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ZMLUVA O VYKONANI KLINICKEHO SKUSANIA/

AGREEMENT FOR THE PERFORMANCE OF A CLINICAL TRIAL

Medzi/Between

Bayer AG so sidlom Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko v zastipeni

Bayer, spol. s r.0.

So sidlom/with its registered seat at: Karadzitova 2, 811 09 Bratislava
zaplisana v Obchodnom registri Mestského sudu/registered in the Commercial Register of the City Court Bratislava Il

Oddiel/Section: Sro, Viozka/lnsert: 18413/B
ICO/D No.: 35 759 143
DIC/VAT No.: 2020253818

v jej mene kond/represented by: Ing. Andrea Stefankovitova, na zaklade pinej moci/power of attorney

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

afand

Fakultna nemocnica Trnava

so sidlom/with its registered seat at: Andreja Zarnova 11, 917 75 Trnava
zriadena: Zriadovacou listinou/Established by decision of MZ SR &. 1970/1991-A/lV-1 zo dnhalfrom 14.6.1991, v zneni

neskorsich rozhodnutifas amended

Pracovisko/Workplace: Onkologicka klinika, A. Zarnova 11, 917 02 Trnava

ICO/ID No.: 00610381
DIG/VAT No.: SK2021191084

E-mail: fntt@fntt.sk

Kenajuci prostrednictvom/Represented by:

MUDr. Daniel Zitian, MPH - riaditel/director

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

aland

MUDr. Marian Stresko, PhD.
Datum narodenia/Date of birth: -

E-mail

Adresa frvalého iobitu/Address of permanent residence:_

{dalej len ,Skusajici’fhereinafter referred to as “Investigator”)

(Centrum a Skusajuci dalej spolo€ne oznacovani ako ,Zmluvni partner/Center and investigator collectively hereinafter

referred to as "Contract Partners”)

uzavreta nizSie uvedeného difia, mesiaca a roku podia
ustanovenia § 269 ods. 2 zakona ¢&. 513/1991 Zb., Obchodny
zakonnik, v zneni neskorSich predpisov (dalej len
Zmluva').

Preambula

Vzhfadom na to, ze Bayer poziadal Zmluvnych partnerov,
aby uskutocnili klinické skusanie so skisanym liekom BAY
2927088 (vratane akehokolvek lieku, kiory sa skiga v ramci
Skosania alebo pouZiva ako referenény liek, vratane
placeba, spolo¢ne dalej na ucely tejto Zmluvy len ,Skusany
liek") s nazvom ,Multicentrické, randomizované, otvorenéd,
aktivne kontrolovaneé klinické skuSanie fazy Il zamerané na
hodnotenie tc¢innosti a bezpednosti perordlne podavaného
| BAY 2927088 v porovnani so Standardnou lieébou ako

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 2927088
(hereinafter together with any medicinal product which is
being tested or used as a reference in the Study, including
as a placebo, hereinafter referred to as “Study Drug”) entitled
A Phase 3 open-label, randomized, active-controlied,
muiticenter trial to evaluate the efficacy and safety of orally
administered BAY 2927088 compared with standard of care
as a first-line therapy in patients with Jocally advanced or

CI/A1b Agresment between Bayer, Center and investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)

SK 29MAY2023

Olaticalrm 4 = AN



2024 _SK_CO_70526

fiechou prvej linie u pacientov s lokéalne pokrogcilym alebo
metastatickym  nemalobunkovym  karcinomom  plic
(NSCLC) s aktivacnymi mutaciami HER2.” s €islom Bayer
22615 (dalej ien ,SkuSanie®), kioré je blizSie popisané
v protokole v. 1.0 zo dna 4. marca 2024, ktory bude
samostatne poskytnuty Skusajicemu afalebo Centru,
vratane jeho naslednych zmien {jeho postedna schvalena
verzia sa dalej oznacuje len ako ,Protokol").

Zadavatel skusania je spolo¢nost Bayer AG, so sidlom
Kaiser-Wilhelm-Allee 1, 51373 Leverkusen, Nemecko,
spojena so spolo¢nostou Bayer. Spolognost Bayer AG
poveril v&etkymi operaénymi procesmi slvisiacimi so
Skusanim (vratane uzatvorenia Zmluvy a vykonavania
platieb} spolotnost Bayer.

Vzhfadem nato, Ze Zmluvni partneri disponuju
vedomostami, skisenostami a zdrojmi nevyhnutnymi pre
uskutoCnenie SkuSania, podla ich najlepSich vedomosti
maju pristup k poZzadovanému poctu ucastnikov Skusania
spliajucich  kritéria pre  zahrnutie do  Sku$ania
a nespliigjucich kritéria pre vylugenie zo Skisania, ako su
stanovené v Protokole, a su ochotni Skisanie zrealizovat'

Preto sa zmluvneé strany dohodli nasledovne:

Cl. 1 ~ Predmet Zmluvy

1.1 Predmetom Zmluvy je vykonanie Skugania v Cenire,
rozdelenie povinnosti stivisiacich so Skusanim medzi
spolonost Bayer a Zmluvnych parinerov.

Cl. 2 — Povinnosti Zmluvnych partnerov
21 Zmluvni partneri vykonajl a zdokumentuji Skasanie

v prisnom sulade s (a) Protokolom; (b} podmienkami
tejto Zmluvy; (c) etickymi zasadami Helsinskej
deklaracie; a (d) Smernicou ICH GCP E6 Spravna
klinicka prax; (e) v sulade s prisluSnymi pravnymi
predpismi SR a EU, predovéetkym v stlade
s Nariadenim Eurdpskeho parlamentu a Rady (EU)
€. 536/2014 zo 18. aprila 2014 o klinickom skusani
lickov na humanne pouzitie, ktorym sa zrusuje
smernica 2001/20/ES (dalej ako ,Nariadenie®) ako g
so zakonom €. 362/2011 Z. z. oliekoch
a zdravotnickych poméckach a o zmene a doplneni
niektorych zakonov v platnom zneni (dalej len
.Zakon o liekoch®), ako aj vSeobecne prijimanymi
standardmi spravnej klinickej praxe; a {f) pisomnymi
pokynmi spolo€nosti Bayer, s fiou Prepojenych osdb
alebo tretej osoby nato poverenej, stvisiacimi so
Skasanim, a (g) zakonmi, predpismi, nariadeniami a
koddexmi compliance; a (h) vSetkymi prikazmi
a usmerneniami prisiusnych organov verejnej moci,
odbornych organov ako napriklad Clinical Trials
Coordination Group (dalej ake ,CTCG"), EC Clinical
Trial Expert Group (dalej ako ,CTEG"), EMA GCP
Inspectors Working Group (dalej ako ,GCP-[WG*) a
Etickej komisie pre klinické skaisanie humanneho
lieku, pre klinické skuSanie zdravotnickej pomdcky a
pre $tidiu  vykonu diagnostickej zdravotnickej

metastatic non-small cell lung cancer (NSCLC) with HER2-
activating mutations.” with the Bayer number 22615
{hereinafter referred to as "Study") as described in more
detail in the protocol v. 1.0 from 04-Mar-2024 provided
separately to Investigator and/or Center, as amended from
fime 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 (including the conclusion of the
Agreement and the making of payments) 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 [aid down in the Protocol and are willing to conduct
the Study.

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

1.1 Subject of the Agreement is the performance of the
Study at the Center and the allocation of Study related
abligations 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 accardance with the current version of (a) the

Proiocol, 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 EG; (e) in

accordance with legal acts of Slovak Republic and EU,

especially with Regulation (EU) No 536/2014 of the

European Parliament and of the Council on clinical trials

on medicinal products for human use, and repealing

Directive 2001/20/EC (hereinafter referred to as "CTR")

as well as with Act No. 362/2011 Coll. - Act on Medicines

and medical devices as amended (hereinafter referred to
as "Act on Medicines") as well as generally accepted
standards of Good Clinical Practice; and (f) any Study-
related instructions given in writing by Bayer, an Affiliate
or a third party authorized by them; and (g) all applicable

laws, rules, regulations and compliance code(s); and (h)

any and all orders and guidelines of the relevant

governmental authorities, expert advisory boards such
as Clinical Trials Coordination Group (hereinafter
referred to as "CTCG"}, EC Clinical Trial Expert Group

(hereinafter referred to as “CTEG"), EMA GCP

Inspectors Working Group (hereinafter referred to as

“GCP-IWG") and Ethics Committee for Clinical Trials

(hereinafter referred to as “ECCT”), if any. Center shall

provide adequate resources and facilities for the

Cl/A1b Agreement between Bayer, Center and Investigator for the performance aof a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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poméeky in vitro (dalej ako ,EKKS"), ak su také. performance of the Study. “Affiliate” shall mean any
Centrum poskytne adekvatne zdroje a vybavenie entity or company which directly or indirectly, through
na vykonanie SkuSania. ,Prepojenou osobou” sa one or more infermediaries, controls, is controlled by or
rozumie  akakolvek prévnicka osoba aleho is under common control with Bayer.

spolocnost, ktora priamo alebo nepriamo,
prostrednictvom  jednéhc  alebo  viacerych
prostrednikov ovilada, je ovladana alebo je pod
spolo¢nym ovladanim so spolo¢nostou Bayer.

2.2 Center is obliged to ensure and archive according to

2.2  Centrum sa zavazuje zabezpedit a archivovat’ podia local laws and under this Agreement delivery of MRI, CT
pravnych predpisov a ustanoven! tejto Zmiuvy MRI, examinations and their further expert medical evaluation
CT vySetrenia aich nasledné odborné lekarske including reports of results of such examinations, draws
zhodnotenie a popisanie vysledkov tychio vysetreni, of blood samples, etc. required by Clinical Study Protocol
odbery vzoriek krvi atd., ktoré su vyZadované including associated documents (in particular inspection
Protokolom klinického skusania, vratane poskytnutia reports for the use of the apparatus and equipment,
s tym suvisiacich dokumentov {predovietkym revizne evidence of their calibration, certification and periodic
spravy na pouZité pristroje a zariadenia, doklady o ich inspections, including cther legal documentation related
kalibracii, certifikacii a pravidelnych kontrolach, to the proper and safe use of the apparatus and
vratane inych dokladov v zmysle pravnych predpisov, equipment, etc.).

ktoré stvisia sriadnym a bezpeénym uZivanim
pristrojov a zariadeni a ine).
Center is well obliged to hand over any and all complete

Centrum sa rovnako zavdzuje odovzdavat vSetky a results of the provided evaluations, that is phantom
Uplné vysledky poskytnutych vySetreni, tzn. images for the purpose of MRI, CT machine, data
fantémové snimky pre Uéely kontroly prenosu dat transmission review — images quality control, physician
snimok centralnemu hodnotitelovi — kontrola kvality reporis containing expert medical descriptions and
MRI a CT snimok, lekarske spravy obsahujlice evaluation of individual MRI, CT, and MRi, CT images of
odborne lekarske popisy hodnoteni jednotlivych MRI, patients, forms confirming data transmission of [mages
CT, samotné snimky Ucastnikov Skiusania, formulare via Medidata Imaging system or CD/DVD with the
potvrdzujuce prenos dat snimok prostrednictvom images of study subjects.

Medidata Imaging systému alebo CD/DVD so
snimkami G¢astnikov Skiigania.

Center shall allow Bayer, or third parties contracted by
Centrum sa zavdzuje umoznit' spolo¢nosti Bayer, Bayer and the relevant authorities to perform audits and
alebo tretej osobe, sktorou spolo¢nost Bayer inspections.

spolupracuje, ako aj prisludnym regulacnym uradom
vykonat audit a ingpekcie.

2.3 The Study at the Center will be conducted under the

2.3 Skosanie bude v Cenire vykondvané na responsibility and supervision of Investigator.
zodpovednost a pod dohfadom Skdsajuceho. Investigator is the responsible head of the group of
Skusajuci je zodpovednym veduicim skupiny dal$ich further participating investigators in case the Study at the
skiiSajucich ztigastnujicich sa Skidsania v pripade, Ze Center is performed by more than one investigator (such
Sklsanie je v Centre vykonavané viac nez jednym further investigator/s hereinafter referred to as “Study
skusajucim (takito daldi skidajuci sa dalej oznauju Team Physicians”). Investigator is medically responsible
ako ,Lekari timu skusania®). Skusajlci je zodpovedny for the well-being of the trial subjects participating in the
z lekarskeho hiadiska za blaho uc¢astnikov Skusania. Study.

2.4 Investigator shall ensure that Study Team Physicians

24  SkiSajuci zabezpedi, aby Lekari timu sk(3ania a and other personnel involved with the Study (hereinafter
ostatny personal zapojeny do Sksania (dalej vsetci in summary referred to as “Study Team Members”)
len ako ,Clenovia timu ski$ania®) dodrziavali comply with the terms and conditions of this Agreement.
podmienky tejto Zmiuvy. Skisajuci zabezpeti, aby Investigator shall ensure that initial and joining Study
pévodni aj novi Lekari timu skisania a Clenovia timu Team Physicians and Study Team Members are
skiSania boli riadne zaskoleni, kvalifikovani a appropriately trained, qualified and educated, in
vzdelani, predovietkym, aby sa zugastnili véetkych particular that they participate in all training sessions
gkoleni o Skusani. Clen timu skiania moze zadat regarding the Study. Study Team Member may start
vykonavat' ¢innosti upravené touto Zmluvou az po performing the activities regulated by this Agreement
udelen! poverenia od Skl%ajuceho. Skdsajuci sa only after being delegated by the Investigator.
zavézuje pred kazdym poverenim Clena timu Investigator shall ensure training of each Study Team
skusania zabezpetit jeho zaskolenie o podmienkach Member about the terms and conditions of the Study
vykonavania  SkU$ania najmenej v rozsahu |  conduct prior to his/her appointment, when such training |

Clia1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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podmienok vyplyvajucich pre vykonavanie Skusania z shall be at least in the extent of terms set forth in this
tejto Zmluvy a prislusnych pravnych predpisov s Agreement and the applicable laws taking info
prihliadnutim k rozsahu ¢innosti, ktorej vykonavanim consideration the extent of activities which such Study
bude konkrétny Clen timu skigania Skasajucim Team Member is assigned by the Investigator in the
povereny pri vykonavani Sku$ania. Bayer ma pravo Study conduct. Bayer shall have the right to reject
odmietnut’ konkrétnych Clenov timu skuania z specific Study Team Members on reasonable grounds, if
opodstatnenych dévodov, ak ich Bayer povazuje za Bayer deems them not appropriately trained and/or
nie primerane zaskolenych afalebo kvalifikovanych. qualified.

If Bavyer refuses any Study Team Member, the |

Ak Bayer odmietne niektorého Clena timu Skasania, Investigator shall immediately terminate the partiipation |
Skusajlci bezodkladne ukonéi t¢ast Clena timu of the Study Team Member under this point. Bayer may
sktiSania v Ska3ani podlia tohtc bodu. Bayer moze also exercise this right by sending the termination to a
toto pravo realizovat' aj viastnym zaslanim ukoncenia Study Team Member by itself. Investigator will make |
Clenovi timu ské3ania. Skusajuci vyvinie Usilie efforts to ensure that the appointed Study Team Member
smerujlce k tomu, aby povereny Clen timu skasania signs the Commitment to Participation in the Study |
bez zbytotného odkladu po jeho povereni podpisal Conduct as outlined in the template attached as
Zavazok Clena timu ski$ania k Géasti na vykonani Appendix No. 3 (hereinafter referred to as the |
Skusania, ktory je obsahom Prilohy €. 3 Zmluvy (dalej "Commitment of the Study Team Member") and the
ako ,,Zévézok%!enatl’mu skusania") a jeho podpisané signed copy thereof undertakes to deliver to Bayer
vyhotovenie sa zavazuje bezodkladne po jeho immediately after its signature by the Study Team
podpisani zo strany Clena timu skigania doruéit Member.
spolo&nosti Bayer. Investigator is authorized to end participation of
Skusajuci je opravneny G¢ast jednotiivého Clena timu individual Study Team Member at any time within his
skusania kedykolvek jednostranne ukonéit na sole discretion. Each change in the Study Team shall be
zaklade svojho rozhodnutia. Kazdi zmenu timu notified by Investigator fo Bayer by submission of a
skiiSania je Skusajuci povinny bez zbytocného written list of all actual Study Team Members without
odkladu pisomne oznamit spolo¢nosii  Bayer undue delay after any such change.
predlozenim zoznamu aktuadlnych Clenov timu
skuBania.
2.5 Center shall allow Investigator, Study Team Physicians
25 Centrum umoZni Skusajicemu, Lekarom timu and Study Team Members, as requested, to participate
skudania a Clenom timu skudania zuéastnit' sa, ak sa in the investigator meetings and telephone conferences
to vyzaduje, stretnuti skusajlcich a telefonickych conducted in the course of the Study to the exient
konferencii uskutotfiovanych v priebehu Skusania requested by Bayer.

v rozsahu pozadovanom spolotnostou Bayer.
2.6 Any subcontracting of any of Center's obligations under

28  Akékolvek uzatvaranie subdodavatelskej zmluvy this Agreement to a third party requires a prior written
tykajoce sa ktorejkolvek z povinnosti Centra na permission by Bayer, the granting of which shall be
zaklade tejto Zmluvy s frefou stranou vyZzaduje within Bayer’s sole discretion. In case of subcontracting,
predchadzajuci pisomny suhlas spolo¢nosti Bayer, Center shall enter into a wriften agreement with the
ktoreho udelenie je na vyluénej avahe spoloénosti subcontractor containing terms no less onerous than
Bayer. V pripade uzavretia subdodavatelskej zmluvy, those contained herein and which ensure the
uzatvori Centrum pisomnu zmluvu o] enforcement of Bayer's rights under this Agreement
subdodavatelom, kiora bude obsahovat rovnaké (such as rights to Results, performance of monitoring
podmienky, zavazné prinajmensom v takom rozsahu, and audits etc.) also to the subcontractor of Center.

ako podmienky obsiahnuté v tejto Zmluve, a ktoré
zabezpecia uplathiovanie prav spoloénostou Bayer
v stlade s touto zmiuvou (ako si prava na Vysledky,
vykonavanie monitorovania a audity atd.) aj vodi
subdodavatefovi Centra.

