepojenych oséb alebo tretej osoby na to poverenej,
slivisiacimi so Skuganim, a (g) zakonmi, predpismi,
nariadeniami a kédexmi compliance; a (h) vsetkymi
prikazmi a povereniami prisluénych organov verejnej
moci a spravy a etickych komisii, ak s také. Centrum
poskytne adekvatne zdroje a zariadenia na vykonanie
Skusania. ,Prepojenou osobou' sa rozumie
akakolvek pravnicka osoba alebo spolo¢nost, ktora
priamo alebo nepriamo, prostrednictvom jedného
alebo viacerych prostrednikov ovlada, je ovladana
alebo je pod spolognym ovlddanim so spolo¢nostou
Bayer.

2.2 Centrum sa zavazuje zabezpelit laboratorne
vy$etrenia ako aj iné vysetrenia, ktoré sl vyZzadované
Protokolom Klinického sku$ania, vratane poskytnutia
stym sUvisiacich dokumentov  (predovsetkym
Zivotopis  veduceho  laboratoria, laboratérne

certifikaty, referenéné hodnoty, ainé). Centrum sa

described in more detail in the protocol version 1.0 dated 24
October 2019 provided separately to Investigator, as
amended from time to time (latest approved version
hereinafter referred to as "Protocol").

Whereas, the Study is sponsored by Bayer AG, Kaiser-
Wilhelm-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 Centre 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 tools 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
(IRB/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 delivery of lab results and all other

examinations required by Clinical Study Protocol
including associated documents (in particular, CV Head
of Lab, Laboratory Certificates, Normal Lab ranges).

Center shall allow Bayer, or third parties contracted by

\
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2.7

zavazuje umoznit spolo¢nosti Bayer, alebo tretej
osobe s ktorou spolo¢nost Bayer spolupracuije, ako aj
prislusnym regulagnym UGradom vykonat audit
a inSpekcie.

Skusanie  bude v Centre vykonavané na
zodpovednost a pod dohladom Skusajuceho.
Skusajuci je zodpovednym vedlcim skupiny dalsich
skl$ajucich zucasthujucich sa Skusania v pripade,
Ze Skusanie je v Centre vykonavané viac nez
jednym skusajucim (takito dal$i skusajlci sa dalej
oznacuju ako ,Lekari timu skusania®). Skusajlci je
zodpovedny z lekarskeho hladiska za dobry
dudevny stav Ucastnikov Skusania.

Centrum umozni a Skusajuci zabezpeci, aby Lekari
timu skusania a ostatny personal zapojeny do
Skusania (dalej len ,Clenovia timu skusania“)
dodrZiavali podmienky tejto Zmluvy. Centrum
prostrednictvom  Skusajuceho zabezpeci, aby
povodni aj novi Lekari timu skusania a Clenovia timu
skugania boli riadne zaskoleni, kvalifikovani a
vzdelani, predovsetkym, aby sa zucastnili vietkych
skoleni o Skusani. Bayer ma pravo odmietnut
konkrétnych Clenov timu skusania z opodstatnenych
dovodov, ak ich Bayer povazuje za nie primerane
zaskolenych a/alebo kvalifikovanych.

Centrum umozni Skusajicemu, Lekarom timu
skusania a Clenom timu sku$ania zuéastnit' sa, ak sa
to vyZaduje, stretnuti skusajucich a telefonickych
konferencii uskutoCfiovanych v priebehu Ska$ania
v rozsahu poZadovanom spolo¢nostou Bayer.

Akékolvek uzatvaranie subdodavatelskej zmluvy
tykajuce sa ktorejkolvek z povinnosti Centra na
zaklade tejto Zmluvy s tretou stranou vyZzaduje
predchadzajuci pisomny suhlas spolo¢nosti Bayer,
ktorého udelenie je na vylu¢nej Gvahe spolo¢nosti
Bayer. V pripade uzavretia subdodavatelskej zmluvy,
uzatvori Centrum pisomnu zmluvu SO
subdodavatelom, ktora bude obsahovat rovnaké
podmienky, zavazne prinajmensom v takom rozsahu,
ako podmienky obsiahnuté v tejto zmluve, a ktoré
zabezpecia uplatfiovanie prav spolo¢nostou Bayer
v sUlade s touto zmluvou (ako su prava na Vysledky,
vykonavanie monitorovania a audity atd.) aj voéi
subdodavatelovi Centra.

Zmluvni partneri vynalozia vsetko Usilie na zaradenie
15 arandomizovanie 12 uc¢astnikov Sku$ania do
Skusania v sulade s poziadavkami na zaradovanie a
harmonogramami stanovenymi v Protokole. Toto
mnozstvo ucastnikov méze byt zvy$ované az do
uzavretia naboru a podlieha pisomnému suhlasu
spolo¢nosti Bayer. Platny rozvrh harmonogramu
vztahujuci sa na vykonanie Skusania je nasledujuci:

2.3

2.4

2.5

28

2.7

Bayer and the relevant authorities to perform audits and
inspections.

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

Center shall allow and the Investigator shall ensure that
Study Team Physicians and other personnel involved
with the Study (hereinafter referred to as “Study Team
Members") comply with the terms and conditions of this
Agreement. Center shall ensure through the
Investigator that initial and joining Study Team
Physicians and Study Team Members are appropriately
trained, qualified and educated, in particular that they
participate in all training sessions regarding the Study.
Bayer shall have the right to reject specific Study Team
Members on reasonable grounds, if Bayer deems them
not appropriately trained and/or qualified.

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

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.).

Contract Partners shall use their best efforts to include
15 and randomize 12 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:
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Predpokladany nabor U¢astnikov Skusania sa zatne Recruitment of the trial subjects is expected to begin
1.2.2021 a ukondi sa do 2.8.2021. on 01 February 2021 and to be completed until 02
August 2021.

Ak spolo¢nost Bayer pisomne oznami Zmluvnym

partnerom, Zze pozadovany celkovy pocet ucastnikov If Bayer provides a written notice to Contract Partners
Skusania bol uz dosiahnuty prostrednictvom that the requested overall number of trial subjects for
skoréieho  naboru v konkurenénych  centrach the Study has already been achieved through earlier
skudania, Zmluvni partneri nebudd pokrac¢ovat recruitment by competitive Study centres, Contract
v nabore dalsich G¢astnikov Skusania a Ziadni dalsi Partners shall not recruit any further trial subjects for the
Géastnici Sku$ania nebudu prijati na SkuSanie Study and no further trial subjects shall be accepted for
v Centre. the Study at the Center.

28 Zmluvni partneri zabezpedia, Ze Skusanie bude | 2.8 Contract Partners shall ensure that the Study shall be
vykonavané vsulade s povolenim vydanym conducted in compliance with the approval issued by
kompetentnou narodnou alebo eurdépskou autoritou (v the State Institute for Drug Control and positive opinions
zavislosti od druhu Ska$ania) a kladnymi of the competent Ethics Commissions, which form
stanoviskami prislugnych etickych komisii, ktoré tvoria Appendices 2 and 3 hereto. Contract Partners shall
prilohy &. 2 a 3 tejto Zmluvy. Zmluvni partneri pomézu assist Bayer in the preparation of necessary Study
spolo¢nosti  Bayer pri  priprave  potrebnych documents and forward to Bayer or a third party
dokumentov tykajucich sa SkuSania a poskytnu specified by Bayer all declarations necessary for the
spolo¢nosti Bayer alebo tretej osobe urcenej approval of the Study by regulatory authorities and/or
spoloénostou Bayer bezodkladne véetky vyhlasenia ethics commissions, including without limitation, if
nevyhnutné pre povolenie Skusania regulacnymi applicable, (i) Financial Disclosure Forms, (ii) CVs and
organmi a/alebo etickymi komisiami, vratane avsak (iiiy confirmation of adequate site facilities without delay.
nielen, ak sa to bude uplatiiovat, (i) vyhlasenia o Contract Partners shall ensure that forwarded Study
finanénych zaujmoch, (i) CV a (iii) potvrdenie o documents are complete and correct.
zodpovedajucich ~ zariadeniach na  pracovisku.

Zmluvni partneri zabezpecia, Ze poskytnuteé
dokumenty tykajuce sa Skusania su uplne a spravne.

2.9 Zmluvni Partneri informuju v&etkych Ucastnikov | 2.9 Contract Partners shall inform all trial subjects
Skusania zodpovedajucim spdsobom o cieloch, adequately of the aims, methods, anticipated benefits
metédach, predpokladanych prinosoch a and potential hazards of the Study and the
potencialnych rizikach Sklsania a o okolnostiach, za circumstances under which their personal data might be
ktorych by ich osobné tdaje mohli byt spristupnené disclosed to Bayer, its Affiliates, competent authorities,
spolo¢nosti Bayer, s fiou Prepojenym osobam, third parties who perform services for Bayer and/or
prislugnym organom, tretim stranam, ktoré poskytuju ethics committees. The Investigator shall ensure that
sluzby spolo&nosti Bayer a/alebo etickym komisiam. the trial subjects only participate in the Study after
Skusajuci zabezpeti, Ze ucCastnici Sku$ania sa signing the trial subject's informed consent provided by
zG¢astnia Skusania az po tom, ¢o podpisu Bayer. If such consent is revoked in the course of the
informovany suhlas G¢astnika Skisania poskytnuty Study, no further Study related procedures must be
spolognostou Bayer. Ak Ucastnik Skusania svoj performed by Contract Partners with regard to the
stihlas v priebehu Skasania odvola, Zmluvni partneri respective trial subject except for any Study related
nesmu vo vztahu ktomuto U¢astnikovi Skusania follow-up measures laid down in the Protocol and
vykonat Ziadne dalSie postupy vztahujice sa na consented to by trial subject. Subsequent treatment of
Skusanie okrem pripadnych opatreni tykajucich sa the trial subject lies in the sole medical responsibility of
nasledného sledovania stanovenych Protokolom, Contract Partners.

s ktorymi Gc¢astnik Skusania suhlasil. Nasledna liecba
uéastnika  skusania je  vyluénou lekarskou
zodpovednostou Zmluvnych partnerov.

2.10 Zmluvni partneri upovedomia G&astnikov skusania, Ze | 2.10 Contract Partners shall inform trial subjects involved in
poéas ich u&asti na tomto Skusani sa nesmu zicastnit the Study that they may not participate in any other
na ziadnom inom klinickom sku$ani a zabezpecia, Ze clinical trial during the course of this Study.

Géastnici Skusania zapojeni do SkuSania sa
nezudastnia ziadneho iného Kklinického skusania
v priebehu Skusania.
Agreement between Bayer, Institution and Investigator for the performance of a clinical trial BAY 2433334, Protocol No 19766
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2.13

2.14

Zmluvni partneri su povinni informovat spolo¢nost
Bayer faxom alebo e-mailom v pripade zavaznych
neziaducich  Gcinkov, zavaznych neziaducich
udalosti, tehotenstiev, neZiaducich Ué&inkov a
neZiaducich udalosti bezodkladne, najneskér vsak
v ramci lehoét stanovenych v Protokole a/alebo inych
pokynoch danych spolo¢nostou Bayer o hlaseni
Udajov tykajucich sa bezpecnosti. Stucastou takého
hlasenia je aj posudenie priginnej stvislosti. Rozsah
spristupnenych Gdajov musi respektovat’ poziadavky
definované v prislusnych predpisoch.

Zmluvni partneri okamzite odpovedia na vSetky
otazky spolo¢nosti Bayer alebo oséb poverenych
spolo¢nostou Bayer tykajuce sa dokumentacie
neZiaducich udalosti / U€inkov a tehotenstiev, vratane
aktivneho nasledného sledovania a objasnenia
akychkolvek nezrovnalosti.

Zmluvni partneri sa zavézuju priamo a bezodkladne
informovat spolo¢nost Bayer na:
pharmacovigilance.sk@bayer.com, tel.:
00421 907 255 993, v pripade, ze uéastnik Skusania
zucastfujuci sa Skusania vyjadri nazor, Ze doglo
k poskodeniu jeho =zdravia v désledku U&asti v
Skusani, a Zze ma preto pravo na finanént nahradu.

Zmluvni partneri bezodkladne predlozia spolo¢nosti
Bayer vsetky dokumenty prijaté od tradov, etickych
komisii a/alebo prislusnych regula&nych organov
tykajuce sa akychkolvek suhlasov alebo povoleni
alebo prislusnej komunikacie vztahujucej sa
na bezpecnost vo vztahu ku Skusaniu.

Zmluvni partneri pouziji Skusany liek vyluéne pre
Ucely vykonania Skisania a iba sposobom
Specifikovanym v Protokole. Zmluvni partneri s
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 drioch od 8.00 do 16.00 hod. Centrum
sa zavazuje na Centre Skusany liek riadne
uchovavat, evidovat a vydavat Skusany liek
Ucastnikom Skusania. Okrem toho Zmluvni partneri
vratia alebo zabezpecia riadnu likvidaciu nepouzitého
Skusaneho lieku, ak si spoloénost' Bayer likvidaciu
vyZiadala, a tato likvidaciu riadne zdokumentuju.

V sulade so 3pecifikaciami, uvedenymi v Protokole,
Zmluvni partneri respektive Skusajuci je povinny
zhromazdovat a ukladat ddaje do evidenénych
zaznamovych listov (dalej len ,CRF") bezodkladne,
najneskor véak do 48 hodin  od ich vytvorenia.
Skusajuci (alebo povereny Clen timu skusania) bude
pravidelne predkladat spolo¢nosti Bayer CRF-y a

2.11 Contract Partners shall inform Bayer by fax or email 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
pharmacovigilance.sk@bayer.com, tel.:
00421 907 255 993 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.

2.12 Contract Partners shall promptly submit to Bayer copies

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

2.13 Contract Partners shall use the Study Drug exclusively

for the purpose of conducting the Study and only as
specified in the Protocol. Contract Partners are
responsible for the proper use, handling, storage and
keeping detailed and accurate records of handling with
the Study Drug in the course of the Study pursuant to
requirements of the good clinical practice and good
pharmacy practice. Center undertakes to receive the
Study Drug in the Centre 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 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 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

Agreement between Bayer, Institution and Investigator for the performance of a clinical trial

Version Cl/A1a dated 17082018, based on global version IA — Bayer Organized generic (V 3.6., February 2018)

BAY 2433334, Protocol No 19766

Stranka 5z 24




—

2020 _SK_CO_56

- v8etku dokumentaciu vyzadovant Protokolom, aby

spolotnost Bayer mohla Udaje priamo alebo
prostrednictvom iného  subjektu  nepretrzite
spracovavat. V pripade omeskania s vkladanim
udajov spolo¢nost Bayer ma pravo, na zaklade
pisomného oznamenia doru¢eného Skuasajucemu,
zastavit ~ zaradovanie Ucastnikov Skusania
Skusajucim az do doby, ked je vkladanie udajov
aktualizované. Ak toto bude mat za nasledok
omeskanie v nabore ucastnikov  Skusania,
spolo¢nosti Bayer patria préva stanovené v bode
12.4. Bezodkladne po lie¢be posledného z u¢astnikov
skusania, musi byt dokoncené vloZenie vsetkych
zostavajlcich informacii do CRF-u, a CRF-y,
suvisiaca dokumentacia ako aj nepouzité CRF
v papierovej podobe, sa odos$lu spolocnosti Bayer
alebo na zaklade poziadania zo strany spolo¢nosti
Bayer sa zni¢ia. Ak sa v Skusani pouzivaju
elektronické evidenéné zaznamoveé listy (CRF), Bayer
poskytne pristup do elektronického evidenéneho
zaznamového listu SklSajucemu. NavySe, Bayer
poskytne finalne elektronicke evidentné zaznamové
listy pacienta (End of Study PDFs) Skusajucemu na
digitalnom médiu (tj. kompaktny disk, pamatové
médium USB) a Skusajuci po ziskani potvrdi
gitatelnost  vyssie spomenutych elektronickych
evidencnych zaznamovych listov  pacienta.
Povinnostou Skusajuceho je overit uplnost finalneho
elektronického evidenéného zaznamového listu
pacienta podla instrukcii poskytnutych spolo¢nostou
Bayer. Sku$ajuci sa zavazuje zabezpetit, Ze udaje
budl archivované v sulade s prislusnymi zakonmi,
predpismi a nariadeniami a budu k dispozicii pre
budice inSpekcie a audity. Zmluvni partneri sa
zavazuju poskytovat sucinnost pri pohotovom
objasfiovani akychkolvek otazok tykajlcich sa udajov
v CRF a venovat sa tymto otazkam a odpovedat na
ne bezodkladne, najneskér vsak v lehote 5 (pat)
pracovnych dni. Ak to bude nevyhnutne, mboze
spolo¢nost Bayer pozadovat odpoved aj v kratsom
¢asovom useku. Okrem toho zmluvni partneri na
ziadost spolotnosti Bayer poskytnd  primeranu
stucéinnost pri priprave celkovej spravy o Skusani.
Zmluvni partneri dalej spolu s dokumentaciou
uvedenou vy$sie poskytni spolocnosti Bayer
prislusné vzorky a slvisiace klinicke udaje pre
naplnenie ucelu popisaného v Protokole v sulade so
gpecifikaciami v fiom uvedenymi (dalej len “Vzorky
Ucastnikov Sklgania”). Naklady na prepravu Vzoriek
Gcastnikov ~ Skusania do  miesta  urceného
spolo¢nostou Bayer ponesie spolo¢nost Bayer, tak
ako je uvedené v Protokole, vratane nakladov
vynalozenych na  zaobstaranie  akychkolvek
potrebnych povoleni pre prepravu.

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. The Investigator shall
ensure that such data is archived according to local
laws, rules and regulations 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 5 (five)
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 above, provide to Bayer
samples and associated clinical data for the purposes
described in the Protocol in accordance with the
specifications set forth therein (hereinafter referred to
as “Trial Subject Sets”). The costs for shipping of Trial
Subjects Sets to the location specified by Bayer will be
borne by Bayer as set forth in the Protocol, including the
cost of procuring any necessary permits for shipping.

2.15  Centrum uchova véetku a akukolvek dokumentaciu | 2.15 Center shall retain all Study documents for the longer
stvisiacu so Skusanim pocas dlhsej z nasledujucich of the two following periods, 1) 15 (fifteen) years as of
dvoch lehét: 1) 15 (patnast) rokov po skonceni end of Study, or 2) any longer record retention period
Skusania alebo 2) akejkolvek dlhsej doby pre mandated by any applicable laws, rules or regulations.
archivaciu dokumentécie stanovenej prisluSnymi The Study documentation shall be retained securely in
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zakonmi, pravidlami a predpismi. Dokumentéacia an appropriate location and manner and Center shall
Skusania musi byt bezpetne uchovavana na keep record of the place where the Study
vhodnom mieste a vhodnym spésobom a Centrum je documentation is stored to ensure that it is readily
povinne viest zaznamy o mieste, kde je available upon monitor’s, IRB/EC’s, auditor's or
dokumentacia Skusania uchovavana, aby tato bola authorities’' request. The healthcare records containing
pohotovo k dispozicii na Ziadost monitorujliceho the personal data of the trial subjects will be archived in
subjektu, etickej komisie, auditora alebo prislusnych the Center for at least 15 years after the end of the
uradov. Zdravotna dokumentacia obsahujlca clinical trial or discontinuation of the clinical trial if
osobné Udaje ucastnikov skisania bude v pripade, required by applicable legal regulation. Center shall
ak tak bude pozadovat' pravna lprava, archivovana notify Bayer in the event that Center plans to store
v Centre po dobu najmenej 15 rokov po skonceni Study documentation outside of its own premises. After
klinického skusania alebo preruseni klinického expiry of the retention period, Center shall not destroy
skusania. Centrum je povinné spolo¢nost Bayer any Study documentation without Bayer's approval,

informovat’ v pripade, Ze planuje archivovat and, upon Bayer's request, transfer documents to Bayer
dokumentaciu Skusania mimo svojich vlastnych or a third party designated by Bayer to the extent
priestorov. Po uplynuti doby archivacie nie je permitted by law. Center shall notify Bayer about any
Centrum opravnené znicit Ziadnu dokumentaciu changes in source documentation (e.g. introduction or
Skusania bez suhlasu spolo¢nosti Bayer, a na retirement of an electronic records system).

Ziadost' spolo¢nosti Bayer je povinné odovzdat
dokumenty spolo¢nosti Bayer alebo osobe uréene;j
spolocnostou Bayer v rozsahu, v akom to dovoluju
pravne predpisy. Centrum je povinné informovat
spolocnost Bayer o vSetkych zmenach v zdrojovej
dokumentacii (napr. o zavedeni ¢i vyradeni systému
elektronickych zaznamov).

2.16  Zmluvni partneri su si vedomi, Ze spolo¢nost Bayer | 2.16 Contract Partners are aware that Bayer or a third party

alebo jej menom tretia osoba su povinni starostlivo on behalf of Bayer is monitoring the conduct of the
monitorovat vykonavanie Skusania a pravidelne Study closely and is visiting the Center on a regular
navstevovat Centrum. V priebehu Skusania a po jeho basis. During and after the Study,

ukonéent,

(iy si spolo¢nost Bayer vyhradzuje pravo, na
zaklade predchadzajuceho oznamenia,
uskutocnovat' audit zaznamov Centra, vratane
akejkolvek a kazdej dalSej dokumentacie a
zariadeni, ktoré sa tykaju a/-lebo suvisia so
Skusanim, a zaroven

(i) st Zmluvni partneri povinni umoznit' pripadné
kontroly zo strany prislusnych regula¢nych tradov.
Zmluvni  partneri  bezodkladne informuju
spolocnost Bayer o akejkolvek kontrole a/-lebo
zamere (oznameni) vykonat kontrolu v
buducnosti, a zaroven Zmluvni partneri umoznia
spolocnosti Bayer zu¢astnit' sa tejto kontroly. Pred
odoslanim odpovede na akékolvek pripadné
zistenia kontroly v zmysle vysSie uvedeného, su
Zmluvni partneri povinni umoznit spolo¢nosti
Bayer prehodnotit a revidovat tuto odpoved
a zaroven Zmluvni partneri budd bez naroku na
extra odmenu primerane podporovat monitorov,
auditorov a indpektorov, vratane avsak nielen,
poskytnutim pristupu k zariadeniam a k tidajom
podla potreby a Zmluvni partneri zaroven prijmu
akekolvek primerane opatrenia, poZadovane k
odstraneniu nedostatkov, zaznamenanych pocas
monitorovania, auditu alebo kontroly. Na Ziadost'
spolo¢nosti Bayer je Skusajici povinny byt
k dispozicii pre osobnu diskusiu a zarovern

(i) Bayer retains the right — upon reasonable prior
notice - to audit Center’s records, any and all other
documentation and the facilities relating to the
Study, and

(i) Contract Partners shall allow any inspections by
responsible authorities. Contract Partners shall
promptly inform Bayer about any inspection and
the intent to conduct an inspection and Contract
Partners shall allow Bayer to be present. Prior to
responding to the findings of any such inspection,
Contract Partners shall review and discuss such
response with Bayer and Without extra charge,
Contract Partners shall appropriately support
monitors, auditors and inspectors, including
without limitation by providing them with access to
the facilities and data as required, and Contract
Partners shall take any and all reasonable actions
requested to cure deficiencies noted during
monitoring, audit or inspection. Investigator shall
be available for personal discussion, if requested
by Bayer and
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(iv) Centrum vsulade so zasadami spravnej (iv) Centre, in accordance with the principles of
klinickej praxe umozni spolo¢nosti Bayer a nim good clinical practise is obliged to allow Bayer and
poverenym osobam pristup ku zdrojove] third person authorized by Bayer the access to the
dokumentacii skusania, vratane pristupu do essential documents of clinical trial including
zdravotnej dokumentacie uc¢astnikov skusania a to access to health care records of trial subjects for
za Ucelom overenia uUplnosti udajov a suladu the purpose of verifying the completeness of data
zaznamov s Protokolom skusania. Toto and the compliance of the records with the
opravnenie zahffla aj moznost kontroly sulade Protocol. This entitlement also includes the
medzi tlacenymi zdznamami a ich elektronickym possibility of checking the compliance between
vyhotovenim (spot check). Za tym ucCelom printed documents and its electronic versions (spot
Centrum zabezpedi splnenie vSetkym podmienok checks). For this purpose, the Center will ensure
a sthlasov od ucastnikov skusania pre pristup compliance with all conditions and approvals from
k zdrojovej dokumentacii a zdravotne] trial subjects for access to the source
dokumentacii t¢astnikov skusania. documentation and healthcare records of the trial
subjects.