2.7 Contract Partners shall use their best efforts to enrol 3

2.7 Zmluvni partneri vynaloZia vSetko usilie na zaradenie trial subjects in the Study in accordance with the
3 dcastnikov Skudania do Skasania v stlade enrolment requirements and timelines set forth in the
s poziadavkami na zaradovanie a harmonogramami Protocol. The current time schedule for the conduct of
stanovenymi v Protokole. Platny rozvrh the Study is as follows:

harmanogramu vztahujlci sa na vykonanie Skusania
je nasledujici:

Recruitment of the trial subjects is expected to begin on
Predpokladané zaradovanie (¢astnikov Skdsania sa 31-Jan-2025 and to be completed until 04-May-2026
zatne 31-Jan-2025 a ukondi sa do 04-May-2026 hereinafter referred to as "Recruitment Period".

CI/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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2.8

2.9

2.10

2.1

(dalej aj ako ,Zaradovacie obdobie"). Dals! U&astnici
mozu byt zaradeni do Skusania al/alebo Zaradovacie
obdobie sa moZe predizit iba na zaklade poZiadavky
spolo¢nosti Bayer.

Ak spolotnost Bayer pisomne oznami Zmluvnym
partnerom, Ze pozadovany celkovy pocet ucastnikov
SkiGsania bol uz dosiahnuty prostrednictvom
skorsieho zaradovania v konkurenénych centrach
skusania, Zmluvni parineri nebudd pokracovat
v zaradovani dalSich ugastnikov SkuSania a Ziadni
daldi ucastnici Skusania nebudu prijati na Skusanie
v Centre.

Zmluvni partneri  zabezpeia, Ze vykonavanie
Skusania v Centre nezatne, pokial nie su ziskané
vietky pravne a regulaéné povolenia nevyhnutné pre
vykonavanie SkuS$ania, a budu zodpovedni za ich
dplne dodrzanie. Zmluvni  partneri  pombdZu
spolo¢nosti  Bayer pri priprave  potrebnych
dokumentov tykajucich sa Skisania a poskytnl
spolo¢nosti Bayer alebo tretej osobe uréengj
spolocnost'ou Bayer bezodkladne v&etky vyhlasenia
nevyhnutné pre povolenie Skusania regulagnymi
organmi a/alebo etickymi komisiami, vratane av3ak
nielen, ak sa fo bude uplatiiovat, (i) vyhlasenia o
finanénych zaujmoch, (ii) CV a (i) potvrdenie o
zodpovedajlucich  zariadeniach na  pracovisku.
Zmluvnl  partneri zabezpeCia, Ze poskytnuté
dokumenty tykajlce sa Skusania st aplné a spravne.

Skudajuci informuje vSetkych U¢astnikov Skusania
zodpovedajucim spoésobom o cieloch, metddach,
predpokladanych prinosoch a potencialnych rizikach
Skusania a o okolnostiach, za ktorych by ich osobné
udaje mohli byt spristupnené spoloénosti Bayer, s
fiou Prepojenym osobam, prislusnym organom, tretim
stranam, ktoré poskytuju sluzby spclo¢nosti Bayer
alalebo etickym komisiam na zaklade informovanych
sthlasov  pripravenych  spolo¢nostou  Bayer.
Skusajiict zabezpedl, Zze akakofvek ucast ucastnikov
Skusania na vdetkych aktivitach so Skusanim
stvisiacich (od zaradenia po posledné kontrolné
vySetrenia G€astnika Skugania) sa uskutoéni az po
tom, Co podpisu informovany sthlas G€astnika
Skusania poskytnuty spoloCnostou Bayer. Nasledna
lie€ba Gcastnika skasania mimo Gcasti na Skasani je
vyluénou zodpovednost'ou Skusajuceho.

Skisajuci upovedomi Ucastnikov SkiSania, ze pocas
ich Ucasti na tomto Skasani sa nesmu zucastnit' na
Ziadnom inom klinickom skusani.

Skusajuci je povinny informovat spolo¢nost Bayer
prostrednictvom elektronického hlasenia v
elektronickom zaznamovom formulari Ucastnika,
alebo aj emailom — ako je to najudelnejsie, v pripade
zavaznych  nezZiaducich  Uginkov,  zavaznych
neziaducich udalosti, tehotenstiev, neZiaducich
uginkov a neziaducich udalosti. Tieto informacie su

Zmluvni partneri povinni oznamit' spolo&nosti Bayer
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Additional trial subjects can be enrolled in the Study
and/or the Recruitment Period can be extended, only if
reguested by Bayer.

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

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

2.9 Investigator shall inform all trial subjects adequately of
the aims, methods, anticipated benefits and potential
hazards of the Study and the circumstances under which
their personal data might be disclosed to Bayer, its
Affiliates, competent authorities, third parties who
perform services for Bayer and/or ethics committees
using the consent form(s) provided by Bayer.
Investigator shall ensure that the any participation of a
trial subject in the Study related activities (from
enrolment to follow-up measures) must be covered by
the trial subject's consent. Subsequent treatment of the
trial subject beyond study participation lies in the sole
responsibility of investigator.

2.10 Investigator shall inform triaf subjects involved in the
Study that they may not participate in any other clinical
trial during the course of this Study.

2.11  Investigator shall inform Bayer via the electronic
reporting in the electronic case report form or email — as
appropriate - in case of serious adverse reactions,
serious adverse events, pregnancies, adverse reactions
and adverse events. Contract Partners shall inform
Bayer about such information promptly, but no later than
within the timelines stipulated in the Protocol and/or in
_other instructions on safely related data reporting

CliA1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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bezodkladne, najneskér véak vramel  lehot |

stanovenych v Protokole a/alebo inych pokynoch
danych spolotnostou Bayer o hlaseni udajov
tykajucich sa bezpeénosti alebo v pravnych
predpisoch (podla toho, ktora lehota je kratSia).
Slgastou takého hlasenia je aj postdenie priinnej
suvislosti. Rozsah spristupnenych U(dajov mus!
reSpektoval’ poziadavky definované v prislusnych
predpisoch.

Zmluvni partneri ckamzZite odpovedia na vSetky
otazky spolotnosti Bayer alebo oséb poverenych
spolo¢nostou Bayer tykajuce sa dokumentéacie
neziaducich udalosti / u¢inkov a tehotenstiev, vratane
aktivneho nasledného sledovania a objasnenia
akychkolvek nezrovnalosti.

Zmluvni partneri sa zavazuji priamo a bezodkladne

informovat spolo¢nost Bayer na:
tel.:
“\/prpae,mﬂéastnik Skusania

zUCasthujlici sa Sklsania vyjadri nazor, Ze doslo
k poskodeniu jeho zdravia vdosledku ucasti v
Skusani, a Ze ma preto pravo na finanénu nahradu.

Zmluvni partneri st v zmysle prislusnych pravnych
predpisov povinni plnif aj dalsie oznamovacie
povinnosti (vid napr. oznamovacie povinnosti podla
Z&kona o liekoch vodi zdravotne] poistovni Géastnika)
a takiiez sO povinni informovat spolo¢nost Bayer
prostrednictvom emailu (e-mailova adresa v bode 3.1
Zmluvy) a v lehotach uvedenych vyssie aj o dalsich
skutocnostiach nad ramec tych, kioré s uvedené
v predchadzajucich odsekech bodu 2.11 a ktorych
ozhamovanie im ukladaji pravne predpisy, akoe aj
o takych skuto¢nostiach, ktoré je v zmysle pravnych
predpisov povinny oznamovat Zadavatel alebo
spoloZnost’ Baver a o ktorych sa Zmluvni partneri mali
moznost dozvediet pri plneni svojich tGloh spojenych
s0 Skusanim.

Zmiuvni partneri bezodkladne predlozia spoloénosti
Bayer vietky dokumenty prijaté od Uradov, etickych
komisii afalebo prislusnych regulacénych organov
tykajuce sa akychkofvek stihlasov alebo povoleni
alebo prislusne] komunikacie vziahujicej sa
na bezpectnast vo vziahu ku Skudaniu.

PoCas SkiSania a po jeho ukonéeni su Zmluvni
partneri povinni bezodkladne (do 24 hodin od
zistenia) oznamit spolo¢nosti Bayer vSetky
informacie, ktoré by sa mohlt povazovat za zavazné
porusenie pravidiel vykonavania Skusania v zmysle
¢lanku 52 Nariadenia; "zavaznym porusenim" sa
rozumie porudenie vy88ie uvedeného Nariadenia
alebo verzie Protokolu platnej v ¢ase porusenia, kioré
mbZze vyznamnou mierou ovplyvnit' bezpeénost a
prava u€astnika SkuSania alebo spolahlivost a
hodnovernost akychkolvek udajov ziskanych v ramei
Skasania.

2024 _SK_CO_70526

provided by Bayer or in legal regulations (whichever
period is shorter). 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 guery

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 Pariners shall promptly inform Bayer

tel.:
wwject participating in

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

Contract Partners shall also comply with other reporting |
obligations under the relevant legislation (see e.qg. |
reporting obligations under the Act on Medicines to the
health insurance company of the trial subject) and shall
also inform Bayer by email (email address in point 3.1 of
the Agreement) and within the time periods set out
above, of other facts beyond those set out in the
preceding paragraphs of point 2,11 and which they are
required fo notify by law, as well as of such facts which
the Sponsor or Bayer is legally obliged to notify and of
which the Contract Partners have had the opportunity to
become aware in the course of performing their tasks in
connection with the Study.

2.12  Contract Partners shall promptly submit to Bayer
copies of any documents received from authorities,
ethics committeefs, and/or other relevant regulatory
body regarding any approvals or authorisations or safety
relevant communication with respect to the Siudy.

2.13  During and after the Study, Contract Partners shall
promptly (within 24 hours of awareness) report to Bayer
any information that could be considered a serious
breach of the rules for the conduct of the Study as
defined in Article 52 of CTR; "serious breach” meaning a
breach of aforementioned regulation or of the version of
the Protocol applicable at the time of the breach which is
likely to affect to a significant degree the safety and rights
of a subject or the reliability and robustness of any data
generated in the Study.

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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2.14 Sku&ajuci pouzije Skusany liek vylugne pre Ggely | 2.14  Investigator shall use the Study Drug exclusively for

vykonania Sku$ania a iba spésobom $pecifikovanym the purpose of conducting the Study and only as
v Protokale. Zmluvni partneri si zodpovedni za riadne specified in the Protocol. Confract Partners are
pouzivanie, manipulovanie, skladovanie a vedenie responsible for the proper use, handling, storage and
podrobnej a presne] evidencie zaobchadzania so keeping detailed and accurate records of handling with
Skusanym liekom v priebehu Ska3ania v sllade the Study Drug in the course of the Study pursuant to
s poziadavkami spravnej klinickej praxe a spravnej requirements of the good clinical practice and good
lekarenske] praxe. Centrum sa zavazuje prijimat pharmacy practice. Center undertakes to receive the
Skusany liek vo svojej nemocnicnej lekarni Study Drug in its pharmacy in business days between
v pracovnych difoch od 7:30 do 15:30 hod. Centrum 7:30am and 3:30pm, store, keep records of and
sa zavazuje vnemocnicnej lekarni Skusany liek dispense the Study Drug to the trial subjects, to the Study
riadne uchovavat, evidovat' a vydavat Skasany liek Team Members or other persons upon an order or a
ugastnikom Skusania, Clenom timu skigania, alebo prescription. In addition, Contract Pariners shall return at
ostathym osobam na zéklade vystavenej Ziadanky Bayer's expense unused quantities or arrange for proper
alebo lekarskeho predpisu. Okrem tcho Zmluvni destruction, of Study Drug if Bayer has requested such
partneri na naklady spolog¢nosti Bayer vratia alebo destruction and document this adequately.

zahezpedia riadnu likvidaciu nepouzitého Skusanéhao
lieku, ak si spolognost’ Bayer likvidaciu vyZiadala, a
tuto likvidaciu riadne zdokumentujd.

216 Vpripade, ak spolonost Bayer, priamo alebo | 2.15 In the event that Bayer, directly or through third

prostrednictvom tretich os6b, poskytne Zmiluvnym parties, provides Contract Partners with equipment,
partnerom  vybavenie,  spotrebny  material, consumables, medical devices or apparatus (hereinafter
zdravotnicke pombcky alebo pristroje (dalej len the “Equipment’) Contract Partners shall use the
"“Vybavenie") su Zmluvni partneri povinni totc Equipment exclusively for the purpose of conducting the
Vybavenie pouZit' vylu€ne za ucelom vykonévania Study and only as specified in the Protocol or instructed
Skigania a len podla pokynov uvedenych v by the provider of the Equipment. Contract Partners are
Protokole alebo pokynov subjektu, ktory Vybavenie responsible for the proper use, handling and storage of
poskytol. Zmluvni partneri st zodpovedni za spravne the Equipment in accordance with the respective
pouZzivanie, manipulaciu a skladovanie Vybavenia v manufacturer use instructions. Any Equipment shall be
stilade s pokynmi na pouzivanie od prislusného returned to Bayer or to the provider of the Equipment,
vyrobcu. Akékolvek Vybavenie s Zmluvni partneri upon End of Study, which shall mean the last visit of the
povinni vratit subjekiu, ktory ho poskyiol a to last subject, or at a later point in time as defined in the
najneskor po ukondeni Skusania, €¢o znamena Protocol. The authorized and contact person for the take
poslednu navstevu posledného (¢asinika Skusania over and return of the Equipment on behalf of the Center
alebo v neskorsom c¢ase podia toho, ako je is an employee of the Departiment of Preparation and
definovane v Protokole. Poverenou a kontaktnou Implementation of Investment Activities of the Institution

osobou na prebratie a vratenie Vybavenia za ce!: | NG

Centrum je zamestnanec Oddelenia pripravy a
realizacie investi¢nych aktivit instittcie (tel“

V pripade hlasenia technickych poruch Vybavenia, With regard to technical complaint reporting regarding
Zmluvni partneri bezodkladne informuju spolo¢nost Equipment, Contract Partners shall promptly inform
Bayer a vyrobcu v stlade s navodom na pouZivanie Bayer and the manufacturer, as required in accordance
prislusného Vybavenia o akejkelvek chybe alebo with the manufacturers use instructions of the respective
technicke] poruche Zariadenia a dodrzia vsetky Equipment, about any defect or technical malfunctioning
poziadavky na hlasenie stanovené v Protokole alebo of the Equipment and comply with all reporting
v navode na pouZivanie vyrobcu Vybavenia. requirements stipulated in the Protocol or use

instructions of the Equipment manufacturer.

2.16 V sulade so Specifikaciami, uvedenymi v Protokole, | 2.16 In accordance with the specifications set forth in the

Zmluvni partneri respekiive Skusajlci je povinny Protocol, Contract Partners respectively the Investigator
zhromazdoval a ukladat U(daje do elektronickych shall collect and enter data into the — electronic or paper
alebo  papierovych  zaznamovych  formularov - case report forms (hereinafter referred to as “CRFs")
ucastnika (dalej len ,CRF") do 7 kalendarnych dni od within 7 calendar days of generating the data. CRFs that
vytvorenia udajov. CRF obsahujlice neziaduce include adverse evenis to be reported as per point 2.11
udalosti, ktoré sa hlasia podla bodu 2.11 afalebo and/or information as per point 2.13 need to be provided
informacie podfa bodu 2.13, musia byt zadané promptly, but no later than within 24 hours of obtaining
bezodkladne, najneskor viak do 24 hodin od ziskania this information. The CRFs and any documentation
takejto informacie. Skusajici (alebo povereny Clen required by the Protocol shall regularly be forwarded to

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
SK 29MAY2023

Oi_Lol.a 7 - AN



2024_SK_CO_70526

timu  ski$ania) bude pravidelne predkladat Bayer by the Investigator (or authorized Study Team
spolo¢nosti Bayer CRF-y a vsetku dokumentaciu Member) in order to enable Bayer to process the data or
vyzadovanu Protokolom, aby spoloénost Bayer mohla have it processed on a continucus basis. In case of
Udaje priamo alebo prostrednictvom iného subjektu delays of data entry Bayer has the right by giving written
nepretrzite spracovavat. V pripade omeskania notice to [nvestigator to stop enrolment by the
s vkladanim udajov spolo¢nost Bayer méa pravo, na Investigator until data entry is up to date. If this results in
zaklade pisomného  oznamenia  doru¢eného delays in trial subject recruitment, Bayer shall have the
Skasajucemu, zastavit zaradovanie G&astnikov rights set forth in Section 12.4 of the Agreement
Skugania Skdsajucim az do doby, ked je vkladanie Promptly after the treatment of the last trial subject, all
Udajov aktualizované. Ak tote bude mat' za nasledok outstanding CRF entries shall be completed and CRFs,
omeskanie v zaradovani Gcastnikov Sklsania, refated documentation as well as unused paper CRFs, if
spolo¢nosti Bayer patria prava stanovené v bode 12.4 applicable, shall be forwarded to Bayer or destroyed
Zmluvy. Bezodkladne po lietbe posledného upon Bayer's request. In case electronic CRFs are used
z UGastnikov Skddania, musi byt dokonéené viozenie in the Study, Bayer will provide access to electronic
vsetkych zostavajucich informacii do CRF-u, a CRF- CRFs to the Investigator. Furthermore, Bayer will provide
y, suvisiaca dokumentacia ako aj nepouzité CRF the final patient electronic CRFs (End of Study PDFs) to
v papierovej podobe, sa odo8ll spolocnosti Bayer the Investigator on digital data media (e.g. CDs, USB
alebo na zaklade poziadania zo strany spolo¢nosti memory sticks) and the Investigator shall confirm that
Bayer sa zni¢ia. Ak sa v SkuSani pouzivajl data is readable. It is Investigators’ responsibility to verify
elektronické zaznamoveé formulare Ucastnika (CRF), the completeness and correctness of the End of Study
Bayer poskytne pristup do CRF Skusajlicemu. PDFs according to instructions provided by Bayer.
NavySe, Bayer poskytne finalne elektronické Contract Partners shall ensure that such data is archived
zaznamoveé formulare pacienta (End of Study PDFs) according to local laws, rules, regulations this Agreement
Skdsajucemu na digitdlnom médiu (napr. kompaktny and made available for future audits/inspections.
disk, pamatové médium USB) a Skusajlci po ziskan! Investigator agrees {o assist in the prompt clarification of
potvrdf Citatelnost’ vyssie spomenutych End of Study any queries related to CRF data and shall attend to and
PDFs. Povinnostou Skusajuceho je overit Gplnost respond to such queries promptly, but no later than
findlneho End of Study PDFs podla indtrukcil within 5 (five) business days. If necessary, shorter
poskytnutych spolocnostou Bayer. Zmluvnf partneri response times may be requested by Bayer,
sa zavazuju zabezpecit, Ze udaje budl archivované Furthermore Investigator shall reasonably assist in the
vsilade s prislugnymi zakonmi, predpismi preparation of the overall Study report upon Bayer's
a nariadeniami, tieZ touto Zmluvou a budu k dispozicii request. If applicable, Investigatar shall in addition to the
pre budtce inSpekcie a audity. Skusajuci sa zavéazuje documentation specified above, provide toc Bayer
poskytovat' stcinnost pri pohotovom objasiiovant samples from participant and associated clinical data for
akychkofvek otazok tykajucich sa udajov v CRF a the purposes described in the Protocol in accordance
venovat sa tymto otdazkam a odpovedat na ne with the specifications set forth therein (hereinafter
bezodkladne, najneskér véak v lehote 5 (pat) referred to as "Trial Subject Sets”), whereby the samples
pracovnych dni. Ak to bude nevyhnutng modze faken must not be labelled with the personal details of
spolo¢nost Bayer pozadovat odpoved aj v kratSom the participants, but only with pseudonymised data. The
tasovom useku. Okrem toho Sku3ajuci na ziadost costs for shipping of Trial Subjects Sets to the location
spolo€nosti Bayer poskytne primerant sucinnost pri specified by Bayer will be borne by Bayer as set forth in
priprave celkovej spravy o Skusani. Skusajuci dalej the Protocol, including the cost of procuring any
spolu s dokumentaciou uvedenou vysSie poskythe necessary permits for shipping.