2.17 Zmluvni partneri nesmu vyuzivat sluzby, bez ohladu | 2.17 Contract Partners shall not use in any capacity the
na ich objem, Ziadnej osoby, ktora bola vylicena, services of anyone debarred, disqualified, blacklisted or
ktorej bolo opravnenie poskytovat tieto sluzby banned or under investigation or threat of investigations
odobraté, ktora je vedena na zozname neZziaducich by regulatory authority for debarment, disqualification,
os6b, je jej zakazana cinnost alebo je objektom blacklisting or any similar regulatory action in any
vySetrovania zo strany $tatneho organu alebo jej hrozi jurisdiction anywhere in the world. Furthermore,
vySetrovanie regulatného organu pre vylucenie, Contract Partners represent and warrant that neither
odobratie opravnenia, zaradenie na Zzoznam them nor their employees, agents or representatives
neziaducich oséb alebo akékolvek iné podobné involved in the performance of the Study, have been
regulacné opatrenie v ramci ktoréhokolvek pravneho debarred, disqualified, blacklisted or banned by
poriadku na svete. Zmluvni partneri dalej vyhlasuju a regulatory authority, nor that they are currently, to the
zaruéuju, Ze ani oni ani ich zamestnanci, agenti Ci best of its knowledge, the subject of such a debarment,
zastupcovia, ktori sa zuc€astiuju vykonavania disqualification, blacklisting or banning proceeding.
Skugania, neboli vyliéeni, nebolo im odobraté During the term of this Agreement, Contract Partners
opravnenie, neboli uvedeni na zoznam neZiaducich shall promptly notify Bayer, providing them or any of
os6b alebo im nebola zakazana ¢innost rozhodnutim their employees, agents or representatives involved in
regulaéného organu, ani podla ich najlepSieho the performance of the Study become subject of such
vedomia v sucasnej dobe neprebieha ziadne konanie debarment, disqualification, blacklisting or banning
tykajuce sa takého vylugenia, odobratia opravnenia, proceeding.
uvedenia na zoznam neziaducich oséb. Zmluvni
partneri budu v priebehu Skusania ihned informovat
spolo&nost Bayer, ak bude zacaté také konanie o
vylugeni, odobrati opravnenia, uvedenia na zoznam
neziaducich o0s6b a =zakaze vsulvislosti s
vykonavanim ¢innosti, ktoré st predmetom Skusania,
vo vztahu ku Skuasajucemu, Centru ¢&i jeho
zamestnancovi, agentovi alebo zastupcovi, ktori sa
zugastfiuju vykonavania Skusania.

2.18 V pripade, Ze Skusajici prestane vykonavat svoje | 2.18 In the event that the Investigator resigns from his job at
povolanie v Centre, Centrum je povinné o tejto the Center, Center shall promptly provide a written
skutotnosti informovat spoloénost Bayer notice to Bayer upon gaining knowledge thereof and
bezodkladne po tom, ¢o sa o tom dozvie, a stcasne shall propose a duly qualified person acting as new
navrhnat riadne kvalifikovani osobu ako nového investigator. Bayer shall have the right to object to such
Skugajuceho. Spolo¢nost Bayer ma pravo vzniest replacement. Center shall not involve the new
namietky voéi tomuto nahradeniu. Centrum nesmie investigator in the Study unless the new investigator
zaradit nového Skus$ajuceho do Skusania predtym has read and acknowledged the terms and conditions
ako sa novy Skusajuci oboznami azaviaZe sa of this Agreement in the form of Addendum to this
dodrziavat podmienky tejto Zmluvy vo forme Dodatku Contract. If Center and Bayer are unable to agree on a
k tejto zmluve. Ak Centrum a spolo¢nost Bayer nie su new investigator or if the new investigator is unwilling to
schopni dohodnut' sa na osobe nového Skusajuceho acknowledge the terms and conditions of this
alebo ak novy Skusajuci nie je ochotny zaviazat sa Agreement, Bayer shall be entitled to terminate this
k podmienkam  stanovenym  touto  Zmluvou, Agreement in accordance with Section 12.5.
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2.20

3.3 Spolo¢nost

spoloCnost’ Bayer je opravnena ukonéit' tito Zmluvu
v sulade s bodom 12.5.

Zmluvni  partneri  umoznia zmluvnym  klinickym
vyskumnym organizaciam, zmluvne zabezpeéenym
spolo¢nostou Bayer alebo ktoroukolvek
z Prepojenych os6b, aby v mene spolo&nosti Bayer
vykonavali a/alebo uplatriovali ktorékolvek z prav a
povinnosti spolo¢nosti Bayer na zaklade tejto Zmluvy
a budu spolupracovat's tymito klinickymi vyskumnymi
organizaciami.

V pripadoch, ked je Skusajuci ¢lenom prislusne;
etickej komisie alebo podobného organu, ktory je
opravneny rozhodovat o zaleZitostiach tykajlcich sa
Skusania, Sku$ajuci je povinny  informovat
spolo¢nost Bayer o tejto skutodnosti a nebude
nevykonavat svoje hlasovacie pravo vo vztahu ku
Skusaniu

Cl. 3 - Povinnosti Bayer

3.1 Kontaktnymi osobami spolo¢nosti Bayer vo vztahu ku

Skusaniu su:

PharmDr. Vladimir Sedlacek

Tel.: +420 739 510 799

Email: vladimir.sedlacek@bayer.com
alebo ktorékolvek  dalsie 0soby
Skusajucemu.

oznameneé

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 sllade s prislunymi
pravnymi predpismi SR, predovéetkym v sulade so
zakonom ¢&. 362/2011 Z. z., zakona o liekoch v platnom
zneni (dalej len ,Zakon o liekoch®), ako aj veobecne
prijimanymi Standardmi spravnej klinickej praxe; a (f)
zakonmi, predpismi, nariadeniami a kodexmi
compliance a (g) vSetkymi prikazmi a povereniami
prislusnych organov a IRB a/alebo etickych komisii.

Bayer poskytne Zmluvnym partnerom
Skusany liek, nevyhnutné vzory CRF a dalsie informacie
vyZadované pre vykonavanie Ska$ania, napr. Priruéka
skusajuceho, Dokumentacia o lieku, a Suhrn
charakteristickych vlastnosti lieku, v plathom zneni.

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

3.4 Spolo¢nost Bayer sa zavazuje ziskat vietky povolenia

regulacnych organov a etickych komisii nevyhnutné pre

2.19 Contract Partners shall permit any clinical research

2.20 In case Investigator is a member of the competent ethic

3.1

3.2

3.3

3.4

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

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

Art. 3 — Responsibilities of Bayer
Contact persons regarding the Study at Bayer are:

PharmDr. Vladimir Sedlacek

Tel.: +420 739 510 799

Email: vladimir.sedlacek@bayer.com

or any other persons notified to the Investigator.

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 No. 362/2011 Coll. - Act
on Medicines and medical tools as amended
(hereinafter referred to as "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 IRB and/or
ethics committees.

Bayer shall provide to Contract Partners the Study
Drug, the necessary CRF templates 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.

Bayer undertakes to obtain any and all approvals of
regulatory authorities and ethics committees necessary
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4.2

4.3

4.4

vykonavanie Skusania a urobit prislusné oznamenia
voci regulagnym organom a etickym komisiam, ibaze to
je povinnostou Zmluvnych partnerov podla ¢l. 2 tejto
Zmluvy. Tieto povolenia tvoria prilohy & 3 a 4 tejto
Zmluvy.

Cl. 4 - Platby
Spolo¢nost Bayer suhlasi, ze =zaplati Zmluvnym
partnerom za riadne vykonané &innosti na zaklade tejto
Zmluvy vratane prevodu prav podla €lanku 5 odmenu vo
vyske, spébsobom a za podmienok dohodnutych dalej
v tomto ¢lanku Zmluvy a Prilohe €. 1.

Zmluvni partneri nemaju narok na ziadnu inu platbu
okrem tych, ktoré su uvedené vtejto Zmluve a jej
Prilohach, ibaze ju vopred pisomne schvali spoloénost
Bayer a Centrum.

Véetky platby v prospech Centra st splatné v lehote 60
(Sestdesiat) dni od prijatia zodpovedajuceho danoveho
dokladu (faktury) majuci vsetky naleZitosti podla
prislusnych pravnych predpisov upravujucich dan
z pridanej hodnoty, a to v prospech nasledujiceho
bankového uctu Centra:

IBAN Cislo uétu: SK54 8180 0000 0070 0028 1238

Faktury musia byt zasielané spolo¢nosti Bayer a na
zaklade dohodnutej frekvencie polrocne na zaklade
Prilohy 1 na tlto adresu:

Oddelenie klinickych skusani
Bayer, spol. sr.0.,
Karadzicova 2

811 09 Bratislava

Slovenska Republika

Skusajuci spoloéne s monitorujicou osobou poverenou
spolo¢nostou Bayer vzajomne pisomne alebo formou e-
mailu odsuhlasia prehfad poc¢tu, druhu a im
zodpovedajlice hodnoty jednotlivych Ukonov
vykonavanych Skusajacim, Lekarmi timu Skud3ania
a/alebo ostatnymi ¢lenmi timu Skusania, ktoré maju byt
podla tejto Zmluvy spolo¢nostou Bayer hradené (tzv.
Invoice proposal), =zaslané monitorujiucou osobou
poverenou spolo¢nostou Bayer osobe CLM, poverenej
spolo¢nostou Bayer. Na zaklade tohto vzajomného
odsuhlasenia navrhu faktury spolo¢nost’ Bayer vystavi a
zasle Centru objednavku pre vystavenie faktary, ktora
musi obsahovat poskytnute objednavkove Cislo.
Centrum nasledne vystavi fakturu na odmenu a pripadné
naklady, ktoré je v sulade s touto Zmluvou opravnené
fakturovat, ktorl doruc¢i spolo€nosti Bayer. Spolo¢nost
Bayer zaplati Centru na zaklade riadne vystavenej a
doru¢enej faktary prislusnt odmenu a pripadné
opravnene fakturované naklady za obdobie, pre ktore

4.1

4.2

4.3

4.4

for the performance of the Study and shall provide
necessary notifications to the regulatory authorities and
ethics committees unless this is the responsibility of
Contract Partners pursuant to Section 2 hereof. These
approvals are Appendices 3 and 4 hereto.

Art. 4 — Payments
In consideration of the proper performance of the Study
and transfer of rights under Art. 5, Bayer agrees to pay
to Contract partners the remuneration in the amount, by
means and under the terms agreed by the parties below
herein and in Appendix 1.

No further payments than those set forth in this
Agreement and its Appendices shall become due
unless approved by Bayer and Centrum in writing.

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 Account No.: SK54 8180 0000 0070 0028 1238

Invoices shall be sent to Bayer on a frequency, in
accordance with Appendix 1 semi-annual basis to the
following address:

Oddelenie klinickych skusani
Bayer, spol. sr.o.,
Karadzi¢ova 2

811 09 Bratislava

Slovak Republic

Investigator together with the monitoring person
delegated by Bayer will mutually agree in writing or by
email on the overview of number, sort and
corresponding value of particular activities performed
by Investigator, Team Members Physicians and/or
other Study Team Members, that shall be paid by Bayer
pursuant to this Agreement (i.e. Invoice proposal), sent
by monitoring person delegated by Bayer to responsible
CLM delegated by Bayer. Based on such mutual
agreement on the Invoice proposal, Bayer shall issue
purchase order containing purchase order number and
send it to the Center to issue the invoice. Center will
then issue the invoice for the remuneration and
eventual costs that it is entitled to charge pursuant to
this Agreement and will send it to Bayer. Based on the
duly issued and delivered invoice, Bayer will pay to
Center the respective remuneration and eventual
justifiably invoiced costs for the period for which the
purchase order has been issued pursuant to this
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4.5

4.6

4.7

4.8

bola predmetna objednavka vystavena. Invoice proposal
tvori prilohu faktary vydani Centrom. Centrum nesie
zodpovednost za uhradenie vsetkych ostatnych dani
v suvislosti s platbami na zaklade tejto Zmluvy.

Na fakturach musi byt uvedené "Oddelenie klinickych
skusani" a musia obsahovat objednavkové é&islo, ktoré
poskytne Bayer centru pisomne, ¢&islo Sk$ania, rozsah
a ¢asoveé obdobie poskytnutych sluzieb.

Na zZiadost' spolo¢nosti Bayer Zmluvni partneri poskytnu
riadny prehlad jednotlivych poloziek a suvisiacu
dokument&ciu ku kazdej zaslanej fakture. Spoloénost
Bayer ma pravo zadrzat prislusni platbu az do
doruc€enia takej podrobnej dokumentacie.

Spolo¢nost Bayer ma pravo zadrzat primerani c¢ast
doposial' neuhradenych platieb v pripade, Ze sluzby,
ktoré maju byt poskytnuté na zaklade tejto Zmluvy, nie
su poskytnuté dojednanym spdsobom. Taka ciastka
nesmie presiahnut’ hodnotu sluzieb, ktoré neboli riadne
poskytnuté, a bude zaplatena po odstraneni prislusného
nesuladu za predpokladu, Zze také omeskanie
nesposobilo, ze tieto sluzby sa stali nepotrebnymi pre
Ucely tejto Zmluvy.

Vé&etky Ciastky uvedené v tejto Zmluve a jej prilohach st
uvedené bez DPH. Ak niektoré platby za sluzby Centra
podliehaju DPH, spolo¢nost Bayer zaplati prislusnu
Ciastku DPH na zaklade prislusného danového dokladu
(faktary), vystaveného Centrom, ktory bude splfiat
vSetky nalezitosti predpisané prislusnymi danovymi
zakonmi, predpismi a nariadeniami. Centrum nesie
zodpovednost za uhradenie vsetkych ostatnych dani
v suvislosti s platbami na zaklade tejto Zmluvy. Centrum
je povinné nahradit' spolo¢nosti Bayer vSetku Skodu a
naklady vzniknuté z dévodu postupu podla tohto bodu
alalebo z dévodu rucenia spolo¢nosti Bayer za DPH,
ktorej platcom je Centrum.

Zmluvni partneri berd na vedomie a suhlasia, zZe
spolo¢nost Bayer alebo akakolvek z jeho sesterskych
spolo¢nosti alebo Asociacia inovativneho
farmaceutickeho priemyslu - AIFP zverejni na subornej
urovni akékolvek prevody hodnoty zdravotnickemu
pracovnikovi alebo zdravotnickemu zariadeniu tykajlce
sa Vyskumu alebo Vyvoja tj. (i) platieb vykonanych
spolo¢nostou Bayer podla tejto Zmluvy a (ii) akékolvek
naklady na ubytovanie, stravné a cestovné Centra,
Skusajuceho alebo spolusktsajucich lekarov, ktoré
spolo¢nost Bayer uhradila podla tejto Zmluvy a (iii)
akekolvek kongresové registratné alebo ucastnicke
poplatky alebo podobne, ktoré hradila spolo¢nost Bayer
podla tejto Zmluvy, a to anonymnym sposobom, t,j. na
subornej urovni. Zmluvni partneri rovnako berl na
vedomie politiku Europskej agentury pre liecivé
pripravky (EMA) tykajicu sa evidencie vyhlaseni o
vylageni stretu zaujmov Elenov a expertov vedeckych

4.5

4.6

4.7

4.8

section. Invoice proposal shall be attached to the
invoice issued by the Center. Center is aware to pay all
other taxes in regards with payments based on this
Agreement.

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

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

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

All agreed consideration is exclusive of Value Added
Tax (VAT). 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.

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
Centre, the Principal Investigator or the Investigators
which Bayer has covered under this Agreement and (iii)
any congress registration or participation fees or alike
which Bayer has covered under this Agreement, in an
anonymized way, i.e. on aggregated level. Contract
partners are also aware of the "EMA Policy of Handling
Declarations of Scientific Committees® Members and
Experts” and confirm that there is no conflict of interest
preventing the fulfilment of their Study duties.
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4.9

4.10

4.11

412

komisii a vyhlasuju tymto, ze tu nie je Ziaden stret
zaujmov braniaci plneniu ich povinnosti vychadzajucich
zo Skusania.

Zmluvni partneri bert na vedomie, Ze ak v suvislosti
s plnenim podla tejto Zmluvy poskytnu zdravotnickemu
pracovnikovi  alebo  poskytovatelovi  zdravotnej
starostlivosti penazne alebo nepenaizné pinenie, su
povinni spolo¢nosti Bayer v lehote do 30 dni od
poskytnutia penazného plnenia alebo nepenazného
plnenia oznamit v elektronickej podobe zoznam
zdravotnickych pracovnikov a poskytovatelov zdravotnej

starostlivosti, ktorym bolo penaZzneé alebo nepefazné
plnenie poskytnuté, v rozsahu podla prislusnych
ustanoveni zakona 362/2011 Z. z. o liekoch
a zdravotnickych  poméckach, v zneni neskorsich
predpisov (dalej len ,Zakon o liekoch"). Pokial ku
poskytnutiu plnenia déjde v mesiaci jun, alebo

december, s Zmluvni partneri oznamovaciu povinnost
povinni splnit do 15 dni od poskytnutia takehoto plnenia.
Zmluvni partneri dalej berti na vedomie, zZe v suvislosti
s plnenim podla tejto Zmluvy su povinni oznamit
spoloénosti Bayer v elektronicke] podobe aj zoznam
udajov podla Zakona, ato vlehote podla
predchadzajucej vety.

Spolo¢nost Bayer sa zavazuje poskytnut Zmluvnym
partnerom, elektronicky formular pre ucely oznamovania
udajov v elektronickej podobe podla tejto Zmluvy.
Zmluvni partneri sa zavazuju plnit' svoje oznamovacie
povinnosti v elektronickej podobe voci spolo¢nosti Bayer
ato vyplnenim elektronického formulara a jeho
odoslanim na elektronickd adresu
zverejnovanie.sk@bayer.com v stlade s touto Zmluvou.

Ak sa preukaze, ze Zmluvni partneri v oznameni (vid
ods. 4.9.) poskytli spolo¢nosti Bayer nepresne, neupiné
alebo nepravdivé Gdaje, su Zmluvni partneri povinni
v lehote uvedenej v pisomnej vyzve spolocnosti Bayer
nahradit' spolo¢nosti Bayer vzniknutt Skodu, a to najma,
nie véak vyluéne sumu pokuty 10.000 EUR, ktoru uloZilo
Ministerstvo  zdravotnictva spolo¢nosti Bayer za
spachany spravny delikt uvedenie nepresnych,
nelplnych alebo nepravdivych udajov v sprave o
vydavkoch na penazné a nepenazné plnenia. Ak sa na
vzniku skody (alebo uloZenej pokuty) podielal svojim
konanim vyluéne alebo giastocne aj Bayer tak v rozsahu,
v ktorom sa na vzniku podielal nema narok na nahradu
Skody (pokuty).

Zmluvni partneri strany berl na vedomie, ze
spolo¢nost Bayer je povinna od 1.1.2016 v sulade
s prislusnymi ustanoveniami zakona 362/2011 Z. z.
liekoch  a zdravotnickych poméckach, v zneni
neskorsich predpisov, predkladat v elektronickej podobe
narodnému centru (NCZI) najneskér do 31. januara a 31.
jula kalendarneho roka spravu o penaznych alebo
nepefiaznych plneniach poskytnutych priamo alebo
nepriamo zdravotnickemu pracovnikovi alebo
poskytovatelovi zdravotnej starostlivosti (vratane mena
a priezviska pripadne obchodneho mena

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 or in-kind benefits, in the scope of the
relevant provisions of the Act. No. 362/2011 Coll. on
medicinal products and medical devices as amended
(hereinafter the “"Act on medicinal products”). 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. The Contract Partners further
acknowledge that in connection with this Agreement,
the Contract Partners are required to inform Bayer
electronically of the list of data in line with the Act, within
a period stated in the previous sentence.

4.10 Bayer undertakes to provide the Contract Partners with

4.11

the electronic form for the purpose of fulfiiment of the
notification obligations under this Amendment. The
Contract Partners undertake to fulfill its notification
obligations under this Contract toward Bayer by filling in
the electronic form and sending the same to the
following e-mail address zverejnovanie.sk@bayer.com
in the line with this Contract.

If it is proven that the Contract Partners in
announcement (see article 4.9) 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 of EUR
10,000, imposed by the Ministry of Health for
administrative  offense as defined inaccurate,
incomplete or false the data in the reports on provides
financial and in-kind benefits. If Bayer was solely or
partially involved in the occurrence of the damage (or
the fine imposed), Bayer is not entitled to damages
(fines) to the extent that it was involved.

4.12 The Contract Partners acknowledge that Bayer shall be

obliged from 1.1.2016 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. No. 362/2011 Coll.
on medicinal products and medical devices as
amended, no later than 31st January and 31st July of
the calendar year. NCZI shall publish on its website the
reports received according to the relevant provisions of
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5.1

poskytovatela). NCZI bezodkladne zverejni na svojom
webovom sidle udaje oznamené v sulade s prislusnymi
ustanoveniami zakona 362/2011 Z. z. liekoch
a zdravotnickych  poméckach, v zneni neskorsich
predpisov

Cl. 5 — Prava k vysledkom

Spolo¢nosti Bayer patria vyluéné prava ku vsetkym
vysledkom, bez ohladu na ich povahu alebo formu, ¢i su
sposobile byt predmetom patentovej ochrany alebo nie,
¢i st hmotné alebo nehmotné (vratane, nie véak vylucéne,
informacii, udajov, know-how, zobrazeni, vzoriek), ktoré
vznikli, boli akokolvek vytvorené alebo ich pévod je
mozneé akokolvek odvodit' v slvislosti s vykonavanim
Skusania Centrom, Skusajucim a/alebo Clenmi timu
Skusania afalebo tretimi osobami, podielajicimi sa na
Skusani z poverenia Zmluvnych partnerov (dalej len
,Vysledky"). Centrum je povinné previest' a tymto vopred
prevadza vSetky svoje majetkové a iné slvisiace prava
k Vysledkom na spolo€nost Bayer a spolo¢nost’ Bayer
tieto prevedené prava prijima. V rozsahu, v ktorom su
véetky aakékolvek prava kVysledkom pravne
neprevoditelné, sa touto Zmluvou spoloénosti Bayer
udeluje vyluéna, celosvetova, prevoditelna, trvald,
a neodvolatelna licencia k neobmedzenému nakladaniu
s Vysledkami. Centrum je povinné uskutocnit vsetky
kroky nevyhnutné k tomu, aby spolo¢nost Bayer pine
disponovala so vetkymi pravami uvedenymi v tomto ¢l.
5. Zmluvy.

5.1.1 Pre vylu¢enie akychkolvek pochybnosti, véetky
zdravotnicke dokumentacie a pévodné zdrojové
dokumentacie zostan majetkom Centra; avsak,
spolo¢nost Bayer je opravnena ich pouzit
vsulade spodmienkami tejto Zmluvy a
s informovanym suhlasom G¢astnikov Skugania
a prislusnych zakonov, predpisov a nariadeni.
Spristupnenie Vysledkov akémukolvek subjektu,
vratane zmluvne] vyskumnej organizacie C¢i
IRB/etickej komisie alebo regulacného organu
nebude povazovane za priznanie vlastnickeho
prava k tymto informaciam tymto subjektom.

Pre odstranenie pochybnosti plati, Ze akékolvek
patentovatelné Vysledky (dalej len ,Vynalezy"),
ktoré su vylepseniami, alebo novym pouzitim ¢&i
novymi liekovymi formami Skasaného lieku a
ktore su zavislé na, suvisia s, alebo vznikaju
v dosledku vykonavania Skusania, alebo ktoré
sa objavia vpriebehu trvania Skusania
Specifikované v Protokole a su zalozené na,
alebo su predmetom duSevného vlastnictva
alebo  Dovernych informacii  naleziacich
spolocnosti Bayer, s vyluénym vlastnictvom
spolo¢nosti Bayer.

5.2 Zmluvni partneri zabezpecia, Zze akékolvek a v3etky

Vynalezy alebo patentovatelné Vynalezy, budu
bezodkladne pisomne nahlasené spoloénosti Bayer.

5.1

5.2 Contract Partners shall ensure that Bayer is promptly

the Act. No. 362/2011 Coll. on medicinal products and
medical devices as amended.

Art. 5 - Rights to Results

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, irrevocable
license for unlimited use. Center shall take any and all
actions necessary to provide Bayer all the rights set
forth in Section 5.

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

For the avoidance of doubt, any patentable
Resuits (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.

notified in writing of any Inventions or potential
Inventions.
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5.3 Spolo¢nost Bayer alebo ktorakolvek Prepojena osoba | 5.3 Bayer or any of its Affiliates exclusively have the right

maji vyhradne pravo podat na vlastné naklady to file, at its own expense, any patent applications or
akekolvek patentove prihlasky (ziadosti o udelenie other intellectual property rights on Results in or for any
patentu) alebo iné prihlasky k pravam dusevného country. Bayer will name Center’'s inventors or other
vlastnictva k Vysledkom v akejkolvek krajine. inventors involved in the Study in the patent application.
Pbévodcovia vynalezu zo strany Centra alebo ini Contract Partners shall ensure that any reasonable
pévodcovia vynalezu zapojeni do Skisania budu assistance will be provided to Bayer in order to enable
spolo¢nostou Bayer uvedeni v patentovej prihlaske. Bayer to file such application and to prosecute, defend
Zmluvni partneri zabezpecia, aby bola spoloénosti Bayer and enforce such rights, including execution of any and
poskytnuta akakolvek primerana sucinnost, za Ucelom all documents and declarations which Bayer deems
umoznit spolo€nosti Bayer podat takuto prihlasku necessary.
a zaroven budu zalovat, branit a presadzovat takéto
prava spolo¢nosti Bayer, vratane vyhotovenia
akychkolvek dokumentov avydania prehlaseni, ktoré
spolo¢nost Bayer povazuje za nevyhnutné.