spolocnosti  Bayer prisludné odobraté vzorky

ucastnikov Skisania a slvisiace kiinické udaje pre

naplnenie uéelu popisaného v Protokole v slilade so

Specifikaciami v flom uvedenymi (dalej len “Vzorky

ucastnikov Skusania”) pric¢om odobraté vzorky nesmu

byt oznaéené osobnymi tdajmi U&astnikov Skusania,

ale len pseudonymizovanym u(dajom. Naklady na

prepravu Vzoriek (casthikov Skusania do miesta

uréeného spoloénostou Bayer ponesie spolocnost

Bayer, tak ako je uvedené v Protokole, vratane

nakladov vynaloZenych na zaobstaranie akychkolvek

potrebnych povoleni pre prepravu,

217 Zmluvnl partneri uchovaju v3etku a akukolvek | 2.17  Contract Partners shall retain all Study documents
dokumentéciu suvisiacu so Sku3anim pocas dihsej z for the longer of the two following periods, 1/ 25 (twenty-
nasledujucich dvoch lehdt: 1/ 25 (dvadsatpat) rokov five) years as of end of Study, or 2/ any longer period of
po skon&eni Skusania alebo 27 akejkolvek dihgej doby documentation retention mandated by any applicable
B laws, rules or regulations.

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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pre archivaciu dokumentacie stanovenej prislugnymi
pravnymi predpismi a uznanymi pravidlami.

Zmluvni partneri zabezpe€ia, Ze dokumentacia
SkiuSania bude bezpecne uchovavana vhodnym
spdsobom a na vhodnom mieste. Centrum je povinné
viest zaznamy o mieste, kde je dokumentacia
SkiSania uchovavana a zabezpecit, Ze bude
pohotovo k dispozicii na Zziadost monitorujucej osoby,
etickej komisie, auditora alebo prislusnych Uradov.

Zdravotna dokumentacia Ugastnikov Skusania, ako aj
dalsia dokumentacia obsahujuca osobné Udaje
UCastnikov Skiusania bude v pripade, ak tak bude
pozadovat pravna Uprava, archivovana v Centre a to
v lehotach uvedenych v prvom odseku tohto bodu.
Zmluvni partneri su okrem iného povinni zabezpecit
najmenej po dobu 25 rokov od skonéenia Skusania
uchovavanie  zoznamu identifikaénych  kddov
U¢astnikov.

Zmluvni partneri su po celt dobu trvania Zmluvy ako
aj po jej ukoncen! povinnf dodrZiavat' vSetky pravne
predpisy a uznané pravidla tykajlce sa uchovavania
a archivacie dokumentacie akokolvek slvisiace] so
SkaSanim a pravne predpisy upravujuce ochranu
osobnych Udajov, najma Nariadenie Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila 2016 o
ochrane fyzickych oséb pri spracdvani osobnych
tdajov a o valnom pohybe takychto Udajov, ktorym sa
zruSuje smernica 95/46/ES (dalej len ,nariadenie
GDPR").

V pripade rozporov ustanoveni iejto Zmluvy s
kogentnymi ustanoveniami prislusnych pravnych
predpisov maju pravne predpisy vzdy prednost’ (ak
vyZzaduja splnenie prisnejdich podmienok ako
Zmluva) a zmluvné strany sa nimi musia bezvyhradne
riadit' a to aj vo vztahu k uréeniu doby a spdscbu
uchovavania a archivacie vsetkych dokumentov
tykajlcich sa Skasania.

Odvolanie sa na znenie tejto Zmluvy zmluvné strany
nijako nezbavuje zodpovednosti za nespravnu
archivaciu a uchovavanie dokumentacie stvisiacej so
Skusanim podla tejto Zmluyy.

Centrum je povinné informovat Bayer v pripade, Ze
planuje skladovat dokumentaciu suUvisiacu so
Skuasanim mimo svojich priestorav. Po uplynuti doby
archivacie nie je Centrum opravnené znicit' Ziadnu
dokumentaciu SkiUSania bez sihlasu spolonosti
Bayer, a na Ziadost spoloénosti Bayer je povinné
odovzdat’ dokumentaciu Skusania spolo¢nosti Bayer
alebo osobe ur¢enej spoloénostou Bayer v rozsahu, v
akom to dovolfuji pravne predpisy. Centrum je
povinné informovat spoloénost Bayer o vsetkych
zmenach v zdrojovej dokumentacii (napr. o zavedeni
&i vyraden{ systemu elekironickych zaznamov).

V pripade, ze Zmluvny partner pouziva elektronické
systémy na zhromaZdovanie, uchovavanie alebo
archivaciu informacii alebo Udajov tykajucich sa

218
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Contract Partners undertake to secure that the Study
documentation shall be retained securely in an
appropriate location and manner. Center shall keep
record of the place where the Study documentation is
stored to ensure that it is readily available upon
monitor's, EC's, auditor's or authorities’ request.

The healthcare records of the trial subjects and other
documentation containing personal data of trial subjects
will be archived in the Center for periods defined in the
first paragraph, if required by applicable legal regulation.
In addition to other duties Contract partners are obliged
to ensure that the list of identification codes of the trial
subjects is kept for at least 25 years after the end of the
¢linical trial.

The Contract Partners are obliged throughout the
duration of the Agreement as well as after its termination
to adhere to all applicable laws and regulations regarding
the preservation and archiving of documentation related
to the Study and laws related to personal data protection
in particular Regulation 2016/679 of the European
Parliament and of the Council from 27 April 2016 on the
Protection of natural persons with regard to the
processing of personal data and on the free movement
of such data and repealing Directive 95/46/EC (further as
"GDPR™).

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

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

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

In the event, Contract Partner uses -electronic
systems for the collection, maintenance or archiving of
Study related information or data, such electronic

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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2.19

Skusania, musia tieto elektronické systemy spifiat |

poZiadavky stanovené v medzinarodnych normach a
poziadavkach prisludnych autorit na pouZivanie
potitaCovych systémov avedenie elektronickych
zaznamov, kioré sa vztahuja na klinické skusania,
najmé (ale nie vylucne) v Usmerneni FDA 21 CRF
cast’ 11 a Usmerneni EMA o pouzivani pocitacovych
systémov a elektronickych zaznamov v Klinickych
skusaniach. Ak takyto sulad Zmluvny partner neméze
zabezpelit alalebo preukazat, Zmiuvny partner
vytvori a archivuje overené (papierové) kdpie tychto
elektronickych zaznamov na (¢ely vykonavania
Sku3ania. PoZiadavky dohodnuté vtomto bode sa
neuplatfiuju na elektronicky systém, v ktorom Zmluvni
partneri vedld zdravotnti dokumentaciu ucastnika
Skusania.

Zmluvni partnert sU si vedomi, Ze spolotnost Bayer
alebo jej menom tretia osoba st povinni starostlivo
manitorovatl’ vykondvanie Skusania a pravideine
navstevovat Centrum. V priebehu Skasania a po jeho
ukonéeni,

(i} si spolo¢nost Bayer vyhradzuje pravo, na
zaklade predchadzajiiceho oznamenia,
uskutocnovat audit zaznamov Centra, vratane
akejkolvek akaZde] dalSe] dokumentacie a
zariadeni, kioré sa tykaju afalebo suvisia so
Sklsanim, a zaroven

(i) st Zmiuvni partneri povinni umozZnit' pripadné
kontroly zo strany prislusnych regulaénych tradov.

2.19
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systems must comply with the requirements as set forth
in international standards and requirements of
Governmental Agencies on the use of computerized
systems and electronic records as applicable to clinical
trials, in particular but not limited to FDA 21 CRF Part 11
and EMA Guidance on the use of computerized systems
and electronic records in dlinical trials. If such
compliance cannot be ensured and/or demonstrated by
Contract Partner, Contract Partner shall generate and
archive certified (paper) copies of those electronic
records for the conduct of the Study. The requirements
agreed in this point do not apply to the electronic system
in which the Contract Parthers keep the medical
documentation of the trial subjects.

Contract Partners are aware that Bayer or a third
party on behalf of Bayer is monitoring the conduct of the
Study closely and is visiting the Center on a regular
basis. During and after the Study.

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

(iiy Contract Partners shall allow any inspections by
responsible authorities. Contract Partners shall

Zmluvni  partneri  bezodkladne  informuju promptly inform Bayer about any inspection and
spolocnost Bayer o akejkolvek kontrole alalebo the intent to conduct an inspection and Contract
zamere (oznameni} vykonat kontrolu v Partners shall allow Bayer to be present. Prior to

budlcnosti, a zarovei Zmluvni partneri umocznia
spolo¢nosti Bayer zdc¢astnit' sa tejto kontroly. Pred
odoslanim odpovede na akékofvek pripadné
zistenia kontroly v zmysle vy$sie uvedeného, su
Zmluvni partneri povinni umoZnit spolo¢nosti
Bayer prehodnotit a revidoval tito odpoved
a zaroven Zmluvni partneri bud( bez naroku na
extra odmenu primerane podporovat’ monitorov,
auditorov a inSpektorov, vratane avsak nielen,
poskytnutim pristupu k zariadeniam a k udajom
podla potreby a Zmluvni partneri zarovefi prijmu
akékolvek primerané opatrenia, poZadované k
odstraneniu nedostatkov, zaznamenanych pocas
monitorovania, auditu alebo kontroly. Na Ziadost
spolocnosti Bayer je Skusajuci povinny byt
kK dispozicii pre osobnu diskusiu a zarovefi

(ii) Centrum vsulade so zasadami spravnej
klinickej praxe a platnou legislativou SR umozni
spolocnosti Bayer anou poverenym osobam
pristup ku zdrojovej dokumentacii Sku3ania,
vratane pristupu do zdravotnej dokumentacie
Ucastnikov Skusania ato za uéelom overenia
uplnosti udajov a stladu zéznamov s Protokolom
skudania. Toto opravnenie zahfiia aj mozZnost

kontroly stladu medzi tlaéenymi zaznamami a ich

responding tc 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

(i) Center, in accordance with the principles of
good clinical practice and current Slovak
legislation is obliged to allow Bayer and third
person authorized by Bayer the access to the
essential documents of clinical trial including
access to health care records of trial subjects for
the purpose of verifying the completeness of data
and the compliance of the records with the
Protocol. This entitlement also includes the |

CI/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical frial (based on Bayer Organized generic V 4.1, May 2023)
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elektronickym vyhotovenim (spot checks). Za tym
tc¢elom Skusajuci zabezpeti splnenie vsetkych
podmienok a suhlasov od U€astnikov Skusania
pre pristup k zdrojovej dokumentacii a zdravotnej
dokumentacii  u€astnikov  Skusania v stlade
s platnou legisiativou SR.

Zmluvni partneri nesmil vyuzivat' sluzby, bez ohladu
na ich objem, Ziadnej osoby, kiora bola vylicena,
kiorej bolo opravnenie poskytovat tieto sluzby
odobraté, kiora je vedena na zozname neZiaducich
0s0b, je jej zakazana Cinnost alebo je objektom
vysetrovania zo strany Statneho organu alebo jej hrozi
vysetrovanie regulaéného organu pre vylucenie,
odobratie opravnenia, zaradenie na zoznam
neZiaducich ostb alebo akékolvek iné podobné
regulaéné opatrenie v ramci ktoréhokolvek pravneho
poriadku na svete. Zmluvni partneri dalej vyhlasujl a
zaru€uju, Ze ani oni a nemaji vedomost o tom, Ze ani
ich zamestnanci, agenti & zastupcovia, ktori sa
zU&astiuji vykonavania Skusania, neboli vyluéeni,
nebolo im odobraté opravnenie, neboli uvedeni na
zoznam neziaducich as6b alebo im nebola zakazana
¢innocst' rozhodnutim regulaéného arganu, ani podla
ich najlep&ieho vedomia v suc¢asnej dobe neprebieha
Ziadne konanie tykajice sa takého vylugenia,
odobratia opravnenia, uvedenia na zoznam
neziaducich osob. Zmluvni partneri budl v priebehu
Skadania ihned informovat spolocnost Bayer, ak
bude zacaté také konanie o vyluceni, odobrati
opravnenia, uvedenia na zoznam neziaducich oséb a
zakaze v suvislosti s vykonavanim &innosti, ktoré su
predmetom Skisania, vo vztahu ku Skusajucemu,

Centru ¢ jeho zamestnancovi, agentovi alebo
zastupcovi, ktori sa zu&astiujl vykonavania
Skusania.

V pripade, Ze Skusajuci prestane vykonavat svoje
povolanie v Centre, Centrum je povinné o tejto
skutoénosti informovat spoloénost Bayer
bezodkladne po tom, ¢o sa o tom dozvie, a stic¢asne
navrhnut' riadne kvalifikovan osobu ako nového
Skdsajuceho. Spolo¢nost Bayer ma pravo vzniest
namietky voc&i tomuto nahradeniu. Centrum nesmie
zaradit nového Sku3ajiceho do Skuiania predtym
ako sa novy SkOSajuci oboznami azaviaze sa
dodrZiavat podmienky tejto Zmluvy vo forme Dodatku
k tejto zmluve. Ak Centrum a spolo€nost' Bayer nie su
schopni dohodnut’ sa na osobe nového Skasajuceho
alebo ak novy Skusajlci nie je ochotny zaviazat sa
k podmienkam stanovenym  touto  Zmluvou,
spoloénost' Bayer je opravnena ukonéit' tito Zmluvu
v stlade s bodom 12.5.

Zmluyni partneri umoznia zmluvnym klinickym
vyskumnym organizaciam, zmluvne zabezpetenym
spoloénostou Bayer alebo ktoroukofvek
z Prepojenych os6b, aby v mene spolo¢nosti Bayer
vykonavali afalebo uplatiovali ktorékolvek z prav a

2024_SK_CO_70526
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Contract Partners shall not use in any capacity the
services of anyone debarred, disqualified, blacklisted or
banned or under investigation or threat of investigations
by regulatory authority for debarment, disqualification,
blacklisting or any similar regulatory action in any
jurisdiction anywhere in the world. Furthermore, Contract
Partners represent and warrant that neither them and
hased on their knowledge nor their employees, agents or
representatives involved in the performance of the
Study, have been debarred, disqualified, blacklisted or
banned by regulatory authority, nor that they are
currently, to the best of its knowledge, the subject of such
a debarment, disqualification, blacklisting or banning
proceeding. During the term of this Agreement, Contract
Partners shall promptly notify Bayer, that themselves or
any of their employees, agents or representatives
involved in the performance of the Study become subject
of such debarment, disqualification, blackiisting or
banning proceeding.

In the event that the Investigator resigns from his job
at the Center, Center shall promptly provide a written
notice to Bayer upon gaining knowledge thereof and
shall propose a duly qualified person acting as new
investigator. Bayer shall have the right to object to such
replacement.
investigator in the Study unless the new investigator has
read and acknowledged the terms and conditions of this
Agreement in the form of Addendum to this Contract. If
Center and Bayer are unable to agree on a new
investigator or if the new investigator is unwilling to
acknowledge
Agreement, Bayer shall be entitled to terminate this
Agreement in accordance with Section 12.5.

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

possibility of checking the compliance between
printed documents and its electronic versions {spot
checks). For this purpose, Investigator will ensure
compliance with all conditions and approvals from
trial subjects for access to the source
documentation and healthcare records of the trial
subjects in compliance with current Slovak
legislation.

Center shall not involve the new

the terms and conditions of this
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povinnosti spolocnosti Bayer na zaklade tejto Zmluvy

a budu spolupracovat s tymito klinickymi vyskumnymi

organizaciami.
223 Vpripadoch, ked je Skasajuci &lenom prislusnej
etickej komisie alebo podobného organu, kiory je
opravneny rozhodovat' o zalezitostiach tykajlcich sa
Skusania, Sku3ajuci je povinny  informovat
spolognost Bayer o tejto skutoCnosti a nebude
vykonavat svoje hlasovacie pravo vo vziahu ku
Skusaniu,
2.24 Skasajuci je povinny zaistit riadne a kompletné
vyplnenie a oznacenie pisomnej Ziadosti (Ziadanky)
na potrebné vySetrenia, ktoré budl realizované
v Centre alebo mimo Centra, u tretieho subjektu — ak
sa dané vysetrenie v Centre nevykonava. Ziadanka
musi byt oznadena nasledovne: BAYER/C.
protokolu/centrum/skasajuci. V pripade nekompletne
vyplnenych Ziadaniek, ak Centrum alebo treti subjekt
upozorni Skusajaceho pripadne prislusnu kontakint
osobu zo strany Bayer, na potrebu tipravy, ktor(i ak
Skugajtici na zaklade vy§sie uvedeného upozornenia
nevykona bezodkladne po doruéeni vyzvy k Uprave,
tak Sku3ajlci zodpoveda za vzniknuté nedostatky.