5.4 Bayer a jeho Prepojené osoby smu uzivat, rozmnozovat | 5.4 Bayer and its Affiliates may utilize, reproduce and
a prenasat anonymizované radiologicke/diagnosticke transmit de-identified radiological/diagnostic images
snimky  vyhotovené pocas Skusania v sulade generated in the course of the Study, as stated in the
s ustanoveniami informovaneho suhlasu, pre vsetky informed consent, for any purpose, scientific and/or
ucely, vedecke a/alebo komeréné, v akejkolvek forme a commercial, in any form or by any means, electronic or
akymikolvek sposobmi, elektronickymi alebo mechanical, including photocopying, recording (e.g. on
mechanickymi, vratane  vyhotovenia  fotokopii, CD-ROM), micro-copying, or by any information
elektronickych zaznamov (napr. na CD-ROM), mikro- storage and retrieval system, including data banks and
kopii, alebo prostrednictvom systémov uchovavania a the internet. Section 5.1. shall apply accordingly.
obnovovania Udajov, vratane databank a internetu. Contract Partners confirm that all such images will be
Ustanovenia ods. 5.1 sa pouziju primerane. Zmluvni obtained with the trial subject's consent and that the
partneri potvrdzuju, Ze vsetky také snimky budu ziskané images will not contain any information through which
so suhlasom Uuc€astnika Skusania a 2Ze nebudu the relevant trial subject could be identified.
obsahovat' Ziadne informacie, ktorych prostrednictvom
by mohol byt identifikovany konkrétny subjekt
hodnotenia.

5.5 Spolo¢nost Bayer udeluje Zmluvnym partnerom | 5.5 Bayer grants Contract Partners a non-exclusive license
nevyhradnu licenciu k Vysledkom vytvorenym v Centre to the Results generated at the Center for internal non-
pre interné nekomeréné vyskumné a vzdelavacie Ucely commercial research and teaching purposes, subject to
pri dodrzani podmienok zachovavania doévernosti a the terms on confidentiality and publication provided
podmienok pre publikovanie, ktoré su obsiahnuté v tejto herein.

Zmluve.
Cl. 6 — Zachovavanie dévernosti Art. 6 - Confidentiality

6.1 Zmluvni partneri bud( zaobchadzat so vsetkymi | 6.1 Contract Partners shall treat all information and material
informaciami a materialmi prijatymi od spolo¢nosti Bayer received from or on behalf of Bayer or any of its
alebo v jej mene alebo od Prepojenych oséb spolo¢nosti Affiliates in relation to the Study, the Study Drug or this
Bayer v suvislosti so Skusanim, Skusanym liekom alebo Agreement as well as all Results (hereinafter called
touto Zmluvou aso vSetkymiVysledkami (dalej len “Confidential Information”) strictly confidential. Contract
,Doéverné informacie") prisne déverne. Zmluvni partneri Partners shall use the Confidential Information,
smu pouzivat Déverné informacie, vratane Skusaneho including the Study Drug, only for the purposes of this
lieku, iba pre ucely plnenia tejto Zmluvy a nespristupnia Agreement and shall not disclose such Confidential
take Doéverné informacie Ziadnej tretej osobe bez Information to any third party without Bayer's prior
predchadzajiceho pisomneho suhlasu spolo¢nosti written consent. Contract Partners shall provide access
Bayer. Zmluvni partneri umoznia pristup k Dévernym to the Confidential Information only to persons that have
informaciam iba osobam, ktoré sa s Dovernymi a need to know the Confidential Information for the
informaciami maju potrebu zoznamovat pre ucely purpose of providing services under this Agreement
poskytovania sluzieb na zaklade tejto Zmluvy a aj to iba and only if such persons are bound to Contract Partners
vtedy, ak tieto osoby boli Zmluvnymi partnermi which they must be capable to prove with terms at least
preukazatelne zaviazané k dodrziavaniu podmienok as stringent as the terms of this Section 6.
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aspofi tak prisnych, ako su podmienky podfa tohto
Clanku 6.

Povinnost' k zachovavaniu dévernosti sa nevztahuje na
tie pripady, ked Zmluvni partneri su opravneni
publikovat Déverné informacie v sulade s €lankom 7.

6.2 Pojem Déverné informacie, ako je pouzivany v tejto

6.3

6.4

7.4

Zmluve, sa nevztahuje na udaje a informacie, pri ktorych
moézu Zmluvni partneri preukazat, ze (i) nimi Centrum
alebo Skusajuci disponovali v dobe, ked im boli
spristupnené spolo¢nostou Bayer alebo jej Prepojenymi
osobami, alebo v mene niektorych z nich, (ii) si alebo sa
stanu st¢astou verejnych informacii inak ako konanim i
opomenutim Centra alebo Skusajuceho, (iii) ich Centrum
alebo Skusajuci pravom nadobudli od tretej osoby, ktora
nie je voc&i spolocnosti Bayer alebo jej Prepojenym
osobam viazana vyslovnou alebo predpokladanou
povinnostou mi¢anlivosti, alebo (iv) boli vytvorené
nezavisle Centrom alebo Skusajiucim bez odkazovania
sa na alebo pouzitie Dévernych informacii.

Navyse Zmluvni partneri mézu spristupnit Dbéverne

informacie vtakom rozsahu, vakom je také
spristupnenie vyZzadované pravnymi predpismi alebo
vykonatelnym sudnym rozhodnutim, avSak za

podmienky, Ze Zmluvni partneri o takej skutocnosti
v primeranom ¢asovom predstihu informuju spolo€nost
Bayer a na jej Ziadost' s nou budu spolupracovat' v snahe
dosiahnut opatrenie za ucelom ochrany alebo iného
primeraného pravneho prostriedku. Zmluvni partneri
vyvinu vietko primerané usilie, aby zabezpecili déverné
zaobchadzanie s ktoroukolvek z Dévernych informacii,
ktora bude spristupnena.

Tieto povinnosti k zachovavaniu mi¢anlivosti a zakazu
pouzivania Doévernych informacii podla tejto Zmluvy
zostanu v platnosti eSte po¢as doby 10 (desat) rokov od
ukonéenia tejto Zmiuvy.

Zmluvni partneri na Ziadost spolo¢nosti Bayer
zni¢ia/odstrania Déverné informacie, ktorymi disponuju
alebo ich vrati spolo€nosti Bayer.

Cl. 7 - Publikovanie, Tlaéové spravy a Verejné
oznamenia

Spolocnost Bayer uznava a akceptuje zaujem
Zmluvnych partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, i vysledok
Skusania je pozitivny ¢&i negativny. S ohladom na
opravnené zaujmy spolocnosti Bayer sa Zmluvni partneri
zavazuje dodrziavat nasledujice povinnosti a
podmienky pre publikovanie:

7.1.1  Zmluvni partneri st povinni zaistit aby pisomny
rukopis akejkolvek zamys$lanej publikacie alebo
ustnej prezentacie tykajucej sa Skusania alebo
Skasaného lieku alebo Vysledkov (dalej iba
.Publikacia“) bude prednostne poskytnuty

6.2

6.3

6.4

7.1

The obligation of confidentiality shall not apply as far as
Contract Partners are entitled to publish Confidential
Information in accordance with Section 7.

The term Confidential Information, as used in this
Agreement, does not apply to data and information
which the Contract Partners can prove (i) was already
in possession of the Center or the Investigator at the
time of its disclosure to them by or on behalf of Bayer
or any of its Affiliates, (ii) is or becomes public
knowledge other than by an act or omission on the part
of the Center or the Investigator, (iii) is legally acquired
by the Center or the Investigator from a third party not
bound to Bayer or its Affiliates by any express or implied
obligation of secrecy, or (iv) was developed
independently by Center or Investigator without
reference to or use of the Confidential Information.

Furthermore, Contract Partners may disclose
Confidential Information to the extent that such
disclosure is required to comply with law or an
enforceable judicial order, provided, however, that
Contract Partners shall give reasonable advance notice
to Bayer and, at Bayer's request, shall cooperate with
Bayer to seek a protective order or other appropriate
remedy. Contract Partners will use reasonable efforts to
secure confidential treatment of any Confidential
Information that will be disclosed.

These obligations of confidentiality and non-use
provided hereunder shall survive for a period of 10 (ten)
years upon termination of this Agreement.

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

Art. 7 — Publication, Press releases, Public
announcements

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

7.1.1 Contract Partners shall ensure that a written
manuscript of any intended publication or oral
presentation relating to the Study or the Study
Drug or the Results (hereinafter called
"Publication") is provided to Bayer at least 60
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spoloénosti Bayer a to najmenej 60 (Sestdesiat)
dni pred zamyslanym predlozenim alebo
prezentaciou Publikacie, aby ich spolo¢nost
Bayer mohla skontrolovat'.

Ak spolo¢nost Bayer neurobi voé&i Zmluvnym
partnerom Ziadne oznamenie v lehote 45
(8tyridsatpat) dni odo diia, ked jej bola doru¢ena
zamy$lana  Publikacia, Zmluvni  partneri
pripoment spolo¢nosti Bayer zamyslany datum
Publikacie. Ak spolo¢nost Bayer neposkytne
Ziadne pripomienky v lehote 60 (Sestdesiat) dni,
Zmluvni partneri su opravneni Publikaciu
publikovat'.

Zmluvné strany potvrdzuju, Ze v pripade
multicentrickych skusani sa Vysledky Skasania
publikuju iba prostrednictvom koordinacie so
spolo¢nostou Bayer za uc¢elom kombinovania
vysledkov zo véetkych centier zucastnujucich
sa Skusania. Zmluvni partneri su opravneni
publikovat' Vysledky ich Centra za predpokladu,
Ze celkové vysledky neboli publikované do 18

mesiacov  od skoncenia SkuSania ako je
uvedené v Protokole, a sucasne za
predpokladu postupovania v sulade

s podmienkami stanovenymi v bode 7.1.

Spoloénost Bayer a Zmluvni  partneri
prediskutuju vSetky rozdiely v nazoroch na
zamyslany obsah Publikacie za ucelom
najdenia riesenia uspokojiveho pre spolo¢nost
Bayer aj pre Zmluvnych partnerov. Spolo¢nost
Bayer moze odporucit akékolvek zmeny
Publikacie, ktoré odévodnene povazuje za
nevyhnutné pre vedecké Ucely. Zmluvni
partneri sa zavazuju, ze implementéacia takych
odporti¢anych zmien nebude neddvodne
odmietnuta.

Keby sa mohlo o¢akavat, ze taka Publikacia
bude mat neziaduci uginok na zachovanie
dévernosti ktorejkolvek z Dévernych informacii,
Zmluvni partneri zabrania takej Publikacii, ibaze
predmetnd Déverna informacia mobze byt
vymazana z Publikacie bez nepriaznivého
ucinku na vedecku spravnost Publikacie.

Keby Publikacia z pohladu spolo¢nosti Bayer
mohla mat neziaduci G€inok na schopnost
ziskat patentovll ochranu pre ktorykolvek
Vynalez, spolo¢nost Bayer moze pozadovat
odklad Publikacie na primeranu dobu za G¢elom
pripravy a podania ziadane] patentovej
prihlasky spolo¢nostou Bayer alebo v jej mene,
avéak tato doba nesmie presiahnut 6 (Sest)
mesiacov od datumu, ked bola spolo¢nosti
Bayer Publikacia doru¢ena ku kontrole. Po
podani prvej patentovej prihlasky mobze
spolo¢nost Bayer pozadovat dalSi odklad

(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.

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.

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

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

If the Publication could in Bayer's view have an
adverse effect on the ability to obtain patent
protection for any Invention, Bayer may request
a delay of the Publication for a reasonable period
of time in order to permit the preparation and
filing of any desired patent application by or on
behalf of Bayer, such period, however, not to
exceed 6 (six) months from the date on which
Bayer received the intended Publication for
review. After a first patent application has been
filed, Bayer may request a further delay of the
Publication provided that further research results
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Publikacie za predpokladu, ze v ramci prveho
roka od podania patentovej prihlasky je mozne
o¢akavat dalsie vysledky vyskumu (i uz v
ramci Skusania alebo mimo neho), ktoré mézu
spresnit, dolozit alebo doplnit
predmet(obsahovlu podstatu) prvej patentovej
prihlagky. Vtomto pripade méze spolo¢nost
Bayer pozadovat odklad akejkolvek Publikacie
az do doplnenia druhej patentovej prihlasky, nie
véak dlhsie ako uplynie obdobie jedného roku
od podania prihlagky s pravom prednosti.

Zmluvni partneri uvedu v kazdej Publikacii
ustanovenie informujuce, Ze vytvorenie Udajov
bolo podporené spolo¢nostou Bayer a sucasne
Zmluvni partneri budu informovat o svojej miere
angaZovanosti v Skusani a prospechu, ktory im
zo Skusania vyplynul. Autorstvo a uznania za
vedecké publikacie by mali byt v sulade
s Jednotnymi  poZiadavkami na  rukopisy
Medzinarodného vyboru redaktorov lekarskych
¢asopisov (ICMJE).

7.2 Centrum ulozi rovnaké povinnosti a poziadavky na
publikovanie, ako su stanovené vbode 7.1
Skusajucemu, vSetkym Lekarom timu Skuasania
a véetkym Clenom timu Skuasania.

7.3 Povinnosti stanovené v bode 7.1 zostanu v platnosti
dal8ich 10 (desat) rokov po pred¢asnom ukonéeni alebo
uplynuti tejto Zmluvy.