Cl. 3 - Povinnosti Bayer

3.1 Kontaktnymi osobami spolognosti Bayer vo vztahu ku
Skasaniu su:

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

2.24  Investigator shall ensure the proper and complete fill
up and labelling of the written request (Request) for the
necessary Examination that will be realized by Center or
outside the Center in external laboratory — when such
testing in not careied out by Center. The Request shall
be marked as follows: Bayer/Protoco!
No./Center/investigator. In the case of uncompleted
filling up of Requests, if Center or external laboratory
notify the Investigator, respectively the appropriate
Bayer contact person for the necessary adjustments,
which if Investigator fails to execute (correct)
immediately after the reception of request for
adjustment, then the Investigator is responsible for the |
deficiency.

Art. 3 — Responsibilities of Bayer

3.1 Contact persons regarding the Study at Bayer are:

Cou
Tel.:

Email:
alebo kiorékolvek daldie osoby oznamené Skusajucemu/or any other persons netified to the Investigator.

LIM)

O pripadnych zmenach kontaktnych oséb spoloénosti

Bayer bude Centrum informované pisomne.
3.2 Spolocnost Bayer bude vykonavat a dokumentovat
Skusanie v prisnom sulade s (@) Protokolom; (b)
podmienkami tejto Zmiuvy a (¢} v sulade s prislusnymi
véeobecne zavaznymi pravaymi predpismi, prikazmi
a usmerneniami  kompetentnych organov, etickymi
zasadami, tak ako su tieto predpisy a usmernenia
Specifikované v bode 2.1 Zmluvy.

3.3 Spolo¢nost Bayer poskytne Zmluvnym partnerom
Skusany liek, Vybavenie, nevyhnutné vzory
zaznamovych formulérov ucastnika CRF, poirebné
vzor(y) informovaného suhlasu a dalSie informacie
vyzadované pre vykonavanie Skusania, napr. Prirucka
skusajuceho, Dokumentacia o lieku, a Suhrn
charakteristickych vlastnosti lieku, v platnom zneni.

Spolo¢nost Bayer oznami Skusajlicemu prislusné nové
informacie o bezpetnosti tykajice sa Skiganého lieku
v primeranej lehote.

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

3.2 Bayer shall perform and document the Study in strict
accordance with a) the Protocol; and (b) the terms and
conditions of this Agreement; and (¢) in accordance with
the relevant generally binding legal regulations, orders
and guidelines of competent authorities, ethical
principles, as these regulations and guidelines are
specified in point 2.1 of the Agreement.

3.3 Bayer shall provide to Contract Partners the Study Drug,
the Equipment, the necessary Case Report Form
templates, template(s) of informed consent and other
information required for the performance of the Study, for
example Investigator's Brochure, Product Monograph
and Summary of Product Characteristics, as applicable.

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

CliA1b Agreement between Bayer, Center and Investigator for the parformance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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3.4 Bayer vyvinie prostrednictvom monitaorujlicej oscby
maximalne Usilie, aby Skasajici zaistil riadne a
kompletné vyplnenie a oznacenie pisomnej Ziadosti
{ziadanky) na potrebné vysSetrenia tak, ako mu tato
povinnost vyplyva z bodu 2.24 Zmluvy.

3.5 Spolognost Bayer sa zavazuje ziskat vSetky povolenia
regulacnych organov a prislusnej EK KS nevyhnutné pre
vykonavanie SkUSania a urobit prisludné oznamenia
vogi prislusnym organom, ibaZe to je povinnostou
Zmluvnych partnerov podrfa €l. 2 tejto Zmliuvy.

CL 4 - Platby
4.1 Spolotnost Bayer vyhlasuje, Ze zaplati Zmluvnym
partnerom a Clenom timu Skusania za riadne vykonané
¢innosti na zaklade tejto Zmluvy vratane prevodu prav
podla &lanku 5 Zmluvy odmenu vo vyske, spdsobom a
za podmienok dohodnutych dalej vtomto é&lanku
Zmluvy, ako aj vjej Prilohe &€ 1a (plnenia pre
Centrum), v Prilohe 1b (plnenia pre Skusajuceho)
a v stlade s podmienkami upravenymi v podpisanych
Zavazkach Clena timu skasania.
4.2 Zmluvni partneri ako ani Clenovia timu ska$ania nemajd
narok na Ziadnu int platbu okrem tych, kioré st uvedené
v tejto Zmluve a jej Prilohach, ibaZe ju vopred pisomne
schvdli spolocnost' Bayer. Platby dohodnuté podia fejto
Zmluvy ajej priloh obsahuja aj celkovi odmenu za
archivaciu a uskladnenie dokumentécie vzmysle tejto
Zmluvy a pravnych predpisov.

4.3 Véetky platby v prospech Centra st splatné v lehote 30
(tridsat} dni od prijatia zodpovedajuceho darového
dokladu (faktary) majuceho vSetky nalezitosti podla
prisludnych pravnych predpisov upravujicich dan
z pridanej hodnoty, a to v prospech nasledujluceho
bankového uétu Centra:

- — - —

IBAN Cislo Gétu/Account No.:

Vsetky platby v prospech Skuajlceho a Clenov timu
Skusania, ktorych podpisany Zavazok Clena timu
skusania bol doru¢eny spolo¢nosti Bayer, st splatné
vlehote 60 (Sestdesiat) dni odo dha odsuhlasenia
prehladu vykonanych u(konov SkuSajucim a osobou
CLM. Pri odsuhlasovani sthrnu vykonanych (konov
postupuji Bayer a Sku$ajlci primerane podla pravidiel
uvedenych v bode 4.4. Dfiom vzajomného odsuhlasenia
je ten den, vkitorom sa vzmysle bodu 4.4 suhrn
povazuje za findlny. Skasajuci a dalsi Clenovia timu
skuSania nevystavuja faktiru, pokial sa Bayer
a Skusajuci afalebo daldi Clenovia timu skasania
nedohodntl inak. Skisajuci adalsi Clenovia timu
sku$ania, ktorym je uhradzana odmena, nesl
zodpovednost za uhradenie véetkych dani, & dalSich
plneni voc¢i Statnym Uradom, zdravotnej poistovni
v stvislosti s plathami na zaklade tejto Zmluvy asi
povinni nahradit spolo¢nosti Bayer vSetky dodatoéné

SK54 8180 0000 0070 0028 1238

3.4 Bayer shall make through monitoring person every effort
that Investigator could ensure the proper and complete
fill up and labelling of the written request (Request) for
the necessary examination, as Investigator has such
obligation defined in point 2.24 of the Agreement.

3.5 Bayer undertakes to obtain any and all approvals of

regulatory authorities and relevant ECCT necessary for

the performance of the Study and shall provide
necessary notifications to the relevant authorities unless
this is the responsibility of Contract Partners pursuant to

Section 2 hereof.

Art. 4 — Payments
4.1 In consideration of the proper performance of the Study
and transfer of rights under Art. 5 of the agreement,
Bayer agrees to pay to Contract partners and Study
Team Members/ the remuneration in the amount, by
means and under the terms agreed by the parties below
herein and in Appendix 1a (payment for Center),
Appendix 1b (payment for Investigator) and in
accordance with conditions set forth in the signed
Commitment of Study Team Member.

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

4.3 All payments to Center will be made within 30 (tridsat)
days after receipt of invoice which meets all
requirements according to applicable legal VAT rules, to
the following account of Center:

All payments to Investigator and Study Team Members
whos signed Commitment of Study Team Member was
delivered to Bayer will be made within 60 (sixty) days
after the confirmation of the summary of Study activities
by Investigator and CLM. When agreeing the summary
of Study activities, Bayer and Investigator proceed
appropriately according to the rules stated in point 4.4.
The day of mutual confirmation is the day on which, in
accordance with point 4.4, the summary is considered to
be final. Investigator and other Study Team Members do
not issue an invoice unless Bayer and Investigator
and/or Study Team Members agree otherwise. The
Investigator and other Study Team Members who
receive payments are respensible for the payment of all
taxes or other benefits to the health authorities, the
health insurance company in connection with payments
under this Agreement. The Investigator and Study Team
Members shall reimburse Bayer for any additional costs

CI/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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4.4 Faktary musia byt

naklady, ktoré by jej vznikli z titulu povinnosti uhradit za
Skugajticeho afalebo Clenov timu ski$ania akékolvek
dane, poplatky ¢i iné plnenia majlce priamy alebo
nepriamy suvis odmenou uhradzanou Skusajicemu
alalebo Clenom Timu skisania na zaklade tejto Zmiuvy.

Odmena za vykon &innosti Clena timu ska&ania, ktory
nepodpisal Zavazok Clena timu ska$ania, alebo ktorého
podpisany Zavazok nebol doru¢eny spolo¢nosti Bayer,
je sucastou odmeny Skisajuceho aten zodpoveda za
jej odovzdanie danému Clenovi timu sku3ania, ako aj za
splnenie povinnosti uvedenych vyssie. Skusajuci je
povinny splnit' oznamovaciu povinnost upravenu v bode
4.9 Zmluvy.

zasielané spolo¢nosti  Bayer
elektronicky na adresu sk.invoice@bayer.com alebo
postou na tuto adresu:

4.4 |nvoices shall

2024 SK_CO_70526

incurred by Bayer as a result of its obligation to
reimburse on behalf of the Investigator and/or Study
Team Members any taxes, fees ar other benefits directly

or indirectly related to the Remuneration paid to the |

Investigator and/or Study Team Members under this
Agreement.

The payment for the performance of the activities of the
Study Team Member who did not sign the Commitment
of Study Team Member, or whose signed Commitment
was not delivered to Bayer, is part of the payment of the
Investigator, and Investigator is responsible for its
transfer to the Study Team Member, as well as for the
fulfilment of the obligations mentioned above. The
Investigator is obliged to fulfill the reporting abligation
stipulated in point 4.9 of the Agreement.

be sent to Bayer electronically to
sk.invoice@bayer.com or by post to the following
address:

Oddelenie kiinickych skasan{
Bayer, spol. s r.o.
KaradziCova 2

811 09 Bratislava

Slovenska Republika

Fakturagnym obdobim je kalendarny sturtrok (dalej ako
Jfakturagéné obdobie®). Po uplynuti vysSie uvedeného
fakturaéného  obdobia osoba CLM  poversna
spoloénost'ou Bayer pripravi stthrn mnozstva, druhu a im
zodpovedajuce hodnoty jednotlivych ukonov
vykonavanych Skusajicim, Lekarmi timu Skisania
alalebo ostatnymi Cienmi timu Skasania, kioré maju byt
podla tejto Zmluvy spoloénostou Bayer uhradené za
dané fakturacné obdobie (dalej aj ako ,sthrn*), pricom
suhrn bude obsahovat' aj Cislo objednavky. Suhrn posle
cLM emailova adresu |GGG -
klinicke.skusanie@fnti.sk. Suhrn nie je udtovnym
dokladom aani nepredstavuje uznanie zavazku
spolo€nosti Bayer na Ghradu sumy tam uvedenej.
Centrum ma moznost’ v lehote 30 dni podat’ pisomné
oddvodnené namietky k sthrnu (e-mailom na adresu
CLM). Po uplynuti lehoty 30 dni od doruéenia sthrnu
Centru, ako aj v pripade, ze Centrum nema k sthrnu
ziadne namietky (napr. ak na zaklade neho vystavi
faktary), sa sthrn povazuje za finalny. V pripade, ze
Centrum v dohodnutej lehote doruci spoloénosti Bayer
svoje odbvodnené namietky, spolo¢nost Bayer tieto
vyhodnoti a po ich pripadnom uznhani posle Centru novy
sthrn, alebc spolo¢nost Bayer namietky zamietne.
Dorugenim nového sthrnu méa Centrum lehotu 15 dni na
pedanie namietok proti novému suhru.  V pripade
opatovneéhe zamietnutia namietok, alebo uznania
namietok sa za finalny suhrn bude povaZovat' pisomné
oznamenie spolotnosti Bayer otom, ako sa
s namietkami Centra vysporiadala. Centrum je povinné
vystavit faktGru do 30 dni od doru€enia suhrnu,
najneskér vdak do 15 dnl odo dfia, kedy sa suhrn
povazuje za findlny po realizacii rozhodovania o

Billing period is calendar quarter (hereinafter as ,billing
period"). After the lapse of the above invoicing period,
responsible CLM delegated by Bayer will prepare a
summary of the quantity, type and the corresponding
values of individual actions performed by the
tnvestigator, Doctors and/or other members of the Study
Team to be paid by Bayer hereunder in the given billing
period (the “summary”), and the summary shall also
contain the purchase order number. CLM shall send the
summa to the Center's e-mail address

and
klinicke.skusanie@fntt.sk. The summary is nof an
accounting document and does not constifute an
acknowledgment of Bayer's obligation to pay the amount
stated therein. The Center may raise reasonable written
objections to the summary (by e-mail to the CLM's
address) within 30 days. Afier the 30-day time period
after delivery of the summary to the Center or if the
Center raises no objections to the summary (e.g. if the
Center issues an invoice based on the summary), the
summary shall be considered to be final. If the Center
delivers reasonable objections to Bayer in the agreed
time period, Bayer shall review the same and send a new
summary to the Center, if Bayer accepts the objections,
or reject them. Upon delivery of the new summary, the
Center shall have 15 days to raise objections to the new
summary. In the event of repeated rejection of the
objections or their acceptance, Bayer's written
notification of the resolution concerning the Center's
objections shall be deemed to be the final summary. The
Center is abliged to issue an invoice within 30 days of
delivery of the summary, but no later than in 15 days of
the day when the summary is found final after the

ClfA1b Agreement between Bayer, Center and Investigator for the perfoarmance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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[ namietkach. Faktira musi obsahovat sumu podla
finalneho suhrnu a dislo objednavky uvedenej na
finalnom suhrne. Faktira sudasne musi spliiat ostatné
poZiadavky podla tejto Zmluvy. Vystavenim faktiry
Centrum potvrdzuje, Ze suhrn je spravny a predsfavuje
vyCislenie vSetkych opravnenych platieb za vsetky
ukony, na ktoré ma Centrum za dane fakturaéné obdobie
narok.

Pokial pri priprave sthrnu déjde zo strany spolo¢nosti
Bayer komylu pri vyéisleni platieb av suhrne bude
uvedena vyssia suma ako suma, na ktora by Centrum
malo mat narok, pricom zmluvné strany si tento omy!
nevS§imni a Centrum vystavi na zdaklade takéhoto
(finalneho) sthrnu faktaru, ma Bayer pravo po dokazani,
Coho sa omyl tykal, na zaklade dohody s Centrom (sta&i
prostrednictvem e-mailu) o tito sumu ponizit sumu
suhrnu za dalSie fakiuratné obdobie. Tento postup sa
primerane pouZije aj v pripade, ak Centrum proti stihrnu
poda namietky, ktoré Bayer uznd, pricom sa neskor
ukaZe to, ze namietky Centra boli z ¢asti alebo Uplne
neoddvodnené.

V pripade omeskania Centra s vystavenim a odoslanim
faktiry podla podmienok uvedenych v tejto Zmiuve, ma
spolocnost Bayer pravo uplatnit administrativny poplatok
vo vyske 50 Eur. Administrativny poplatok podfa tohto
ustanovenia nema vplyv na nahradu s$kody spolo&nosti
Bayer.

Pre vystavenie a odoslanie poslednej faktiry v Skusani
(faktdry vystavovanej podla suhrnu vyhotovengho po
splneni zavereénych aktivit aobdrZzani sulvisiacej
dokumentécie spolo¢nostou Bayer preukazujicej detaily
o tom, Ze sa zaverecné aktivity ukongili) plati, Ze ak tato
nie je riadne vystavena a odoslana spolo¢nosti Bayer ani
v lehote 3 mesiacov od dorudenia findlneho suhrnu
Centru, Bayer pripomenie Centru potrebu vystavenia a
odoslania poslednej faktury. Ak Cenfrum nevystavi
a neodosle poslednu faktdru vlehote 60 dni od
pripomenutia Bayerom (nie vS8ak neskér ako pred
uplynutim 3 mesiacov od dorucenia finalneho sthrnu
Centru), Centrum nema pravo na odmenu uvedenu
vtomto poslednom finalnom slUhrne av pripade, zZe
Centrum po tejto lehote faktiru vystavi a doruci
spolo¢nosti Bayer, Centrum sa vzdava naroku na
zaplatenie uvedene] odmeny a spolocnost Bayer nema
povinnost” fakturu uhradit anemusi otom Centrum
osobitne upovedomit’.

4.5 Na Ziadost spolo¢nosti Bayer Zmluvni partneri, okrem
vy§Sie uvedenych povinnostl, odsuhlasia spolo¢nost'ou
Bayer predloZeny detailny prehlad jednotlivych polozigk
a poskytnd stvisiacu dokumentaciu ku kazde] zaslangj
faktdre. Spolo¢nost Bayer ma pravo zadrzat' prislusnu
platbu aZ do doruéenia takej podrobnej dokumentacie.

4.6 Spolo¢nost Bayer ma, okrem vyssie uvedenych prav, aj

pravo zadrZal' primeranu &ast doposial neuhradenych {  right to withhold an appropriate part of outstanding

objections resolution procedure. The invoice shall
contain the amount corresponding to the final summary
and the purchase order number indicated in the final
summary. The invoice shall also meet other
requirements hereunder. By issuing the invoice, the
Center confirms that the summary is correct and
represents the calculation of all authorized payments for
all actions to which the Center is entitled for the given
billing period.

If, during the preparation of the summary, an error
occurs on the part of Bayer in the calculation of
payments and the summary indicates a higher amount
than the amount to which the Center should be entitled,
while the contractual parties do not notice this error and
the Center issues an invoice based on such (final)
summary, Bayer has the right upon the agreement with
the Center (e-mail communication is sufficient) to reduce
the summary amount for the next billing period by this
amount after proving what the error was about. This
procedure will also be applied appropriately if the Center
files objections to the summary that Bayer accepts, and
it later turns out that the Center's objections were
partially or completely unfounded.

If the Center fails to issue and send the invoice in the
time period and under the conditions laid down
hereunder, Bayer may charge an administrative fee of
EUR 50. The administrative fee under this provision shall
be without prejudice to the reimbursement of damages
of Bayer.

With regard to the issuance and submission of the last
invoice in the clinical study (invoice issued based on the
summary prepared upon completion of the close-cut
activities and receipt of supporting documentation
providing details that the close-out activities are
completed), if the last invoice is not duly issued and sent
to Bayer within 3 months of delivery of the final summary
to the Center, Bayer will remind the Center to issue and
send the last invoice. If the Center does not issue and
send the last invoice within 60 days of Bayer's reminder
(no later than the last day of 3 months period from
delivery of the final summary to the Center), the Center
shall not be entitled to the compensation specified in
such last final summary and if the Center issues and
delivers the invoice to Bayer after the period set forth
above, the Center waives the right to the payment of the
compensation and Bayer shall not be obligated to pay
the invoice and does not have to specifically inform the
Center thereof.

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

4.6 In addition to the rights specified above, Bayer has the
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platieb v pripade, Ze sa kedykolvek zisti, ze sluzby, ktoré

boli poskytnuté na zaklade tejto Zmluvy, nie su
poskyinuté dojednanym spbsobom. Taka ciastka
nesmie presiahnut hodnotu sluzieb, ktoré neboli riadne
poskytnuté, a bude zaplatena po odstranent prislusného
nesuladu za predpokiadu, Ze také omeSkanie
nespdsobilo, Ze tieto sluzby sa stali nepotrebnymi pre
ucely tejto Zmluvy.

4.7 Vetky giastky uvedené v tejto Zmluve a jej prilohach su
uvedené bez DPH, ak sa v konkrétnej prilohe neuvadza
inak. Odlisna aprava v prilohe ma prednost pred
dojednanim uvedenym v tomto bode. Ak niektoré platby
za sluzby Centra podliehaju DPH, spolocnost Bayer
zaplati prisludna ciastku DPH na zaklade prislu$ného
danového dokladu (faktdary), vystaveného Centrom,
ktory bude spliat vdetky nalezitosti predpisané
prisludnymi  dafiovymi  zakonmi, predpismi a
hariadeniami. Centrum nesie zodpovednost za
uhradenie v3etkych ostatnych dani v slvisiosti
s platbami Centru na zaklade tejto Zmluvy. Centrum je
povinné nahradit' spolocnosti Bayer v&etku Skodu a
naklady vzniknuté z dévodu postupu podia tohto bodu
alalebo z ddvodu rudenia spolotnosti Bayer za DPH,
ktorej platcom je Centrum.

4.8 Zmluvni partneri beri na vedomie a slhlasia, Ze
spoloCnest Bayer alebo akakolvek z jeho sesterskych
spolo¢nosti alebo Asociacia inovativneho
farmaceutického priemyslu - AIFP zverejni na suborne;
arovni akékolvek prevody hodnoty zdravoinickemu
pracovnikovi alebo zdravotnickemu zariadeniu tykajuce
sa Vyskumu alebo Vyvoja tj. (i} platieb vykonanych
spolocnostou Bayer podia tejto Zmluvy a (ii) akékolvek
naklady na ubytovanie, stravné acestovné Centra,
Skusajuceho alebo Lekarov timu skasania, ktoré
spolo&nost Bayer uhradila podla tejto Zmluvy a (iii)
akékolvek kongresové redistracné alebo ucastnicke
poplatky alebo podobne, ktoré hradila spoloénost’ Bayer
podla tejtc Zmluvy, a to anonymnym spdsobom, tj. ha
sliborngj] Urovni. Zmluvnl partneri rovnako berl na
vedomie politiku Eurépskej agentiry pre liecivé
pripravky (EMA)} tykajicu sa evidencie vyhlaseni o
vyliceni stretu zaujmov &tenov a expertov vedeckych
komisil a vyhlasuji tymto, Ze tu nie je Ziaden stret
zaujmov braniaci plneniu ich povinnosti vychadzajlcich
zo Skusania.

4.9 Zmluvni partneri berd na vedomie, Ze ak v suivislosti
s plnenim podla tejto Zmluvy poskytna zdravotnickemu
pracovnikovi  alebo  poskytovatefovi  zdravoing]
starostlivosti periazné alebo neperiazné plnenie, su
povinni spoloénosti Bayer v lehote do 30 dni od
poskyinutia penazného plnenia alebo nepenazného
pinenia oznamit v elektronickej podobe zoznam
zdravotnickych pracovnikov a poskytovatelov zdravotnej
starostlivesti, ktorym bolo penazné alebo nepenazne
plnenie poskytnuté ako aj daldie udaje, v rozsahu podla
prislugnych ustanoveni Zakona o liekoch (dalgj tiez ako
,2oznamenie"). Pokial ku poskytnutiu plnenia dojde v
mesiaci _jun, alebo december, s Zmluvni partneri

payments in case it is at any timepoint identified, that
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 properiy conducted
and will be released for payment once such non-
compliance has been cured, provided the delay has not
caused the services to have become worthless for the
purpose of this Agreement.

4.7 All agreed consideration is exclusive of Value Added Tax
(VAT), unless otherwise specified in respective
appendices. Different arrangement in appendix shall
prevail over the agreement mentioned in this point. If
VAT is legally owed by Center VAT applies and will be
invoiced additionally by Center and has to be paid by
Bayer after receipt of a correct invoice which meets all
legal requirements according to the applicable VAT laws,
rules and regulations. Any other tax with respect to the
payments under this Agreement will be borne by Center.
The Center is obliged to compensate Bayer for all |
damages and costs incurred due to the procedure
according to this point and/or due to the Bayer's liability
for VAT, of which the Center is a payer.

4.8 Contract partners are aware that Bayer or one of its :
affiliated companies or Association of Inovative
pharmaceutical industry - AIFP will publish any transfer
of value on aggregated level made to any Healthcare
Professional or Healthcare Organization relating to
Research and Development on an aggregated level will
publish any transfer of value, i.e. (i) the payments made
by Bayer under this Agreement and (ii) any costs for
accommodation, work related meals and travel of the
Center, the Principal Investigator or the Investigators
which Bayer has covered under this Agreement and (iii)
any congress registration or participation fees or alike
which Bayer has covered under this Agreement, in an
anonymized way, ie. on aggregated level. Contract
partners are also aware of the “EMA Policy of Handling
Declarations of Scientific Committees” Members and
Experts” and confirm that there is no conflict of interest
preventing the fulfilment of their Study duties.

4.9 Contract Partners acknowledge that in case the Provider
in connection with this Agreement provides financial and
in-kind benefits to the health care professionals or
providers of healthcare services the Coniract 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 and all other necessary information in
the scope of the relevant provisions of the Act on
Medicines (hereinafter the “announcement’). If the
benefits would be provided during the June or during the
December, Contract Partners are obliged to inform |
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oznamovaciu povinnost povinni spinit do 15 dni od
poskytnutia takéhoto pinenia.

Ak sa preukaze, Zze Zmluvni partneri v oznameni
poskytli spolo€nosti Bayer nepresné, nedplné alebo
nepravdivé Gdaje, st Zmluvni partneri povinni v lehote
uvedenej v pisomnej vyzve spolo¢nosti Bayer nahradit
spolocnosti Bayer vzniknutd Skodu, a to najma, nie véak
vyluéne sumu pokuty, ktord ulozilo Ministerstvo
zdravotnictva SR alebo iny organ spolo¢nosti Bayer za
spachany spravny delikt uvedenia nepresnych,
neuplnych alebo nepravdivych Gdajov v sprave o
vydavkoch na penazné a nepenazné pinenia.

Zmluvni partneri beru na vedomig, Ze spolo¢nost
Bayer je povinna v sulade s prislusnymi ustanoveniami
Zakona o liekoch, predkladat v elektronickej podobe
Narodnému centru zdravotnickych informacii (NCZ1)
najneskor de 31. januara a 31. juia kalendarneho roka
spravu o penaznych alebo nepefiaznych plneniach
poskytnutych priamo alebo nepriamo zdravotnickemu
pracovnikovi  alebo  poskytovatelovi  zdravotnej
starostlivosti (vratane mena a priezviska pripadne
obchodného mena poskytovatela). NCZI bezadkladne
zvergjni na svojom webavom sidle tdaje oznamené
v stifade s prislusnymi ustanoveniami Zakona o liekoch.

Cl. 5 ~ Prava k vysledkom

Spolocnosti Bayer patria vyluéné prava ku vsetkym
vysledkom, bez ohladu na ich povahu alebo formu, &i st
sposobilé byt predmetom patentovej ochrany alebo nie,
¢i st hmotne alebo nehmotné (vratane, nie vsak vyluéne,
informécii, Udajov, know-how, zobrazeni, vzoriek), ktoré
vznikli, boli akokolvek vytvorené alebo ich pévod je
mozné akokolvek odvodit' v stvislosti s vykonavanim
Skusania Centrom, Sku$ajucim a/alebo Clenmi timu
Skusania a/alebo tretimi osobami, podielajucimi sa na
Skusani z poverenia Zmluvnych partnerov (dalej len
LVysledky"). Centrum je povinné previest a tymto vopred
prevadza vSeiky svoje majetkové a iné suvisiace prava
k Vysledkom na spolo¢nost’ Bayer, a spolo¢nost’ Bayer
tieto prevedené prava prijima. V rozsahu, v ktorom st
vietky aakékolvek prava kVysledkom pravne
nepreveditelné, sa touto Zmluvou spolo¢nosti Bayer
udeluje vyluéna, celosvetova, prevoditelna, frvala,
a neodvolatelna licencia k neobmedzenému nakladaniu
s Vysledkami. Centrum je povinné uskutocnit vsetky
kroky nevyhnutné k tomu, aby spoloénost’ Bayer plne
disponovala so vietkymi pravami uvedenymi v tomto &L
5. Zmluvy.

5.1.1 Pre vyluCenie akychkolvek pochybnosti, vietky
zdravotnicke dokumentacie a pévodné zdrojové
dokumentacie zostanl majetkom Centra; avsak,
spolo¢nost Bayer je opravnena ich pouZit
vsllade s podmienkami tejto Zmluvy a
s informovanym sthlasom Géastnikov Skisania
a prisiusnych zakonov, predpisov a nariadeni.
Spristupnenie Vysledkov akémukolvek subjektu,
vratane zmluvnej vyskumne] organizdcie &
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Bayer within 15 days from the date when the benefits
were provided.

If it is proven that the Contract Partners in
announcement provides inaccurate, incomplete or false
information to the Bayer, the Contract Pariners shall be
obliged no later than upon the written request of Bayer
compensate the damage caused including but not limited
to the fine imposed by the Ministry of Health of Slovak
republic or by other authority for administrative offense
as defined inaccurate, incomplete or false the data in the
reports on provides financial and in-kind benefits.

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

Art. 5 - Rights to Results

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

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
Qrganisation, EC, or regulatory authority shall not be |
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etickej] komisie alebo regulatného organu
nebude povaZované za priznanie vlastnickeho
prava k tymto informaciam tymto subjektom.

5.1.2 Pre odstranenie pochybnosti plati, Ze akékolvek
patentovatelné Vysledky (dalej len ,Vynalezy"),
ktoré su vylepdeniami, alebo novym pouzitim ¢&i
novymi liekovymi formami Skusaného lieku a
kioré s zavislé na, stvisia s, alebo vznikaju
v dosledku vykonavania Skusania, alebo ktoré
sa objavia vpriebehu trvania Skl$ania
Specifikované v Protokole a s0 zaloZené na,
alebo sU predmetom duSevného viastnictva
alebo  Dévernych  informéacii  naleziacich
spolo€nosti Bayer, su vyluénym vlastnictvom
spolocnosti Bayer.

| 5.2 Zmluvni partneri zabezpedia, ze akékolvek a vietky
Vynalezy alebo patentovatelné Vynalezy, budu
bezodkladne pisomne nahlasene spolo¢nosti Bayer.

5.3 Spolocnost' Bayer alebo ktorakolvek Prepojena osoba
maju vvhradne pravo podat na viastné naklady
akékolvek patentové prihlasky (ziadosti o udelenie
patenty) alebo iné prihlasky k pravam dusevného
vlastnictva k Vysledkom v akejkolvek krajine.
Pdvodcovia vynalezu zo strany Centra alebo ini
povodcovia vynalezu zapojeni do SkuSania budu
spolo¢nostou Bayer uvedeni v patentovej prihlaske.
Zmluvnl partneri zabezpecia, aby bola spalotnosti Bayer
poskytnuta v3etka potrebna sO&innost, vratane
vyhotovenia akychkolvek dokumentov avydania
prehlaseni, ktoré spolo&nost Bayer povaZuje za
nevyhnutné za tym t¢elom aby spolotnost’ Bayer mohla
podat' tak(to prihlasku, branit a presadzovat svoje
prava.

54 Bayer a jeho Prepojené osoby smu pouzivat,
rozmnozovat a prenasat’ anonymizované
radiologické/diagnostické snimky vyhotovene pocas
Skasania v sllade s ustanoveniami informovaného
sthlasu, pre vietky ucely, vedecke a/alebo komeréng,
v akejkolvek forme a akymikoivek  spdsobmi,
elektronickymi alebo mechanickymi, vratane
vyhotovenia fotokopii, elektronickych zaznamov (napr.
na CD-ROM), mikro-képii, alebo prostrednictvom
systemov uchovavania a obnovovania udajov, vratane
databank a internetu. Ustanovenia ods. 5.1 sa pouziju
primerane. Zmluvni partneri sa zavazuji zabezpecit, aby
vsetky takéto snimky boli ziskané so sUhlasom
ucastnika Skusania aaby neobsahovali Ziadne
informacie, ktorych prostrednictvom by mohal byt
identifikovany konkrétny t¢astnik Skusania.

55 Spolotnost Bayer udeluje Zmluvnym partnerom
nevyhradnu licenciu k Vysledkom vytvorenym v Centre
pre interné nekomeréné vyskumné a vzdelavacie ucely
pri dodrzani podmienok zachovavania dévernosti a
podmienok pre publikovanie, ktoré st obsiahnuté v tejto
Zmiuve.

deemed to confer an ownership interest in such
information to those entities.

51.2 For the avoidance of doubt, any patentable Results |

52

5.3

54

5.5

(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.

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

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

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

Bayer grants Contract Pariners a non-exclusive license
to the Results generated at the Center for internal non-
commercial research and teaching purposes, subject to
the terms on confidentiality and publication provided
herein.
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Cl. 6 — Zachovavanie dévernosti

6.1 Zmluvni partneri budu zaobchadzat so vsetkymi
informaciami a materialmi prijatymi od spolotnaosti Bayer
alebo v jej mene alebo od Prepojenych oséb spoloénosti
Bayer v suvislosti so Skusanim, Skisanym liekom alebo
touto Zmluvou aso vsetkymi Vysledkami (dalej len
,Doéverné informacie") prisne déverne. Zmluvni partneri
smu pouzivat Déverne informacie, vratane Skusaného
lieku, iba pre Gc¢ely plnenia tejto Zmiuvy a nespristupnia
také Dobverné informacie Ziadnej tretej osobe bez
predchadzajuceho pisomneho suhlasu  spoloénosti
Bayer. Zmiuvni partneri umoznia pristup k Doévernym
informaciam iba osobam, ktoré sa s Dovernymi
informaciami  maji potrebu zoznamovat' pre ucely
poskytovania sluZieb na zaklade tejto Zmluvy a aj to iba
viedy, ak fieto osoby boli Zmluvnymi partnermi
preukadzatelne zaviazané k dodrZiavaniu poedmienok
aspori tak prisnych, ako sG podmienky podla tohto
Clanku 6.

Povinnost' k zachovavaniu dévernosti sa nevztahuje na
tie pripady, ked Zmluvni partneri si opravneni
publikovat Déverné informacie v sllade s ¢lankom 7
Zmluvy.

6.2 Pojem Doverné informécie, ako je pouZivany v tejto
Zmluve, sa nevztahuje na tidaje a informacie, pri ktorych
mézu Zmluvni partneri preukazat, ze (i) nimi Centrum
alebo Skosajuci disponovali v dobe, ked im boli
spristupnené spolo¢nostou Bayer alebo jej Prepojenymi
osobami, alebo v mene niektorych z nich, (ii) st alebo sa
stanu stucastou verejnych informacii inak ako konanim ¢i
opomenutim Centra alebo Skisajuceho, (jii) ich Centrum
alebo Skuasajuci pravom nadobudli od tretej osoby, ktora
nie je voCi spoloCnosti Bayer alebo jej Prepojenym
osobam viazana vyslovnou alebo predpokiadanou
povinnostou mi€anlivosti, alebo (iv) boli vytvorené
nezavisle Centrom alebo Skugajlicim bez odkazovania
sa na alebo pouzitie Dévernych informacii.

Navyse Zmluvni partneri moézu spristupnit Doverné
informacie vtakom rozsahu, vakom je také
spristupnenie vyZadované pravnymi predpismi alebo
vykonatelnym  sudnym  rozhodnutim, avdak =za
podmienky, Ze Zmluvni partneri o take] skutoénosti
v primeranom ¢asovom predstihu informuji spolognost
Bayer a na jej Ziadost s fou buduy spolupracovat' v snahe
dosiahnut opatrenie za Gcelom ochrany alebo iného
primeraného pravneho prostriedku. Zmluvni partneri
vyvinu vietko primerané Usilie, aby zabezpedili déverné
zaobchadzanie s ktoroukolvek z Dévernych informacii,
ktora bude spristupnena.

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

6.1

6.2

6.3
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Art. 6 - Confidentiality

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

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

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, (i) 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, Coniract Pariners may disclose
Confidential Information to the extent that such
disclosure is required fo 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.

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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6.4 Zmluvni

71

partneri na Ziadost spoloCnosti Bayer
zni¢iafodstrania Doverné informacie, ktorymi disponuijt
alebo ich vrati spolo¢nosti Bayer.

CI. 7 — Publikovanie, Tlatové spravy a Verejné
oznamenia

Spolocnost Bayer uznava a akcepiuje zaujem
Zmluvnych partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, &i vysledok
Skigania je pozitivny & negativhy. S ohladom na
opravnené zaujmy spolo&nosti Bayer sa Zmluvni parineri
zavazuju dodrziavat nasledujice povinnosti a
podmienky pre publikovanie:

7.1.1 Zmiuvni partneri si povinni zaistit, aby pisomny 7.1.1 Contract Partners shall ensure that a written
rukopis akejkolvek zamySfanej publikacie alebo manuscript of any intended publication or oral
ustnej prezentacie tykajlcej sa Skusania alebo presentation relating to the Study or the Study
Skusaneho lieku alebo Vysledkov (dalej iba Drug or the Results (hereinafter called
.Publikacia”) ~ bol  prednostne  poskytnuty "Publication") is provided to Bayer at least 60
spolocnosti Bayer a to najmene] 60 (Sestdesiat) (sixty) days prior to the intended submission or
dni pred zamySlanym prediozenim alebo presentation of the Publication in order to allow
prezentaciou Publikacie, aby ich spolotnost Bayer to review it.