7.4 Spoloénost Bayer zverejni informacie o SkdSani
(zverejnenie registratury a vysledkov) v ramci verejne
dostupnych databaz (napr. na strankach
www.ClinicalTrials.gov a web strankach spolo¢nosti
Bayer) v sulade s prislusnymi zakonmi, predpismi, a
nariadeniami

7.5 Zmluvni partneri neuverejnia ziadne tlatové spravy
alebo iné verejné oznamenia o Skusani, Vysledkoch
Skusania alalebo Skusanom lieku bez
predchadzajiceho pisomného poverenia spolocnosti
Bayer.

7.6 Nazov spolo¢nosti Bayer nesmie byt pouZivany

v ziadnom reklamnom ¢&i inom materiali Zmluvnych

partnerov bez predchadzajliceho pisomného schvalenia

spolo¢nosti Bayer.
¢l. 8 — Zodpovednost' a odskodnenie

8.1 Zmluvni partneri zodpovedaju spolo¢nosti Bayer vo

vztahu k akejkolvek &kode alalebo jej Prepojenym

osobam  alalebo jej riaditeflom,  uradnikom,

zamestnancom, zmluvnym partnerom v pripade (i)

nedbanlivosti alebo imyselného protipravneho konania

¢i opomenutia a/alebo (i) porusenia ktorejkolvek

z povinnosti  prijatych na zaklade tejto Zmluvy

7.2

7.3

7.4

Fis

7.6

8.1

(whether within or outside the Study) supporting
or complementing the subject matter of the first
patent application are expected within the priority
year. In this case Bayer may request a delay of
any Publication until the filing of a second patent
application, but not longer than until the end of
the priority year.

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

7.1:9

Center shall impose the same obligations and
requirements for publication as set forth in Section 7.1
on Investigator, all Study Team Physicians and Study
Team Members.

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

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

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

The name of Bayer shall not be used in any advertising
or other material of Contract Partners without Bayer's
prior written authorisation.

Art. 8 — Liability and Indemnity

Contract Partners shall indemnify Bayer with respect to
any damage and/or its Affiliates and/or its directors,
officers, employees, contractors in case of (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
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8.2

8.3

ktorymkolvek z nich, alebo ktorymkolvek z Lekarov timu
Skusania, ¢lenov timu Skasania, zamestnancov Centra
alebo zmluvnych partnerov zapojenych kymkolvek z
nich pre ucel plnenia tejto Zmluvy.

Spolo¢nost Bayer zodpoveda Zmluvnym partnerom
alalebo riaditelom, Uradnikom, zamestnancom a
zmluvnym partnerom Centra (Centrum, Skusajuci,
riaditelia, uradnici, zamestnanci a zmluvni partneri
Centra kolektivne a kazdy z nich samostatne dalej
oznacovani iba ako ,0Odskodnovana strana“) za skodu
v rozsahu, v akom G¢astnik Skusania alebo ina podla
prava opravnena osoba Uspesne uplatni na prislusnom
stde narok na nahradu $kody na zdravi (vratane smrti)
vzniknutej z dévodu podavania Skusaneho lieku alebo
akehokolvek  klinického vykonu alebo postupu
vykonaného alebo  poZadovaného  Protokolom.
Spolo¢nost Bayer sa svojej zodpovednost zbavi, ak
preukaze, ze tato Skoda:

8.2.1 vznikla vyluéne z dévodu, Ze OdSkodnovana
strana nekonala vsulade (a) s podmienkami tejto
Zmluvy; al/alebo (b) Protokolom; a/alebo (c) vsetkymi
prislusnymi  pravnymi  predpismi a  pravidlami
upravujucimi  vykonavanie Skusania; al/alebo (d)
bezpecnostnymi opatreniami, indikaciami a pisomnymi
pokynmi spolocnosti Bayer alebo jej Prepojenych oséb;
alalebo

822 vznikla vyluéne z dévodu nedbanlivostného
alebo umyselného konania i opomenutia
Odskodnovanej strany; a/alebo

8.2.3 je kryta poistenim dojednanym v sulade
s pravnymi predpismi v prospech Odskodhovane]
strany.

Ak vznikne taka $koda séasti z dévodov uvedenych
vbode 821 alebo 822, Odskodhovanej strane
nevznika narok na nahradu ujmy voci spoloénosti Bayer
v rozsahu, v akom sa na vzniku Skody podielali dovody
uvedené v bode 8.2.1 a/alebo 8.2.2.

Pravo Zmluvnych partnerov na nahradu Skody podla
bodu 8.2 nevznikne a spolo¢nost Bayer nebude mat
povinnost nahradu Skody poskytnut, ak Zmluvni
partneri, alebo ktorykolvek z nich porudi niektoru
z nasledujucich povinnosti a toto porusenie bude
jedinym dévodom priznania uplatnenému naroku:

8.3.1 Zmluvni partneri pisomne informuju spolo¢nost Bayer

o kazdom naroku a/alebo Zalobe, ktore spadaju alebo
by mohli spadat’ pod tieto ustanovenia o nahrade
gkody, a to do patnastich (15) dni odo dna, ked sa o
nich dozvedeli, a su¢asne umoznia spolo¢nosti Bayer,
aby prevzala a riadila obranu proti takému naroku
alebo Zalobe vratane rozhodovania o jeho urovnani; a

8.2

8.3

by any of them for the purpose of fulfiment of this
Agreement.

Bayer shall indemnify the Contract Partners and/or
directors, officers, employees, contractors of the Centre
(Center, Investigator, directors, officers, employees,
contractors of the Centre collectively and each of them
separately hereinafter referred to as “Indemnified Party”)
for damage to the extent to which a trial subject or any
other under law entitled persons successfully claims the
damage to health (including death) as a result of the
administration of the Study Drug or any clinical
intervention or procedure provided for or required by the
Protocol. Bayer shall be released from its liability if it
proves that such damage:

8.2.1 arise only 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 arise only from a negligent or wilful act or omission
of the Indemnified Party; and/or

8.2.3 is covered by an insurance pursuant to applicable
laws for the benefit of the Indemnified Party.

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.

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 be the sole reason for the granting the claim:

8.3.1 The Contract Partners shall notify Bayer in
writing of a claim or lawsuit which is or could be
covered under  these provisions on
indemnification within fifteen (15) days after it has
gained knowledge of such a claim or lawsuit, and
they shall allow Bayer to take over the defence of
any such claim or lawsuit including the right to
decide on its settlement; and
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8.3.2 Zmluvni partneri su povinni spolupracovat so
spolo¢nostou Bayer a jej pravnymi zastupcami a
poistovatelom(-mi) pri obrane proti takému naroku
alebo zalobe, vyzadovat takl spoluprécu od svojich
zamestnancov,

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

8.3.4. Centrum bude bezodkladne informovat Bayer o
véetkych naliehavych bezpecnostnych opatreniach
prijatych skdsajucim na ochranu G¢astnikov skugania
proti nebezpeCenstvu a o v8etkych zavaznych
poruseniach protokolu alebo smernic Spravnej
klinickej praxe, o ktorych sa Centrum dozvie.

8.4. Bez dosahu na vy$$ie uvedené ustanovenia Centrum
vynalozi primerané Usilie na to, aby bezodkladne
informovalo  spolo¢nost Bayer o  v$etkych
okolnostiach, o ktorych méa dévod sa domnievat, ze
by mohli viest k Zalobe alebo stidnemu konaniu a
bude spolo&nost' Bayer primerane informovat o vyvoji
v suvislosti s takouto pripadnou Zzalobou alebo
sudnym konanim, aj ked sa Centrum rozhodne
nepodat Zalobu na zaklade tohto prisfubu
odskodnenia.

8.5. Centrum a spolo¢nost Bayer si navzajom poskytnu
sucinnost’ potrebnl na G¢inné vedenie a urychlené
vybavenie akejkolvek Zaloby alebo stdneho konania
iniciovaného  subjektmi  (alebo ich  rodinnymi
prislusnikmi) alebo v ich mene.

8.6 Bayer nenesie Ziadnu =zodpovednost za $kody
akéhokolvek druhu vratane ublizenia na zdravi ¢i
gkdéd na majetku, ktoré si vysledkom pouzitia
vybavenia od spolo¢nosti Bayer alebo materialov od
spolo¢nosti Bayer ak to bolo spdsobené nedbalostou
alebo Umyselnym zlym konanim Centra s vynimkou
pripadov ak sa na tuto Skodu a zodpovednost za fiu
vztahuju ustanovenia bodu 8.1. az 8.5..

Cl. 9 - Poistenie

9.1 Spolotnost Bayer zodpoveda za zabezpecenie
poistenia na ucel SkuSania v sulade s prislusnymi
pravnymi predpismi. Na tento ugel spoloénost Bayer
prehlasuje, Ze  zabezpeCila poistenie  svojej
zodpovednosti za Skodu prostrednictvom ktorého je
zabezpec&ené aj odskodnenie v pripade smrti U¢astnika
alebo v pripade Skody vzniknutej na jeho zdravi v
désledku vykonavania Skisania v sulade s § 43 pism. h)
bod 3 Zakona o liekoch. Spolo¢nost Bayer dalej
prehlasuje, ze zabezpecila poistenie zodpovednosti
Centra za $kodu, ktora méze byt spdsobena U&astnikovi

8.4

8.5

8.6

9.1

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 Centre will inform Bayer without delay 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 Centre becomes
aware.

Without prejudice to the provisions above, the Centre 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.

Centre 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).

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 if it was
caused by the negligence or willful misconduct of Centre
except to the extent if this damage and liability are
covered by section 8.1 to 8.5.

Art. 9 — Insurance

Bayer shall be responsible for providing the clinical trials
insurance of the Study in accordance with Act on
Medicines. For this purpose, Bayer declares that it has
provided insurance for the Bayer, which also provides
compensation in the event of the death of the Participant
or in the event of damage to his health as a result of
performing the Study in accordance with § 43 letter. h)
point 3 of the Act on Medicines. Bayer further declares
that it has provided liability insurance for the Center for
damage that may be caused to the Participant in
accordance with § 43 letter. h) point 4 of the Act on
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9.2

v sulade s § 43 pism. h) bod 4. Zakona o liekoch. Pre
vyli¢éenie pochybnosti Bayer a Zmluvni partneri
vyhlasuju, ze poistenie podla tohto odseku nenahradza
poistenie vztahujlce sa k aktivitam, ktoré nesuvisia so
Skusanim (napr. bezné poskytovanie zdravotnej
starostlivosti).

Centrum je v zmysle zakona ¢& 578/2004 Zz. o
poskytovateloch zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a doplneni
niektorych zakonov povinne uzatvorit' vlastné poistenie
zodpovednosti za Skodu, ktoré bude kryt jeho
zodpovednost' za Skodu spdsobenl osobam v suvislosti
s poskytovanim zdravotnej starostlivosti, a to s poistnym
krytim spifiajucim poZiadavky pravnych predpisov.
Sklsajuci sa moéze rozhodnut uzavriet dodatoéné
poistenie sukromnej profesnej zodpovednosti za
uskutocnovanie klinickych skusani.

Cl. 10 - Ochrana a spristupnenie osobnych tdajov

10.1

10.2

Zmluvni partneri st si vedomi, Ze spolocnost’ Bayer
alebo tretia osoba poverena spoloénostou Bayer
spraciva osobné Udaje Skusajuceho a Clenov timu
skusania.

Zmluvni partneri a spolo¢nost Bayer sa zavazuju
dodrziavat prislusné zakony, predpisy a nariadenia.

Cl. 11 = Trvanie Zmluvy

Tato Zmluva nadobudne platnost po jej podpisani
poslednou stranou a G&innost’ diom nasledujucim po
dni jej zverejnenia v Centralnom registri zmlav
Slovenskej republiky v zmysle § 47a zakona ¢. 40/1964
Zb. Obciansky zakonnik. Platnost Zmuvy  skonci
neskorsou z nasledujucich udalosti: (a) dokoncenie
celkovej spravy o Skusani alebo (b) posledna platba v
prospech Centra podla tejto Zmluvy.

11.2 Prava a povinnosti spolo¢nosti Bayer a Zmluvnych

12.1

partnerov stanovené v tejto Zmluve, ktorych platnost
vzhladom na ich zamer alebo vyznam pretrva aj po
ukonéeni Zmluvy (okrem iného aj prava tykajuce sa
vlastnictva, patentov, dévernosti, zodpovednosti a
odskodnenia), zostant v platnosti aj po vypovedani
alebo uplynuti u¢innosti tejto Zmluvy.

Cl. 12 - Vypovedanie

Spolo€nost Bayer si bez ohladu na iné pravo na
vypoved stanovené v tejto Zmluve v aplikovatelnych
zakonoch a nariadeniach vyhradzuje pravo kedykolvek
tuto Zmluvu vypovedat bez uvedenia dévodu na
zaklade pisomnej vypovede s vypovednou dobou 14
(8trnast) kalendarnych dni od dorucenia vypovede
Centru alalebo skusajucemu. Centrum a/alebo
Skusajuci bezodkladne po prijati vypovede na zaklade

Medicines. For the avoidance of doubt, Bayer and the
Contractual Partners declare that the insurance under
this paragraph does not replace the insurance relating to
activities unrelated to the Trial (eg providing of routine
health care).