Bayer mohla skontrolovat’.

Ak spolocnost Bayer neurobi voci Zmluvnym If Bayer does not notify Contract Partners within
partnerom Ziadne oznamenie v lehote 45 45 (forty-five) days of Bayer's receipt of the
(Styridsatpat) dni odo dia, ked jej bola dorucena intended Publication, Contract Partners shall
zamysftana  Publikacia,  Zmluvni  partneri remind Bayer of the intended date of Publication.
pripomenti spolocnosti Bayer zamystany datum If Bayer does not provide any comments within
Publikacie. Ak spolo¢nost Bayer neposkyine the 60 (sixty) day period from the date on which
ziadne pripomienky v lehote 60 (Sestdesiat) dni it received the intended Publication, Contract
odo dia, ked jej bola doru€ena zamyslana Partners shall be free to publish. 1
Publikacia, Zmluvni partneri su opravneni

Publikaciu publikovat.

7.1.2 Zmluvni partneri potvrdzuji, ze v pripade 7.1.2 Contract Partners acknowledge that in case of
multicentrickych skasani sa Vysledky Skasania multi-center studies the Results of the Study are
publikuju iba prostrednictvom koordln'écie SO to be published only through coordination by
spolo¢nostou Bayer za acelom kombinovania Bayer in order to combine the results of all
vysledkgv zo véetkych centier _zUéastﬁuwcnch sa centers participating in the Study. Contract
Skusania. Zmluvni - partneri  si  opravneni Partners shall be free to publish the Results of
publikovat Vysledky ich Centra za predpokladu, their Center provided the overall results have not
Ze celkoveé vysledky neboli publikované do 18 been published within eighteen (18) months from
mesiacov od skongenia SkuSania ako je the end of Study as defined in the Protocol,
uvedene v Protokole, a sti¢asne za predpokladu subject to the compliance with the terms set forth
postupovania v stlade s podmienkami in Section 7.1 tohto &lanku.
stanovenymi v hode 7.1 tohto élanku.

7.1.3 Spolo¢nost  Bayer a Zmluvni  partneri 7.1.3 Bayer and Contract Partners shall discuss any

prediskutuju vdetky rozdiely v ndzoroch na
zamy$&lany obsah Publikacie za u¢elom najdenia
rieSenia uspokojiveho pre spolotnost Bayer aj
pre Zmluvnych partnerov. Spolo¢nost Bayer
mdZe odporutit akékolvek zmeny Publikécie,
ktoré odévednene povaZuje za nevyhnutné pre
vedecké ucely. Zmluvni partneri sa zavazuju, ze
implementacia takych odporti¢anych zmien
nebude neddvodne odmietnuta.

6.4 Upon request of Bayer, Contract Pariners shall destroy /

71

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

Art. 7 — Publication, Press releases, Public
announcements

Bayer acknowledges and accepis 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 Confract Partners agree to
comply with the following terms on publication:

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.

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023}
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bude mat neziaduci u¢inok na zachovanie
dovernosti ktorejkolvek z Dévernych informécii,
Zmluvni partneri zabrania takej Publikacii, ibaze
predmetna Déverna informécia méze byt
vymazana z Publikdcie bez nepriaznivého
acdinku na vedeckul spravnost Publikacie.

Keby Publikécia z pohladu spolocnosti Bayer
mohla mat' neZiaduci Gc¢inok na schopnost |
ziskat patentovll ochranu pre ktorykolvek
Vynélez, spoloénost Bayer moéze poZadovat
odklad Publikacie na primerani dobu za téelom
pripravy a podania Ziadanej patentovej prihlasky
spolo¢nostou Bayer alebo v jgj mene, avéak tato
doba nesmie presiahnut 6 ($est) mesiacov od
datumu, ked bola spolognosti Bayer Publikacia
dorutena ku kontrole. Po podani prvej
patentove] prihlasky méZe spolodnost Bayer
poZzadovat dalsi odklad Publikacie za
predpokiadu, Ze v ramci prvého roka od podania
patentovej prihlasky je moZné o&akavat dalsie
vysledky vyskumu (i uz v ramei Skusania alebo
mimo neho), kioré méZu spresnit, dolozit' alebo
doplnit predmet (obsahovil podstatu) prvej
patentovej prihlagky. Vtomto pripade méze
spolognost’ Bayer poZzadovat odklad akejkolvek
Publikacie a? do doplnenia druhej patentovej
prihiasky, nie v3ak dlhdie ako uplynie obdobie
jedného roku od podania prihlasky s pravom
prednosti.

Zmluvni partneri uvedu v kazdej Publikacii
ustanovenie informujuce, Ze vytvorenie udajov
bolo pedporené spoloénostou Bayer a siéasne
Zmluyni partneri budt informovat o svojej miere
angazovanosti v Skusani a prospechu, kiory im
zo Skusania vyplynul. Autorstvo a uznania za
vedecké publikacie by mali byt v silade
s Jednotnymi  poziadavkami na  rukopisy
Medzinarodného vyboru redaktorov lekarskych
Casopisov (ICMJE).

7.2 Zmluvni partneri ulozia rovnakeé povinnosti a poziadavky
na publikovanie, ako st stanovené v bode 7.1 Zmluvy
vsetkym Lekarom timu Skasania a vaetkym Clenom timu
Skusania.

7.3 Povinnosti stanovené vbode 7.1 Zmluvy zostanu
v platnosti dalSich 10 (desat) rokov po predéasnom
ukongeni alebo skonéeni platnosti tejto Zmluvy.

7.4 Spolotnost Bayer zverejni informacie o Skiani
(zverejnenie v prislusnych registroch klinickych skiani
a zverejnenie vysledkov) vramci verejne dostupnych
databaz (napr. na strankach hitps://euclinicaltrials.eu
alebo  www.ClinicalTrials.gov  aweb  strankach
spolocnosti Bayer) v stlade s prisiudnymi zakonmi,

7.1.4 Keby sa mohlo oGakavat, 7e taka Publikacia

L_ predpismi, a nariadeniami.

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical tria!
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7.1.4 If such Publication could be expected to have an
adverse effect on the confidentiality of any of the
Caonfidential Information, Contract Partners shall
prevent the Publication, unless the Confidential
Information can be deleted from the Publication
without defrimental effect on the scientific
correctness of the Publication.

[f 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
(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.

7.2 Contract partners shall impose the same obligations and
requirements for publication as set forth in Section 7.1 of
the Agreement on all Study Team Physicians and Study
Team Members.

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

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

il

(based on Bayer Organized generic V 4.1, May 2023)
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7.5 Zmluvni partneri neuverejnia Ziadne tlacové spravy
alebo iné verejné oznamenia o Skusani, Vysledkoch

Skusania afalebo Skasanom lieku bez
predchadzajuceho pisomného poverenia spolo¢nosti
Bayer.

7.6 Nazov spolotnosti Bayer nesmie byt pouZivany
v Ziadnom reklamnom ¢&i inom materiali Zmiuvnych
partnerov bez predchadzajlceho pisomného schvalenia
spolo€nosti Bayer.

Cl. 8 - Zodpovednost' a od3kodnenie

| 8.1 Zmluvni partneri zodpovedaju spolotnosti Bayer a/alebo

jej Prepojenym osob&m alalebo jej riaditelom,
uradnikom, zamestnancom, zmluvnym partnerom (dalej
ako ,Poskodeny“} za 8kodu, ktora Poskodenému vznikla
v dbsledku (i) nedbanlivosti alebo Umyselného
protipravneho konania ¢i opomenutia a/alebo (i)
porusenia  kiorejkolvek  z povinnosti  stanovenej
pravnymi predpismi alebo prijatej na zaklade tejto
Zmluvy ktorymkolvek z nich, alebo ktorymkolvek
z Lekdrov timu Skosania, Clenov timu Skisania,
zamestnancov Centra alebo zmluvnych partnerov
zapojenych kymkofvek z nich pre (&el plnenia tejto
Zmluvy,

8.2 Spolo¢nost Bayer zodpoveda Centru (dalej iba ake
.Qdskodiovana strana®) za $kodu v rozsahu, v akom
Ucastnik Skusania alebo ind podia prava opravnena
osoba Uspesne uplatnila na prislusnom sude narok na
nahradu skody na zdravi (vratane smrti) vzniknute] v
désledku uzivania Skusaného lieku alebo akéhokolvek
klinického vykonu alebo postupu vykonaného alebo
poZadovaného Protokolom, a to za podmienky, Ze tato
skoda:

8.2.1 nevznikia z dovodu, Ze Odskodnovana strana
konala v rozpore (a) s podmienkami tejto
Zmluvy; alalebo (b} Protokclom; alalebo (c)
vSetkymi prislusnymi pravnymi predpismi a
pravidlami upravujucimi vykonavanie Skdgania;
afalebo (d) bezpetnostnymi  opatreniami,
indikaciami a pisomnymi pokynmi spoloénosti
Bayer alebo jej Prepojenych osdb; afalebo

8.2.2 nevznikla z dovodu nedbanlivostného alebo
umyselného konania Ci opomenutia
Odskodriovanej strany; a/alebo

8.2.3 nie je kryta poistenim dojednanym v silade
s pravnymi predpismi v prospech
Odskodnovanej strany.

Ak bola 8koda na zdravi celkom alebo séasti
spdsobena v dosledku ddvodov uvedenych v bode
8.2.1 alebo 8.2.2, Od8kodfovane] strane nevznika
narok na nahradu ujmy voCi spolofnosti Bayer
v rozsahu, v akom sa na vzniku kody tieto dévody
podiefali.

8.3  Pravo Odgkodiiovanej strany na nahradu $kody podla
bodu 8.2 nevznikne a spolo¢nost Bayer nebude mat'

7.5

7.6

8.1

8.2

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 and/or its
Affiliates and/or its directors, officers, employees,
contractors (hereinafter as ,Injured Party®) for damage
that the Injured Party has incurred as a consequence of
(i) negligence or wilful misconduct or omission and/or (ii)
a breach of any obligations established by law or
assumed under this Agreement by either of them or any
of Study Team Physicians, Study Team Members,
Center’'s employees or contractors involved by any of
them for the purpose of fulfilment of this Agreement.

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

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

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

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

However, in case such damage to health arises in
whole or in part from reasons specified in section 8.2.1
or 82.2, the Indemnified Party is not entitled to
indemnification from Bayer to the extent to which such
damage arose due to reasons indicated in section 8.2.1
and/or 8.2.2.

8.3 The right of the Indemnified Party to indemnification

under sect. 8.2 will not arise and Bayer shall not provide

Cl/A1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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8.4

8.5.

8.6

povinnost  nahradu Skody  poskytnuf, ak
Odskodriovana strana porusi niektor( z nasledujucich
povinnosti a toto porusenie bude mat negativny vplyv
na moznost uspesne sa branit’ proti uplathenému
naroku:

8.3.1 Od8kodfiovana strana pisomne informuje
spolo¢nost Bayer o kazdom naroku afalebo
Zalobe, ktoré spadaju alebo by mohli spadat
pod tieto ustanovenia o nahrade $kody, a to do
patnastich (18) dni odo dna, ked sa o nich
dozvedela, a suUtasne umozni spolo¢nosti
Bayer, aby prevzala a riadila obranu proti
takému naroku alebo Zalobe vratane
rozhedovania o jeho urovnani; a

8.3.2 Ods&kodfiovana strana je povinna
spolupracovat so spoloénostou Bayer a jgj
pravnymi zastupcami a poistovatelom(-mi) pri
obrane proti takému naroku alebo Zzalobe,
vyzadovat taklu spolupracu od svojich
zamestnancov,

8.3.3 Odskodfiovana strana nesmie uznat ani
urovnat Ziaden taky narok alebo suidne konanie
bez predchadzajiceho pisomného sUhlasu
spoloénosti Bayer.

8.3.4. (Odskodriovana strana bude okamzite
informovat Bayer o v8etkych naliehavych
bezpecnostnych opatreniach prijatych
Skusajucim na ochranu Ugastnikov Skusania
proti okamZitému nebezpedenstvu a o vietkych
zavaznych porudeniach protokolu alebo
smernic Spravne] klinickej praxe, o ktorych sa
Odskodfiovana strana dozvie.

Bez dosahu na vyssie uvedené ustanovenia Zmluvni
partneri vynalozia primerané usilie na to, aby
bezodkladne informovali spolocnost Bayer o vSetkych
okolnostiach, © kiorych moézu mat doévod sa
domnievat, Ze by mohli viest k zalobe alebo stidnemu
konaniu a budli spolocnost Bayer primerane
informovat o vyvoji v stvislosti s takouto pripadnou
Zalobou alebo sudnym konanim.

Zmluvni partneri a spoloénost Bayer si navzajom
poskytnu stéinnost potrebni na uéinné vedenie a
urychlené vybavenie akejkolvek Zaloby alebo
stidneho konania iniciovaneho ugastnikmi Skusania
(alebo ich rodinnymi prislusnikmi) alebo v ich mene.

Bayer nenesie Ziadnu zodpovednost za Skody
akéhokolvek druhu vratane skody na zdravi &i 8kéd
na majetku, ktoré su vysledkom pouZitia Vybavenia
od spolo¢nesti Bayer alebo materidiov od spolo¢nosti
Bayer s vynimkou pripadov, ked su (1) takéto Skody
spdsobené nedbalostou alebo Gmyselnym konanim
spolo¢nosti Bayer a s vynimkou pripadov, kedy (2)
§koda na zdravi Ucastnikov Skdgania bola spdsobena
pouzitim Vybavenia v ramci Skasania.

indemnification if the Indemnified Party or any of them
breach any of the following obligations and such breach
will affect in a negative way the possibility of successful
defence against the set claim:

8.3.1 The Indemnified Party 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 shall allow Bayer {o take over
the defence of any such claim or lawsuit including
the right to decide on its settlement; and

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

8.3.3 The Indemnified Party shall admit or seitle no such
claim or lawsuit without the prior written approval of
Bayer,

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

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

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

8.6 Bayer has no liability for damages of any sort, including
personal injury or property damage, resulting from the
use of Bayer Equipment or Bayer Materials except to the
extent that (1) such damages were caused by the
negligence or wilful misconduct of Bayer or (2) a
personal injury was caused by the use of Equipment for
Study purposes.
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Cl. 9 - Poistenie
9.1  Spolotnost’ Bayer zodpoveda za zabezpelenie
poistenia na Gcel Skusania v sulade s prislusnymi
pravnymi predpismi. Na tento 0cel spolocnost’ Bayer
prehlasuje, Ze zabezpeCila poistenie svojgj
zodpovednosti a zodpovednosti Centra za $kodu,
prostrednictvom  ktorého je =zabezpeené g
odskodnenie v pripade smrti Gcastnika Skisania
alebo v pripade $kody vzniknutej na jeho zdravi v
dostedku vykonavania Skusania v sulade s § 43 pism.
h) bod 3 Zakona o liekoch. SpoloCnost’ Bayer dalej
prehlasuje, ze zabezpedila poistenie zodpovednosti
Centra za &kodu, ktora moze byt spdsobena
ucastnikovi Skusania v sulade s § 43 pism. h) bod 4.
Zakona o liekoch. Pre vylugenie pochybnosti
spolognost Bayer a Zmluvni partneri vyhlasuju, ze
poistenie podla tohto odseku nenahradza poistenie
vztahujlice sa k aktivithm, ktoré nesuvisia so
Skudanim (napr. beZzné poskytovanie zdravotne]
starostlivosti).
9.2 Centrum je v zmysle zakona ¢. 578/2004 Z.z. o
poskytovatefoch zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a doplneni
niektorych zakonov v zneni neskorSich predpisov
povinné uzatvorit vlastné poistenie zodpovednosti za
Skodu, ktoré bude kryt jeho zodpovednost' za kodu
sposobent  osobam v suvislosti s poskytovanim
zdravotne] starostlivosti, a to s poistnym krytim
spliajucim poziadavky pravnych predpisov. Skusajuci
sa moze rozhodnut uzavriet dodatoéné poistenie
slikromnej profesnej zodpovednosti za
uskuto¢fiovanie klinickych skugani.

CI. 10 — Ochrana a spristupnenie osobnych tidajov

10.1 Zmluvni partneri s si vedomi, Ze spoloénost’ Bayer
alebo ftretia osoba poverena spolo¢nostou Bayer
spraciva osobné Udaje Skusajuceho a Clenov timu
skusania.

10.2 Zmluvni partneri a spoloénost Bayer sa zavazujl

dodrziavat’ prislusné zakony, predpisy a nariadenia,

najmé& nariadenie GDPR, dalej zakon &. 18/2018 Z.z. o

ochrane osobnych (dajov a o zmene a doplneni

niektorych zakonov v platnom zneni. Prislusné
povinnosti zmluvnych stran slvisiace so spracovanim
osabnych tdajov st uvedené v Prilohe €. 2 k Zmluve.

10.3 Bayer aCentrum si samostatne uréuju pravidla
spracovania osobnych udajov v kontexte vykonavania
ich €innosti v ramci Skusania a kazdy z nich za takto
stanovenu politiku zodpoveda.

Art. 9 — Insurance

9.1 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 Bayer and Center, 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
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 (e.g. 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 as
amended Center is obliged to conclude it's own general
liability insurance covering its own liability for damage
with @ 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  Contract Partners are aware that Bayer or a third
party authorized by Bayer is processing personal data of
Investigator and Study Team Members.

10.2  Contract Partners and Bayer agree to adhere to
applicable data protection laws, rules and regulations in
particuiar the GDPR Regulation, Act No. 18/2018 Coll.
on the protection of personal data and on amendment
and supplementation of certain acts, as amended. The
respective data privacy related responsibilities of the
Parties in processing personal data are specified in
Appendix No. 2 of this Agreement.