9.2 In accordance to Act No. 578/2004 Coll. on health care
providers, health care workers, health care chambers
and on change and amendments of some legal acts
Center is obliged to conclude it's own general liability
insurance covering its own liability for damage with a
minimum coverage for damage on health of patients
which complies with local laws. The Investigator may
choose to conclude an additional private professional
liability insurance for the performance of clinical trials.

Art. 10 — Personal Data Protection and Disclosure

10.1 Center is 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 protecticn 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. Contract shall end upon the later of the following:
(a) completion of the overall Study Report, ar (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 with termination
period 14 (fourteen) calendar days after termination
delivery to the Centre and/ or Investigator. Promptly
upon receipt of a notice of termination under any
termination right set forth in this Agreement, Center
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12.2

12.3

12.4

12.5

prava na vypoved stanoveného v tejto Zmluve (i)

prestant robit' nabor a prijimat Gcastnikov do
Skusania, (i) prestant vrozsahu pripustnom
z medicinskeho hladiska vykonavat postupy na

ucastnikoch, ktori uz do Skusania boli zaradeni, a (iii)
ak to bude mozZneé, vyhnu sa vytvaraniu dalSich
nakladov a vydavkov.

Zmluvni  partneri  ispolo¢nost  Bayer  maju
v odévodnenych pripadoch pravo vypovedat tdto
Zmluvu s okamzitym Gc¢inkom na zaklade pisomnej
vypovede adresovanej druhej strane, najma v pripade,
ak bude Skusanie v Centre potrebne ukoncit' kvoli
medicinskym alebo etickym dévodom. V pripade
takejto vypovede zo strany Zmluvnych partnerov je
povinna predchadzajliica konzultacia Skusajuceho so
spolo¢nostou Bayer. Bez toho, aby bolo dotknuté
predchadzajuce ustanovenie, plati, Ze v pripade
kritickych alebo délezitych zisteni na zaklade
auditu/inSpekcie tykajucej sa spravnej klinickej praxe,
farmakovigilancie alebo regulaéného systému, postupu
alebo procesu, ktoré maju neziaduci vplyv na prava,
bezpecnost alebo dusevny a telesny stav Gcastnikov
skusania alebo ktore predstavuju potencialne riziko pre
verejné zdravie alebo maju za nasledok nepripustnost
Udajov SkuSania Ci predstavuju zavazné porusenie
prislusnej legislativy a usmerneni, si spolo¢nost’ Bayer
vyhradzuje pravo doasne as okamzitym uGcinkom
prerusit nabor G&astnikov sku$ania, a to aZz do
doékladného vyhodnotenia prisludného zistenia.

Ak bude niektoré regulaéné alebo zakonné povolenie
potrebné na vykonanie Skusania (i) nakoniec
zamietnuté alebo (ii) odobrate, tato Zmluva sa vypovie
automaticky k datumu takehoto zamietnutia alebo
odobratia.

Ak bude mat' spolo€nost’ Bayer opodstatnene dojem,
Zze Zmluvni partneri nebudu schopni zagat' vykonavat
nabor alebo pinit svoje povinnosti v oblasti naboru
v-dohodnutej lehote, spolo€nost Bayer bude mat pravo
na zaklade pisomného oznamenia adresovaneho
Zmluvnym partnerom (a) s okamzitou platnostiou znizit
pocet Ucastnikov skusania, ktori maju byt prijati, alebo
(b) predlzit obdobie naboru alebo (c) vypovedat' tito
Zmluvu, pricom vSak vpripade bodu (c) je
podmienkou, aby spolo¢nost Bayer predtym poslala
Zmluvnym partnerom pisomné oznamenie, v ktorom
ich bude informovat oich oneskoreni s naborom
ucastnikov skldsania abude od nich pozadovat
odstranenie tohto nedostatku v primeranej lehote. Ak
Zmluvni partneri tento nedostatok v€as neodstrania,
spolo¢nost Bayer bude moct tuto Zmluvu s okamzitou
platnost'ou vypovedat'.

Ak spolo¢nost Bayer neschvali nového Skusajlceho
podla odseku 2.18 alebo ak takyto novy Skusajuci nie
je ochotny pisomne pristipit na podmienky tejto
Zmluvy, spolocnost Bayer bude moéct tuto Zmluvu
vypovedat. Ak si Skusajuci a spoloCnost Bayer budl

12.2

12.3

12.4

12.5

and/or Investigator shall (i) cease recruiting and
enrolling trial subjects into the Study, (i) 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.

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
audit/inspection affecting GCP, pharmacovigilance or
regulatory system, practice or process that adversely
affect the rights, safety or wellbeing of trial subjects or
that poses a potential risk to public health or that
renders Study data inadmissible or that represents a
serious violation of applicable legislation and
guidelines, Bayer reserves the right to temporarily stop
the recruitment of trial subjects with immediate effect
until the relevant finding has been fully assessed.

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.

If it reasonably 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.

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 notice on
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12.6

12.7

13.1

13.2

zelat pokracovat v spolupraci vo vztahu k Skusaniu
v ingj institucii, Centrum bude suhlasit s postipenim
tejto Zmluvy na takuto novu institiciu a poskytne
podporu pri prevode vsetkych relevantnych udajov,
informacii a materialov na takuto novu inétitlciu, ak
nepdjde o chraneny material Centra.

S vynimkou pripadov vypovedania tejto Zmluvy z
dévodu jej poruSenia zo strany Centra alebo
Skusajuceho Spolo¢nost Bayer vykona vsetky platby
za poskytnutie spravnych azmluvnych sluzieb zo
strany Zmluvnych partnerov a za priebezné naklady
vzniknuté odévodnene a v dobrej viere na zaklade tejto
Zmluvy, ktoré sa naakumulovali do datumu prijatia
takejto vypovede, alebo v pripade vypovedania tejto
Zmluvy podla bodu 12.3 do datumu takéhoto
definitivneho zamietnutia. Ak by Centrum prijalo vy$sie
platby, nez malo za uz vykonané préace dostat, rozdiel
vrati spolo¢nosti Bayer bez meskania. V pripade
vypovede z dévodu porusenia tejto Zmluvy zo strany
Centra alebo SkuSajuceho nebudd splatné Ziadne
dalsie platby

Zmluvni partneri po vypovedani tejto Zmluvy vratia
spolo¢nosti Bayer vSetky materialy a predmety, ktoré
im boli v suvislosti so Skusanim poskytnuté.

¢l. 13 — Rézne ustanovenia

Uzatvorenie tejto Zmluvy nie je podmienené Ziadnym
predchadzajlicim alebo buducim obchodnym vztahom
medzi spolo¢nost'ou Bayer a Zmluvnymi partnermi. Nie
je podmienené ani zZiadnym obchodnym alebo inym
rozhodnutim, ktore Zmluvni partneri prijali alebo prijmu
vo vztahu k spolo¢nosti Bayer alebo jej produktom.

Zmluvni partneri budu svoje povinnosti na zaklade tejto
Zmluvy vykonavat spdsobom, ktory bude v sullade 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
zabezpetit si neprimerany benefit alebo nespravodlivi
obchodnu vyhodu, ovplyvnit stikromné alebo oficialne
rozhodovacie procesy, ovplyvnit predpisovanie liekov
alebo niekoho prinutit, aby porusil svoje profesionalne
povinnosti alebo profesionalne normy. Zmluvni partneri
spolognosti Bayer bezodkladne pisomne oznamia
vSetky podozrenia na porusenie alebo zistené
porusenia vy&sie uvedenych principov v suvislosti s jej
obchodnou ¢innostou a v takychto pripadoch budu so
spolo¢nostou Bayer plne spolupracovat' na preskimani
zalezitosti.

12.6

12.7

13.1

13.2

termination to the Center. 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.

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 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.

Upon termination of this Agreement, Contract Partners
will return to Bayer all materials and objects that were
provided to Contract Partners in relation to the Study.

Art. 13 - Miscellaneous

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

Contract Partners shall 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.
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13.3 Kazda zo zmluvnych stran kona ako nezavisly
dodavatel a nepovazuje sa na Ziadne ucely za
spolo¢nika, sprostredkovatela, Zzamestnanca alebho
zastupcu druhej zmluvne;j strany.

13.4 Pokial nie je v tejto Zmluve uvedené inak, ziadna zo
zmluvnych stran nesmie postupit Ziadne prava
vyplyvajlice z tejto Zmluvy bez predchadzajlceho
pisomného  suhlasu druhej  Zmluvnej strany,
s vynimkou pripadu, kedy spolo&nost Bayer moéze

postupit’  tato Zmluvy ktorejkolvek z jej Pridruzenych
spolocnosti ato i bez predchadzajliceho suhlasu
Centra.

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

13.6 Zrieknutie sa narokov alebo tichy suhlas zmluvnej
strany alebo jej neprotestovanie proti porugeniu
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
nebudld mat' pisomnu formu a ak nebudl podpisané
vSetkymi zmluvnymi stranami. Téato poziadavka sa
rovnako uplatiiuje na tito samotnt klauzulu Vv pisomnej
forme.

13.8 Na tito Zmluvu sa bez ohladu na jej pravidla tykajuce
sa vyberu pravneho poriadku  vztahuju zakony
Slovenskej republiky a bude sa riadit a interpretovat
podlfa nich. Zmluvné strany sa v pripade vSetkych
konani vzniknutych na z&klade tejto Zmluvy podriadia
stdne] pravomoci prislusnych  sudov Slovenskej
republiky.

13.9 Téato Zmluva je vyhotovena v slovenskom a anglickom
jazyku a zmluvné strany povazuju obe jazykové verzie
Za rovnocenne, avsak pre pripad nezrovnalosti medzi
jednotlivymi verziami sa strany dohodli, Zze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a vsetky jej
prilohy predstavuji celt dohodu a dohovor zmluvnych
stran vo vztahu k jej predmetu. Vv pripade konfliktu
medzi touto zmluvou a niektorou z jej priloh su
rozhodujtce podmienky tejto zmluvy. V pripade
konfliktu medzi touto zmluvou a Protokolom sa
zalezitosti tykajlice zaobchadzania s ucastnikmi
skusania riadia Protokolom a vSetky ostatné zalezitosti
Zmluvou.
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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
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.
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13.10 Tato zmluva sa uzatvara v pocte 3 vyhotovenia,
ztoho 1 vyhotovenie pre spolo¢nost BAYER, 1
vyhotovenie pre Institiciu a1 vyhotovenie pre
Skusajuceho.

Cl. 14 — Prilohy

Nasledujice prilohy tvoria neoddelitelnu sucast tejto
Zmluvy, ak nestanovi tato Zmluva inak:

Priloha 1: Finan¢né podmienky

Priloha 2: Povolenie Statneho ustavu pre kontrolu
lieciv

Priloha 3: Kladné stanovisko etickej komisi

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 1:  Financial Terms

Appendix 2:  State Institute for Drug Control
Approval

Appendix 3:  Ethics Committee Positive Opinion

Bayer, spol.s r.o.

Place/date - Miesto/datum: _Rra#si~va,

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

Fakultna nemocnica Trnava

Place/date - Miesto/datum: Trnava -

Name/Meno a priezvisko konatela: JUDr. Viadislav Srojta
Function/Funkcia: director/ riaditel

Investigator/Skusajtci

Place/date - Miesto/datum:_

M Dr.Georgl niaswov, ri.
FunctioniFunkc;S Principal Investigator / Hlavny skdsajuci
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Priloha €. 1: Finan¢né podmienky -
Centrum

1. Platby za vykony realizovane v ramci klinického
ski$ania sa rozdelujd medzi Centrum
a Skusajlceho v pomere 80% pre Skusajuceho
a 20% pre Centrum. Odmena Centra sa urci ako
sucet Ciastkovych odmien uvedenych nizsie za
jednotlivé cinnosti riadne a vcas vykonang,
v obdobi, za ktoré je odmena Uc¢tovana. Narok
na odmenu za prislusné obdobie vznika
poslednym dfiom takého obdobia, a to
v rozsahu zodpovedajlicemu riadne vyplnenym
elektronickym formularom CRF za jednotlivych
ucastnikov Skusania, ktoré boli spolotne s
vyplnenou dokumentaciou k uplne vykonanej
monitorovacej navsteve odovzdané spoloénosti
Bayer najneskor v posledny der prislusneho
obdobia.

2. Odmena urcena podla tejto Prilohy kryje vSetky
naklady na vSetky vySetrenia (vratane dalsich
administrativnych a/alebo rezijnych nakladov
Centra, platby za manipulaciu a uchovavanie
skusaného produktu a archivaciu) vyzadované
Protokolom, vratane napr. thrady regulacnych
poplatkov, rovnako ako kryje vsetky naklady na
plnenia zavazkov Centra vyplyvajucich zo
Zmluvy, ak nie je dalej alebo v Zmluve explicitne
dohodnuté nieco iné.

3. Pri predéasnom ukon¢eni Zmluvy uhradi
spolo¢nost Bayer Centru a SkuSajucemu iba
naklady uz preukazatelne vynalozené a ukony
uz preukazatelne vykonané.

4.V zmysle riadneho vykonu Skusania a transferu

prav podla ¢l. 5 Zmluvy, Bayer suhlasi
s nasledovnymi platbami v prospech Centra.

4.1.1 Naklady so spustenim Centra:

Spolo¢nost Bayer uhradi naklady Centra na Stadiu,
ktoré Zmluvnym partnerom odovodnene a v dobrej
viere vznikli pred zaradenim u¢astnika do skusania
najviac do sumy 500 EUR.

Appendix 1: Financial Terms -
Site

1. Payments for operations performed within
clinical study are divided between Site and
Investigator in a ratio 80% per Investigator
and 20% for Site. The remuneration of the
Center 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 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.

2. The remuneration calculated under this

Appendix covers all costs for all
examinations (including Center’s
employees and any administrative and/or
overhead costs of the Center, costs for
study drug handling and storage and
archiving) required by the Study Protocol as
well as all regulatory charges and costs
incurred by fulfiment of Center’s obligations
resulting from the Contract if not explicitly
agreed otherwise further herein or in the
Agreement.

3. In case of an early termination of the
Contract, Bayer will pay the Center and the
Investigator only the provably spent costs
and for the  activites  provably
accomplished.

4. 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.

4.1.1 Start-Up Costs:

Bayer shall reimburse Center's expenses for
the Study which Contract Partners
reasonably and in good faith incurred prior
to trial subject enrolment up to a maximum
sum of 500 EUR.
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Tato suma zahffia naklady na pripravu a spustenie

Skusania v centre.

Podla podmienok platieb nizsie, platby budu
splatné po splneni pogiatocnych aktivit a potvrdeni
stivisiacej dokumentacie preukazujucej

o tom, Ze sa pociatocné aktivity ukoncili.

4.1.2 Platba za pacienta:

Ugastnicky poplatok ma byt zaplateny na
zaklade navstev riadne vykonanych tak ako je
uvedené v sprievodnej

v polro¢nych intervaloch.

dokumentacii

Schéma pre thradu jednotlivych dkonov:

detaily

This amount includes the costs for
preparation and starting of the Study in
Center.

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

4.1.2. Per Subject Fee:

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

Scheme for remittance of individual

activities:
£y Suma 3 Amount

Navsteva (EUR) Visit (EUR)
Navsteva 1 (skrining) 163,60 Visit 1 (Screening) 163,60
Navsteva 1&2 (kombinovana) 328 Visit 1&2

(Combined) 328
Navsteva 2 (randomizacia) 290 —
Den 7 alebo Prepustenie BR2 290
nemochice & = 32 (Randomisation)
Navéteva 3 (telefonicky) 21,60 Dy 7 or Hospilal Disshiae: | o
Naviteva 4 103.60 Visit 3 (Phone call) 21,60
Navsteva 4 alebo Vis!t 4 103,60
neskorsia navéteva (PK, 18,60 Visit 4 or Subsequent
PD odbery) Visit 18,60
Navateva 5 (telefonicky) 21,60 {PI, FD sampling)
Naviteva 6 126.80 Visit 5 (Phone Call) 21,60
Navsteva 7 (telefonicky) 21,60 bl Ll 126,80
Navsteva 8 266.20 Visit 7 (Phone Call) 21,60
Navsteva 9 (telefonicky) 21,60 V?sft 4 266,20
Naviteva 10 9120 Visit 9 (Phone Call) 21 ,60
Navsteva 11 (telefonicky) 21,60 b 91,20
Naviteva 12 ) Visit 11 (Phone Call) 21,60
Zenie liet TAH20 Visit 12

(ukoncenie liecby) [ 109,20
Navsteva 12a S— (EQT)
(predéasné ukoncenie) : Visit 12a 253 80
Navsteva 13 (Early Termination) '
(bezpecnostny Follow-up, 21,60 Visit 13
telefonicky) (Safety FU, Phone Call) 21,60
Navstevy po predéasnom Drop Out
ukonéeni IFi)eE‘.by 69,60 Continuation Visits 69,60
Navétevy po pred¢asnom Drop Out Continuation Visits 2160
ukonéeni liegby (telefonicky) 21,50 (Phone Call) '
Navsteva kvoli vydaniu Redispensation of Study Dru | 43 g0
skusaného produktu 43 80 g Visit (Irregular) ’

(nepravidelne)
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Navsteva pre potreby

monitoringu pec¢erovych testov 38,60

(App. 5 protokolu)

Tato platba sa povazuje sa primerant
kompenzaciu Zmluvnych partnerov, za ich
sluzby, zahffajuc — bez obmedzenia — vsetky
prevadzkove a administrativne a/alebo rezijné
naklady Centra.

Spolo¢nost Bayer ma pravo zadrzat az 50 %
platby za ucastnika Skusania do doby, ked
budl prijaté vSetky prislusné CRF, budu
zodpovedané vsetky otazky sohladom na
Udaje obsiahnuté vtychto CRF a budu
odstranené vSetky nespravnosti a nedostatky
udajov v databaze.

Poplatok za prislusného ugastnika Skusania
bude znizeny v nasledujlcich pripadoch:

V pripade
(i) utastnikov Skusania, ktori presli skriningom, ale
nesplnili kritéria pre zaradenie do Sktsania, bude
uhradena Ciastka za 163,60 EUR a

(ii) prerusenych pripadov alebo pripadov, ktoré nie
je mozné vyhodnotit (vypadky), sa vyplacaju
pomerne za vykonané (lohy za predpokladu, e uz

vykonané  lietebné  postupy boli  Upine
zdokumentované. V pripade, Ze vypadok je
spésobeny porusenim podmienck Protokolu

prostrednictvom Umyselného alebo nedbanlivého
konania alebo opomenutia zo strany Zmluvnych
stréan (napr. nedodrzanie kritérii pre zaradenie do
zoznamu), nebudu splatné ziadne platby.

S ohladom na vySSie uvedené retenéné pravo
spolo¢nosti Bayer, platby za uéastnikov budu
splatné po predloZeni prislusného vyplneného CRF
spoloCnosti Bayer alebo tretej strane uréenej
spolo€nostou Bayer.

4.1.3 Naklady za lekaren

Spolo¢nost Bayer zaplati Centru za prijem,
uchovavanie, evidenciu, a vydaj Skusaného
lieku jednorazovu Ciastku vo vyske 200 EUR, a
to bez ohladu na pocet jednotlivych dodavok a
mnozstvo Skusaného lieku

Liver Function test
Monitoring Visit (App.
5 Protocol)

38,60

This payment is considered to appropriately
compensate Contract Partners for their
services, including - without limitation - all
operational and administrative and/or
overhead costs of the Center.

Bayer has the right to retain up to 50 % on
each due per subject fee until all CRFs have
been received and all queries with regard to
the data contained therein are resolved and
a clean database for the Study has been
achieved.

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

Cases of

(i) trial subjects who have gone through
screening but did not meet the enrolment
criteria,amount of 163,60 EUR will be paid
and

(i) discontinued cases or cases which
cannot be evaluated (drop-outs) will be paid
pro rata for the duties already performed,
provided that the treatments already
performed have been  completely
documented. In case the drop-out is caused
by a breach of the terms of the Protocol
through a wilful or negligent act or omission
by Contract Partners (e.g. non failure to
comply with inclusion criteria), no payments
shall be due.

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

4.1.3 Pharmacy costs

Bayer shall pay to the Center for receipt,
storage, records keeping and dispensing of
the Study Drug the one-time fee of 200 EUR
amount with no regard to the number of
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4.1.4. Pass-through costs:

Spoloénost Bayer uhradi Centru nasledujlice
naklady, ktoré nie su kryté platbou za ¢astnika:

e V stlade s platnymi zakonmi a kodexmi
bude spolo¢nost Bayer rezervovat a platit
lety (letenka ekonomickej triedy, pokial
trvanie letu presiahne 6 hodin), cestovanie
vlakom ahotelové ubytovania pre
Skusajuceho, lekarov Timu skusania,
Clenov timu skusania, nevyhnutnych v
slvislosti s ich (¢astou na stretnutiach
tykajucich sa Studie, vzniknutych na
poziadanie spolo¢nosti Bayer. Bayer
navy$e nahradi Centru primerané vydavky
na cesty skuto¢ne vynaloZené v slvislosti
s takymito stretnutiami v zavislosti od i)
prijatia originalnych faktuir alebo potvrdeni
spolocnostou Bayer a i)
predchadzajliceho suhlasu Bayer.
Centrum suhlasi s tym, ze spolocnost
Bayer alternativne priamo preplati naklady
Skusajuceho, Clenov timu skusania,
lekarov Timu sklsania za vy$sie uvedeneé
vydavky, s vyhradou predloZenia prisludnej
faktary / dokladu. Naklady na stravovanie a
napoje sa nepovazuju za cestovné.

e Spolo¢nost Bayer na zaklade
predchadzajuceho suhlasu spolognosti
Bayer uhradi naklady, ktoré vznikli Centru
za primerané cestovné naklady a naklady
na ubytovanie (okrem hospitalizacie)
Géastnikov  skusania  vzniknutych v
suvislosti s ich U&astou na Studii, s
vyhradou  predloZzenia faktur  alebo
potvrdeni spolo¢nosti Bayer, formou
stravnych listkov v celkovej vyske 15 EUR
za navstevy 1, 10 a 12, 30 EUR za
navétevy 2, 6 a 8, a 60 EUR za navstevu 4
v ramci skusania.

Uhrada cestovnych nahrad vo forme stravnych
listkov bude v kompetencii Skusajuceho, ktory
moze dalej poverit Clenov timu Skusania.
Skusajuci a/alebo Clenovia timu Skasania maju
povinnost' tieto nahrady poskytnat prislusnym
Géastnikom Skusania. Centrum je povinné vratit
zostavajlce stravné listky na konci Sku$ania
spat spolo¢nosti Bayer.

individual shipments and Study Drug
volumes.

4.1.4. Pass-through costs:

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

In line with applicable laws and compliance
codes, Bayer will book and pay flights
(economy class airfare unless the flight
duration exceeds 6 (six) hours), train travel
and hotel accommodation for Investigator,
Study Team Physicians and Study Team
Members required in connection with their
participation in Study-related meetings on
request of Bayer. In addition, Bayer shall
reimburse Center for reasonable expenses
on travelling actually incurred by Center in
connection with such meetings, subject to (i)
the receipt of original invoices or receipts by
Bayer and (ii) prior approval by Bayer.
Center hereby agrees to Bayer alternatively
reimbursing Investigator, Study Team
Physicians and Study Team Members
directly for aforementioned expenses,
subject to receipt of a corresponding invoice
/ receipts. Costs for meals and drinks are
not considered travel expenses.

Bayer shall reimburse Center upon prior
approval by Bayer for reimbursement costs
incurred by Center for reasonable travel and
lodging expenses (excluding
hospitalization) of trial subjects arisen in
connection with their participation in the
Study, subject to the receipt of invoices or
receipts by Bayer in the form of meal
vouchers of 15 EUR for Visits 1, 10 and 12,
30 EUR for Visits 2, 6 a 8, and 60 EUR for
Visit 4 within Study.

Investigator, who can further delegate
Study Team Members, will be competent to
forward meal vouchers to trial subjects.
Investigator and/or Study team members
are responsible to pass meal vouchers to
trail subjects. Center shall return all
remaining meal vouchers back to Bayer at
the end of the study.
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Ziadna dan z pridanej hodnoty ("DPH") nebude
vratena v pripade, Ze sam prijemca faktiry tretej
strany je opravneny ziskat' dafiovy odpocet (vratku)
na tejto fakture. Preplacané naklady sa budu platit
na polrocnej baze.

Dalsie pripadne vzniknuté naklady budd nahradené
iba s predchadzajicim pisomnym suhlasom
spolo¢nosti Bayer a Centra a doruceni prislusnej
faktury a prislusnych preukaznych prijmovych
dokladov.

No Value Added Tax (“VAT") will be
reimbursed in case the recipient of the third
party invoice is entitled to receive a tax
credit on that invoice himself. Pass-through
costs will be paid on a semi-annual basis.

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

Bayer, spol. s r.o.

Miesto/Datum - Place/Date: Bratislava /

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

Fakultna nemocnica Trnava
Centrum/Center

Miesto/datum Place/date: Trnava / + ~

Name/Meno a priezvisko konafelg’ JUDr. viadislav Srojta
Function/Funkcia: director/ riaditel
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