10.3 Bayer and the Center shall each independently
determine the rules for the processing of personal data
in the context of the conduct of their respective clinical
trial activities, and each shall be responsible for the
policy so determined.
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10.4 Pre spracovanie osobnych (dajov G¢astnika Skusania
v Casti, v ktorej jeho udaje spractva Bayer, bol zo
strany spolotnosti Bayer ako pravny zakiad uréeny
sthlas Ugastnika so spracovanim jeho osobnych
udajov podla zékonov platnych pre spoloénost Bayer
AG (Zadavatel skti8ania). V zavislosti od konkrétnych
Cinnosti a UCelov spracovania sa na spracovanie
osobnych udajov v ramci Skusania mdzu vztahovat
dalsie pravne zaklady, ako je ¢l. 6 ods. 1 pism. c¢) v
spojeni s ¢l. 9(2)(i) GDPR a Nariadenia o klinickom
skusani, ¢l. 6 ods. 1 pism. e) v spojeni s ¢l. 9 ods. 2
pism. i} GDPR alebo &l. 6 ods. 1 pism. f} v spojeni s Cl.
9 ods. 2 pism. j) GDPR.

10.5 Bayer a Centrum si st vedoml, Zze hoci Skasajici pri
plneni uloh stanovenych v tejto Zmluve alebo pravnych
predpisoch predloZi G&astnikovi informovany suhlas s
Ucastou v skasani (IS) a Dodatoéné informacie
0 spracovani osobnych tdajov pripravene
spolocnostou Bayer aod U(castnika  ktymto
dokumentom ziska jeho suhlas, tak sa tieto ukony
nevykladaju tak, Ze by nimi Skdsajuci alebo Centrum
deklarovali svoj sthlas s pravidlami spracovania
osobnych ddajov uCastnika Skasania prijatych zo
strany spoloc¢nosti Bayer. Sku$ajaci je povinny
bezodkladne informovat zodpovednu kontaktnii osobu
spolocnosti Bayer uvedenti v bode 3.1 Zmluvy, ak
podas alebo po skonéeni Skusania Gcastnik Skusania
svoj suhlas so spracovanim osobnych tdajov odvold,
alebo mieni vyuzit' akékolvek iné pravo slvisiace s
ochranou osobnych Udajov a nim udeleného
informovaného suhlasu.

Cl. 11 — Trvanie Zmluvy

11.1 Tato Zmluva nadobudne platnost po jej podpisani
poslednou stranou a G¢innost’ diiom nasledujlcim po
dni jej zverejnenia v Centralnom registri zmiiv
Slovenskej republiky v zmysle § 47a zakona €. 40/1964
Zb. Obciansky zakonnik. Skon¢i neskorsou =z
nasledujucich udalosti: (a) dokon&enie celkovej spravy
o Skusanf alebo (b) posledna platba v prospech Centra
podra tejto Zmluvy.

11.2 Prava a povinnosti spoloénosti Bayer a Zmluvnych
parinerov stanovené v tejto Zmiuve, ktorych platnost
vzhfadom na ich zamer alebo vyznam ma pretrvat’ aj
po ukongeni Zmluvy (okrem iného aj prava tykajlice sa
vlastnictva, patentov, dovernosti, zodpovednosti a
odSkodnenia), zostanu v platnosti aj po vypovedani
alebo uplynuti tcinnosti tejto Zmluvy.

C1. 12 - Vypovedanie

12.1 Spolo¢nost Bayer si bez ohladu na iné pravo na
vypoved stanovené viejto Zmluve a v prislusnych
zékonoch a nariadeniach vyhradzuje pravo kedykolvek
tdto Zmluvu vypovedat bez uvedenia dévodu na
zéklade pisomnej vypovede s vypovednou dobou 14
(8trnast} kalendarnych dnl od dorugenia vypovede
Centru alalebo Skusajucemu. Centrum a/alebo

121
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110.4 For the processing of the Participant's personal data,

to the extent that his/her data is processed by Bayer,
Bayer has determined that the Participant's consent io
the processing of his/her personal data is required as
legal basis according to laws applicable to Bayer AG
(study sponsor). Depending on the specific processing
activiies and purposes, additional legal bases may
apply for processing of personal data in the context of
the study, such as Art. 6(1)(c) in conjunction with Art.
9(2)(i) GDPR and the Clinical Trial Regulation, Art.
6(1)(e) in conjunction with Art. 9(2)(i) GDPR, or Art.
6(1)(f) in conjunction with Art. 9(2)(j) GDPR.

10.5 Bayer and the Center are aware that although the

Investigator, in performing the tasks set forth in this
Agreement or the legislation, will provide the Participant
with the informed consent and Additional information on
the processing of personal data prepared by Bayer and
will obtain the Participant's consent to these documents,
these acts shall not be construed as a declaration by the
[nvestigator or the Center of their agreement to the policy
on the processing of the Participant's personal data
adopted by Bayer. Investigator shall promptly inform
contact person from Bayer indicated in Article 3.1 of the
Agreement, if — during or after the clinical trial - a trial
subject withdraws her/his consent regarding data
processing and/or intends to exercise any other data
privacy right referred to in the consent form.

Art. 11 - Term of the Agreement

11.1 This Agreement shall enter into force upon last

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

11.2 The rights and obligations of Bayer and Contract

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

Art. 12 - Termination

Notwithstanding any other termination right set forth
in this Agreement or in the applicable laws and
regulations, Bayer reserves the right to terminate this
Agreement at any time without cause by giving written
notice with termination period 14 (fourteen) calendar
days after termination delivery to the Center and/ or
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12.2

12.3

12.4

Skasajuci hezodkladne po dorueni vypovede na
zaklade prava na vypoved stanoveného v tejto Zmiuve
(iy prestantt zaradovat a prijimat (éastnikov do
Skusania, (i} prestand v rozsahu pripustnom
z medicinskeho hiadiska vykonavat postupy na
ucastnikoch, ktorl uz do Ski&ania boli zaradeni, a (iii)
ak to bude mozné, vyhnt sa vytvaraniu dalsich
nakladov a vydavkov.

Zmluvni  partneri  ispolo¢nost  Bayer  maju
v oddvodnenych pripadoch pravo vypovedat Zmiuvu
s okamzitym 0O¢inkom, momentom dorudenia, na
zaklade pisomne] vypovede adresovane] druhej
strane, najma v pripade, ak bude Sk(Sanie v Centre
potrebné ukongit' kvéli medicinskym alebo etickym
dovodom. V pripade takejto vypovede zo sfrany
Zmluvnych parinerov je povinna predchadzajica
konzultacia Skisajuceho so spolotnostou Bayer. Bez
toho, aby bholo dotknuté predchadzajice ustanovenie,
plati, ze v pripade kritickych alebo délezitych zisteni na
zaklade auditu/indpekcie tykajlcej sa spravnej klinicke]
praxe, farmakovigilancie alebo regulatného systemu,
postupu alebo procesu, ktoré maju neziaduci vplyv na
prava, bezpecnost alebo duSevny atelesny stav
Utastnikov  SkuSania alebo ktoré predstavuju
potencialne riziko pre verejné zdravie alebo maju za
nastedok  nepripustnost  Udajov  Skd3ania &i
predstavuju zavazné porusenie prisludnej legislativy a
usmerneni, si spolotnost Bayer vyhradzuje préavo
doCasne a s ckamzitym Gcinkom prerusit’ zaradovanie
Uéastnikov Skusania, a to az do dokladného
vyhodnotenia prislusného zistenia.

Ak bude niektoré regulaéné alebo zakonné povolenie
potrebné na vykonanie Skulsania (i) nakoniec
zamietnuté alebo (ii) odobraté, ta&to Zmluva sa rusi
automaticky kdatumu takéhoto zamietnutia aliebo
odobratia.

Ak bude mat spclo¢nost Bayer opodstatnene dojem,
Ze Zmluvni partneri nebudd schopni zagat' vykonavat
zaradovanie (&astnikov alebo plnit' svoje povinnosti
v oblasti zaradovania v dohodnutej lehote, spoloénost
Bayer bude mat pravo na z&klade pisomného
oznamenia adresavaného Zmluvnym partnerom (a)
s okamzitou plathostou znizit pocet ucastnikov
Skuasania, ktori maji byt zaradeni, alebo (b) predizit
obdobie zaradovania alebo (c¢) vypovedat tito Zmluvu,
pricom v8ak v pripade bodu (c) je podmienkou, aby
spolognost’ Bayer predtym poslala Zmluvnym
partnerom pisomné oznamenie, v ktorom ich bude
informovat  oich oneskoreni so zaradovanim
u¢asinikov Skusania abude od nich pozadovatl
odstranenie tohto nedostatku v primeranej lehote. Ak
Zmluvni partneri tento nedostatok véas neodstrania,
spologénost’ Bayer bude moct tito Zmluvu s okamzitou
platnostou vypovedat. Vypovedanie zmluvy nastane
momentom dorucenia pisomnej vypovede druhej
strane. Toto ustanovenie nema vplyv na vyssie
uvedene body 12.1a 12.2.

termination under any termination right set forth in this
Agreement, Center and/or Investigator shall (i} cease
recruiting and enrolling trial subjects into the Study, (ii)
cease conducting procedures to the extent medically
permissible on subjects already entered into the Study
and (iii) refrain from incurring additional costs and
expenses to the extent possible.

12.2 Contract Pariners and Bayer each have the right to
terminate this Agreement for good cause with immediate
effect by giving written notice to the other pariy; in
particular, the need io terminate the Study at the Center
due to medical or ethical reasons is deemed a good
cause. [n case of such termination by Contract Partners,
prior consultation by Investigator with Bayer is
mandatory. Without prejudice fo 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.

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

12.4 Ifit reasonably appears to Bayer that Contract Partners
will not be able to start recruitment or to fulfil their
recruitment obligations within the agreed time pericd,
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 ta cure
such deficiency within a reasonable period of time. If
Contract Partners fail to cure such deficiency in time,
Bayer may terminate the Agreement with immediate
effect. Termination of the contract is effective from the
moment of delivery written nofice of termination to
contractual party. This provision shall not affect the
abovementioned points 12.1 and 12.2.
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Ak spolognost Bayer neschvali nového Skusajluceho
podla odseku 2.21 Zmluvy alebo ak takyto novy
Skusajuct nie je ochoiny pisomne pristipit na
podmienky tejto Zmluvy, spoloénost’ Bayer bude méct
tuto Zmiuvu vypovedat na zaklade pisomnej vypovede
s ucinkom v momente dorucenia druhej strane. Ak si
Skdsajuci a spolocnost’ Bayer budl Zelat pokracovat’
v spolupraci vo vztahu k SkdSaniu v inej institdcii,
Centrum bude sUhlasit' s postlpenim tejto Zmluvy na
takdto nova instituciu a poskytne podporu pri prevode
v8etkych relevantnych Udajov, informacii a materialov
na takuto novu institiciu, ak nepdjde o chraneny
material Centra.

12.5 In the event Bayer does not approve a new Investigator

pursuant to Section 2.21 of the Agreement or such new
Investigator is unwilling to acknowledge the terms and
conditions of this Agreement in writing, Bayer may
terminate this Agreement as of the day of delivery of the
written notice on termination to the other party. In the
event that Investigator and Bayer wish to continue the
coliaboration with regard io the Study at another
institution, Center shall reasonably support Bayerin such
transfer, in particutar with regard to the transfer of any
and all relevant data, information and material to such
new institution, as far as not proprietary material of
Center.

12.6 S vynimkou pripadov vypovedania tejto Zmluvy z | 12.6 Other than in cases of termination for breach of this
dévodu jej porugenia zo strany Centra alebo Agreement by Center or Investigator, Bayer shall make
Skusajuceho, Spolognost’ Bayer vykona vSetky platby all payments due for the performance of proper and
Zza poskytnutie spravnych azmluvnych sluzieb zo contractual services pravided by Contract Partners and
strany Zmiuvnych partnerov aza priebezné naklady pass through costs reasonably incurred in good faith
vzniknuté oddvodnene a v dobrej viere na zaklade tejto hereunder which have accrued up to the date such
Zmiuvy, ktoré sa naakumulovali do datumu dorucenia termination notice is received, or, in case of a termination
fakejto vypovede, alebo v pripade zrusenia tejto of this Agreement pursuant to Section 12.3, up to the
Zmluvy podla bodu 12.3 do datumu takéhoto date of receipt of such final rejection. Should Center
definitivneho zamietnutia/odobratia povolenia. Ak by have received higher payments than the payments due
Centrum prijalo vy&sie platby, nez malo za uz vykonané according to the work already performed, Center shall
prace dostat, rozdiel vrati spolo¢nosti Bayer bhez reimburse the balance to Bayer without undue delay. In
meskania. V pripade vypovede z dbvodu porudenia cases of termination for breach of this Agreement by
tejto Zmluvy zo strany Centra alebo Skudajuceho Center or Investigator, no further payments shall be due.
nebudd splatné Ziadne dalsie platby.

12.7 Zmluvni partneri po vypovedani tejto Zmluvy vratia | 12.7 Upon termination of this Agreement, Contract Partners
spolo¢nosti Bayer vSetky materialy a predmety, ktoré will return to Bayer all materials and objects that were
im boli v stvislosti so Skusanim poskytnuté. provided to Contract Partners in relation to the Study.

Cl. 13 — Rézne ustanovenia Art. 13 - Miscellaneous

13.1 Uzatvorenie tejto Zmluvy nie je podmienené Ziadnym | 13.1  The conclusion of this Agreement is not conditioned
predchadzajicim alebo budicim obchodnym vztahom on any pre-existing or future business relationship
medzi spolo¢nostou Bayer a Zmluvnymi partnermi. Nie between Bayer and the Contract Partners. It is also not
je podmienené ani Ziadnym obchodnym alebo inym conditioned on any business or other decision the
rozhodnutim, které Zmluvni partneri prijali alebo prijmu Contract Partners have made or will make refating to
vo vztahu k spolo&nosti Bayer alebo jej produktom. Bayer or Bayer products.

13.2 Zmluvni partneri budil svoje povinnosti na zaklade tejto | 13.2  Contract Pariners shall perform their obligations

Zmluvy vykonavat sposobom, ktory bude v stlade s
platnymi protikorupénymi a antitrustovymi zakonmi,
predpismi a nariadeniami. Zmiuvni partneri priamo ani
nepriamo nevykonali ani neposkytli a ani nevykonaju
ani neposkytnu Ziadnu plathu alebo benefit v prospech
statnych  dradnikov,  zdakaznikov,  obchodnych
partneroy, zdravotnikov alebo inych oséb s ciefom
zabezpecdit' si neprimerany benefit alebo nespravodlivi
obchodnu vyhodu, ovplyvnit' siikromné alebo oficialne
rozhodovacie pracesy, ovplyvnit predpisovanie liekov
alebo niekoho printtit, aby porusil svoje profesionalne
povinnosti alebo profesionalne normy. Zmiuvni partneti
spolotnosti Bayer bezodkladne pisomne oznamia
vietky podozrenia na poruSenie alebo zistené
porusenia vyssie uvedenych principov v suvislosti s jej

obchodnou €innostou a v takychto pripadoch buda so |

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 {o breach professional
duties or standards. Coniract 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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spolo&nostou Bayer plne spolupracovat na preskiamani |

zalezitosti.

13.3 Kazda zo zmluvnych stran kona ako nezavisly
dodavatel a nepovaZuje sa na zZiadne Ucely za
spolo¢nika, sprostredkovatela, zamestnanca alebo
zastupcu druhej zmluvnej strany(nevztahuje sa na
vztah Cenira a Skisajlceho).

13.4 Pokial nie je v tejto Zmluve uvedené inak, Ziadna zo
zmluvnych sirdn nesmie postipit Ziadne prava
vyplyvajlice z tejto Zmluvy bez predchadzajliceho
pisomného slhlasu druhej zmluvnej strany, s vynimkou
pripadu, kedy spolocénost Bayer mdze postupit tito
Zmluvu ktorejkolvek z jej Pridruzenych spoloénosti a to
i bez predchadzajuceho stihlasu Zmluvnych partnerov,
v takom pripade bude uzatvoreny dodatok K tejto
Zmluve.

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

13.6 Zrieknutie sa narokov alebo tichy suhlas zmiuvnej
strany alebo jej neprotestovanie proti poruseniu
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 nebudtl platné, ak
nebudy mat pisomnu formu a ak nebud( podpisané
véetkymi zmiuvnymi stranami. Tato poZiadavka sa
rovinako uplatiiuje na tato samotnl klauzulu v pisomne;j
forme. Uvedené sa neuplatni pre pripad, kedy déjde
k Gprave dokumentov typu informacie o spracovani
osobnych ddajov  O&astnikov  Skusania, alebo
informovaného sihlasu ucastnika Skusania, Protokolu,
¢i inych dokumentov vztahujucich sa na Skusanie, hoci
by boli k tejto Zmluve pripojené ako jej Prilohy. Bude
postacovat, ak infomaciu o zmene daného dokumentu
Bayer prosfrednictvom emailovej spravy oznami
Zmluvnym partnerom a k tejto emailovej sprave pripoj
aj nové (Uplné) znenie daného dokumentu. Od
momentu dorucenia takejto emailove] spravy su
Zmluvni partneri obsahom zmeneného dokumentu
viazani a su povinni ho pouzivat pri plneni povinnostf
$ nim suvisiacimi.

13.8 Na tuto Zmluvu sa bez ohfadu na jej pravidla iykajlce
sa vyberu pravneho poriadku vztahujli zakony
Slovenskej republiky a bude sa riadit a interpretovat
podla nich. Zmluvné sirany sa v pripade v8etkych
konani vzniknutych na zaklade tejto Zmluvy podriadia
sudnej pravomoci prisludnych sudov Slovenskej
republiky.

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 (does not apply to the
relationship between the Center and the Investigator).
134  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. In
such case an Amendment to the Agreement will be
concluded.

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
enfarceable 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. The above does not apply when
documents such as information on the processing of
personal data of trial participants, or the informed
consent of trial participant, Protocol or other documents
relating to the Study are modified, even if they are
altached to this Agreement as its Appendices. It will be
sufficient if Bayer notifies the Contract Partners of the
change in the given document via an email message and
also attaches the new (complete) wording of the given
document to this email message. From the moment of
delivery of such an email message, the Contract
Partners are bound by the content of the changed
document and are obliged to use it when fulfilling their
obligations related to it.

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.
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13.9 Tato Zmluva je vyhotovena v slovenskom a anglickom
jazyku a zmluvne strany povazuju obe jazykové verzie
za rovnocenne, avsak pre pripad nezrovnalosti medzi
jednotlivymi verziami sa strany dohodli, Ze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a vsetky jej
prilohy predstavujl celt dohodu a dohovor zmluvnych
stran vo vztahu k jej predmetu. V pripade konfliktu
medzi touto Zmluvou a niektorou z jej priloh s
rozhodujlice podmienky tejtc Zmluvy. V pripade
konfiiktu medzi toutc Zmluvou a Protokolom sa
zalezitosti tykajuce =zaobchadzania s ucastnikmi
Skusania riadia Protokolom a véetky ostatné zalezitosti
Zmluvou.

13.10 Tato Zmluva sa uzatvara v potte 3 vyhotoveni,
ztoho 1 wvyhotovenie pre spolotnost BAYER, 1
vyhotovenie pre Centrum a1 wvyhotovenie pre
Skusajluceho.

€lI. 14 - Prilohy

14.1. Nasledujuce prilohy tvoria neoddelite/ni sucast tejto
Zmluvy, ak nestanovi tato Zmiuva inak:

Prfloha 1a - Finanéné podmienky Centra a
Skusajlceho, ktorej sucastou su:
e Protokol C: Potvrdenie prijatia elektronickych
stravovacich kariet na Centre
» Protokol D: Potvrdenie prevzatia elektronickej
stravnej karty G€astnikom
» Protokol E: Evidencia neplanovanych navitev
ucastnika
Priloha 1b - Finan¢né podmienky Skusajliceho
Priloha 2 — Dohoda spolo¢nych prevadzkovatelov
systéemov  spracovania  osobnych  (dajov
ucastnikov Skusania
» Dodatoéné informéacie o spracovani osobnych
Gdajov a suhlas G¢astnika klinického skisania
80 spracovanim osobnych Gdajov

Priloha &. 3 —Vzor Zavazok Clena timu skisania
K u¢asti na vykonani Skusania

2024_SK_CO_705626

13.8  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 contro! as to all other issues.

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

Art. 14 - Appendices

14.1 The following Appendices shali form an integral part of
this Agreement, unless set forth otherwise herein;
a) Appendix 1 - Financial Terms of Center and
Investigator including:
e Protocol C:. Confirmation of
electronic meal cards at the Center
« Protocol D: Acknowledgement of receipt of the
electronic meal card by the Study participant
= Protocol E: Recording of unscheduled visits of
the Study participant

receipt of

Appendix 1b - Financial Terms of Investigator

Appendix 2 - Agreement on Joint Contrallership

of the Parties regarding Study Data

« Supplement information on the processing of
personal data and consent of the clinical trial
participant to the processing of personal data

d) Appendix 3 - Commitment of Study Team Memper
to participation in the Study conduct

Bayer, spol.s r.o.

Miesto/datum Plac

Ing. Andrea Ste

slava 28.1.2025

Na zéklade plnej moci/power of atiorney

Fakultnda nemocnica Trnava

Miesto/da

ClVA1b Agreement between Bayer, Center and Investigator for the performance of a clinical trial (based on Bayer Organized generic V 4.1, May 2023)
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Skusajtici / Investigator/

I Miesto/datum Pl

MUDr. Marian Stresko, PhD.
Skusajuci/Principal investigator
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Priloha &. 1a: Finanéné podmienky Centra

Odmena Centra sa urci ako slcet ¢iastkovych
odmien uvedenych nizsie za jednotlivé &innosti
riadne a v¢as vykonané, v abdobl, za ktoré je
odmena (¢tovand. Narok na vylGcétovanie
odmeny za prisluéné obdobie vznikéa poslednym
driom takého obdobia, a to vrozsahu
zodpovedajucemu riadne vyplnenym
elektronickym formularom CRF za jednotlivych
utastnikov SkuSania, ktoré boli spolocne s
vyplnenou dokumentéciou k Uplne vykonanej
monitorovacej névéteve odovzdané spolo¢nosti
Bayer najneskdr v posledny der orisludného
cbdobia.

Odmena uréené podla tejto Prilohy kryje vietky
naklady na vsetky vySetrenia (vratane
zamestnancov Centra a daldich
administrativnych af/alebo rezijnych nakladov
Centra, platby laboratéria, lekarne a archivaciu)
vyZzadované Protokolom, vratane napr. Ghrady
regulaénych poplatkov, rovnako ako kryje vetky
naklady na plnenia zavazkov Centra
vyplyvajucich zo Zmluvy, ak nie je dalej alebo v
Zmluve explicitne dohodnuté nieCo iné.

Pri predéasnom ukonéeni Zmluvy uhradi
spolo¢nost Bayer Centru iba naklady uz
preukazatelne vynalozené a Jdkony uz
preukazatelne vykonané (naklady a aktivity
vzniknuté maximalne ku dinu skoncenia platnosti
Zmluvy}.

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

4.1 Startovacie néklady

Spolo¢nost Bayer uhradi Ceniru administrativny
poplatok 2500,00 EUR za administrativno-
pravne naklady spojené so Skusanim. Tato
platba bude uhradend spolotnostou Bayer na
zaklade faktiry vystavenej Centrom po splneni
podiatotnych aktivit a potvrdeni slvisiacej
dokumentacie preukazujlicej detaily o tom, Ze
sa pociatocné aktivity ukongili.

Tato suma zahifia naklady za &innosti spojené
so zacatim, priebehom a ukonenim skdsania
na Centre vratane ale nie wvylutne
pripomienkovania a negociacie zmluvy
arozpottu, pripomienkovania  pripadnych
dodatkov k Zmluve, zverejnenia Zmluvy

CI/A1b Appendix 1 - Financial terms of Center
SK 25JU1.2024
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Appendix 1a: Financial Terms of Center

1.

. The

The remuneration of the Center and the
Investigator shall be calculated as the total of
particular prices (amounts) presented herein
below for individual activities duly and timely
performed in the period, for which the
remuneration is charged. The fitle to account the
remuneration for a particular period shall arise on
the last day of such period and in the extent
corresponding to the duly filled electronic forms
CRF for individual patients, which were handed
over to Bayer together with the filled
documentation concerning the completely
performed monitoring visit on the last day of the
respective period at the [atest.

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

. In case of an early termination of the Contract,

Bayer will pay the Center only the provably spent
costs and for the activities provably
accomplished (costs and activities realized no
later than the date of expiry of the Agreement).

. In consideration of the proper performance of the

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

4.1 Start-Up Costs:

On top of the above mentioned, Bayer will pay
the Center administrative fee in the amount of
2500,00 EUR as reimbursement  of
administrative and legal costs related with the
Study. The payment will be made based on an
invoice issued by the Center after completion of
the start-up activities and receipt of supporting
documentation providing details of the start-up
activities completed.

This amount includes the costs for activities
related to start up, conduct and completion of the
Study at the Center, including but not limited to
commenting on and negotiating the Agreement
and budget, commenting on any amendments to
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v Centralnom registri zmliv, zabezpedenia
cestného vyhlasenia zdravotnickehao zariadenia
a rozhodnutie MZSR pre prevadzkovanie
zdravotne] starostlivosti, poskytnulia reviznych
sprav a dokladov o kalibracii, certifikacit
a pravidelnych kontroléch pouzivaného
pristrojového  vybavenia, administrativhych
ukonov spojenych s ukoncenim klinického
skligania, ukonov spajenych s fakturaciou.

4.2 Platha za pacienta

Platba za pacienta ma byt zaplatena na za&klade
navstev / cyklov riadne vykonanych tak ako je
uvedené v sprievodnej dokumentacii pocas
faktura¢ného obdobia dohodnutého v Zmluve.,

Za pacienta, kiory bol randomizovany do
ramena so sktisanym liekom:

Naviteva/Cyklus | Suma (EUR) |
Skrining do 28 dnipred C1Dt | 302.60 |
Skrining do 10 dni pred C1D1 132.20

c1D1 | 28340
Cc1D8 108.00
C1D15 176.80
c2D1 | 23070 ]
Cc3D1 252.50 |
cam ) 227.40 |
csb1 21210
C6D1 190.30
C7D1 195.70
csD1 | 190.30
¢l | 195.70
C10D1 | 198030 |
C11D1 190.30
C12D1 195.70
C13D1 | 19030 |
C14D1 190.30
C15D1 a dalSie cykly

(nezaratané v celkovej sume za 190.30
pacienta)

EOT do 7 dni po rozhodnuti o

ukonéeni lieSby 186.00
Bezpetnostna kontrolna

navsteva 30-35 dni po 130.80
poslednej davkelieChy | ]
Kontrolna navséteva so

zobrazovacim vySetrenim

KaZdyCh 6 alebo 9 t}'lidﬁov po 101.60
poslednom planovanom '
termine zobrazovacieho

vySetrenia az progresie

CI/A1b Appendix 1 - Financial terms of Center
SK 25JUL2024
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the Agreement, publication of the Agreement in
the Central Register of Confracts, securing the
affidavit of the health care facility and the decision
of the Ministry of Health for the operation of
health care, providing review reports and
evidence of calibration, certification and periodic
inspections  of the equipment used,
administrative tasks associated with the Study
close-out process, ftasks associated with
invoicing.

4.2 Per Subject Fee

The per subject fee shall be paid on the basis of
visits / cycles properly performed as
demonstrated by supporting documentation
during the inveicing period specified in the
Agreement.

For a patient randomized into study drug arm:

~ Visit/Cycle | Amount (EUR)
Screening Within 28 days
of C1D1 i 3“02_60 i
Screening Within 10 days
ofC1D1 | ndeedl
c1D1 | 25340
Cc1D8 108.00
C1D15 176.80
C2D1 230.70
C3D1 252.50
c4p1 00| 22740
csD1 21210
Cc6D1 190.30
c71 185.70
C8D1 190.30
C9D1 L 19570
C10D1 190.30
C11D1_ 190.30
c12D1 195.70
C13D1 190.30
C14D1 190.30
C15D1 onwards (not
counted into total per patient 190,30
cosis)
EOT within 7 days after
decision to end treatment 100
Safety FU Visit 30-35 days
post last treatment 130.80
Imaging FU Visit Every 6
or 9 weeks after last
scheduled imaging timepaint 101.60
until BICR* canfirmed PD or ’
initiating new anticancer
therapy
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| ochorenia potvrdenej BICR® ‘Long Term FU Every 3 1 : 18.00 B ‘
3‘6?0 dé’ ZaCi??FU“EOVeJ' months (clinic or phone call)J ' J
| protinadorovej lieCby
A - Total 4,061.00
Dlhodobé sledovanie _— — —
Kazdé 3 mesiace (nésteva 18.00 BICR - Blinded Independent Central Review
pracoviska alebo telefonicky) |
Celkom | 4,061.00
*BICR — zaslepené nezavislé centrélne vyhodnotenie
Za paclenta randomizovaného do ramena so For a patient randomized into Standard of care
Standardnou lieCbou arm
 Navsteva/Cyklus Suma (EUR) _ Visit/Cycle Amount {(EUR)
 Skrining do 28 dni pred C1D1 302.60 Screening Within 28 days 302.80
Skrining do 10 dni pred C1D1 138.40 OSchrgglling"Withirr‘i_d pres 1
C1D1 296.30 of C1D1 138.40
C1D8 106.80 c1D1 o - - 296.30
cis | 159.20 Cc1D8 106.80
C2D1 ) 288,30 | c1D15 159.20
c1 293.70 c2D1 288.30
- SO
c4ab1 290.00 C3b1 [ 293.70
cs5D1 253.30 C4D1 29000
CeD1_ | 24790 | csb1 253.30
C7D1 i 258.30 | C6D1 247.90
. C8D1 | 24790 | C7D1 258.30
| C9D1 253.30 c8D1 247.90
 C10D1 262.90 cept | 26330
C11D1 24790 c1oD1 W 252 90
c12D1 253.30 Cc11D1 247 90
|C13D1 _ 25290 | c12D1 253.30
C14D1 B 248.90_ ] c13D1 252 .90
C15D1 a d'algie cykly 1 48 00|
(nezardtané v celkovej sume za 246.70 g:;g: Py it .0
acienta) il | ) i
EOT do 7 dni po rozhodnuti o counted into total per patient 246.70
ukonéeni ligtby 175,00 CosL)
- EOT within 7 days after
Bezpe&nostna kontrolna decision to.end et 175.00
navsteva 30-35 dni po 130.80 —
osledne] davke lietby S::{‘lggt':tg ;{:{‘:zfo'% days 130.80
Kontrolna navsteva so Imaging FU Visit Every 6
zobrazovacim vySetrenim arl Weske atter lagy
Kazdych & alebo ¢ tyZdhiov po scheduled imaging timepoint 101.60
poslednom planovanom until BICR* confirmed PD or J
termine zobrazovacieho 101.60 initiating new anticancer
vySetrenia aZ progresie
ochorenia po_tvrdenej B_ICR" %&:‘_aglﬁmﬁ Every5 I —
SISz ToNY months (clinic or phone call) 18.00
protinadorove;j lietby -
Dlhodobé sledovanie Total 4,816.40
KaZdé 3 mesiace (nasteva 18.00 *BICR - Blinded Independent Central Review
pracoviska alebo telefonicky)
Celkom 4,816.40

"BICR — zaslepené nezavislé centralne vyhodnotenie

CIf/A1b Appendix 1 - Financial terms of Center -
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i Naklady zé\ ‘ Suma (EUR) Additional costs for Amount
Specializované procedL'Lry i - spegizi Erp_cgq_t_liref | (EUR} |
| C_T_*_h!avy ) B | 331.00 Head CT* 331.00 |
CT* krku _ | 318.00 Neck CT* 316.00
| CT* hrudnika i 370.00 Chest CT* 370.00
| CE brucha 370.00 Abdomen CT* 370.00
| CT* malej panvy 343.00 Pelvis CT* ) 343.00 |
CT* hrudnika, brucha 613.00 Cpest and abdomen_CT* 613.00
CT* hrudnika, brucha a Chest, abdomen and pelvis
| panvy | 667.00 cT* A 667'(.).?_. 7
cT* celotglo!é 856.00 Whole body CT* e 856.00_ |
CT* muskuloskeletalneho CT* of the musculoskeletal
systemu ‘ 397.00 system 397.00
MR hlavy bez kontrastu 270.00 Head MRI without contrast 270.00
MR krku 450.00 Neck MR| - | 450;00
MR hrudnika 234.00 Chest MRI 234.00
MR brucha 396.09 7Abdomen MRI 396.00
| MR malej panvy 396.00  Pelvis MRI 396.00
MR celotelové o I 612.00 Whole body MRI 612.00
MR muskuloskeletalneho MRI of the musculoskeletal
_sllgtému o ——216.00 B system 216.00
Méati@ 162.09 i MRI of extremities 162.00
A MR mozog 108.00 i Bra}in_!\llR_l__ 108.00
i MR hlavy s kontrastom | SM Head MR with contrast 324.00
wrku S ko_ntrastom o ._5}04.00 Neck MRI with contrast 504.00
i MR hrudnika s Iiontrastom 450.00 Chest MR] with contrast 450.00
MR srdca s kontrastom 612.00 Cardiac MRI with contrast 612.00
MR brucha s kontrastom 450.00 _Abdorf_en MRI witb cgntrast 450.00
MR malej panvy s Pelvis MRI with confrast 450.00
kontrastom 450.00 B . el
MR of the musculoskeletal 270.00
MR muskuloskeletalneho 270.00 systém with contrast 2
| SY stemu s k9'1"35t°'“ MR of extremities with 234.00
MR kong&atin s kontrastom 234.00 contrast '
*v cene CT a MR vy$etrenia je zapotitana * contrast agent and assessment is included in
kontrastna latka a popis the amount for CT/MR examination
Dodatoéné vysetrenia Additional assessments |
a procedﬁry v pripade SEul;nRa and procedures if Amount
potreby podrfa protokolu | (EUR) needed according to (EUR)
Zhodnotenie nadoru podas - protocol
lietby: kazdych 6 tyzdfiov 103.15 Tumor Assessment On
pocas prvych 36 tyZzdiov y Treatment: every 6 weeks 103.15
a nasledne kazdych 9 tyzdiiov for first 36 weeks then
Bezpe&nostna kontrolna every 9 weeks thereafter
névsteva vykonana telefonicky | 34.92 Safety FU Visit Phone Call 34.92
(miesto fyzickej navitevy) | ) instead of physical visit)
Long term FU - Additional 8 30
. interim contact Phone Call '

ClfA1h Appendix 1 - Financial terms of Center -
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Navsteva v ramci dlhodobého 'Unscheduled PKand | ]
sledovania: Dodatocny 8.30 Biomarker sample | 16.40
. docasny telefonicky kentakt collection and handling | ]
Neplénovany odber a Unscheduled Single 12- | 8.80
spracovanie vzorky PK a 16.40 leaedECG | R ]
biomarkerov Unscheduled Triplicate 11.00
Neplanované jednoduché 12- 8.80 | 12-lead ECG | L |
 zvodové EKG g Unscheduled Vital Signs 5.60
Nepléanovane trojité 12-zvodové 11.00 Unscheduled ECOG - 560
EKG : e e e
Neplanované vitalne funkcie | 5.60 e 4.20
Neplanovany ECOG 2.60 | Unscheduled Follow-Up |
Neplanovana jednoducha 420 | Physical Only (includes | 34.20
oxymetria " i vital signs) | E |
Neplanované fyzikalne | Unscheduled EORTC i 6.40
vyS§etrenie v ramci nasledného 34.90 | QLC-30 | )
sledovania (vratane vitéinych 3 : Unscheduled NSCLC- i 3.80
funkeiy | |  SAQ | :
Neplénované EORTC QLC-30 | 640  Unscheduled EQ-5D-5L | 3.40
Neplanované NSCLC-SAQ 3.80 Lung Needle Biopsy** | 424 )
Neplanované EQ-5D-5L 3.40 "Bronchoscopy with lung | Loy
— p A ’ biopsy** .
Biopsia pluc pomocou ihly 424.00 | T it = .
- — M
B!ronchoskopia s biopsiou 592 00 [ Lyi(:;hsmﬁ ; OB‘?ZpV;Sb* 221.60
pltic** ' = = -
Mediastinoskopia s biopsiou 221.60 L—Blopsy Sample Handling —t 8220 -
| lymfatickych uzlfn** ' } SRS | 'RECIST ] 3220
Spracovanie vzorky biopsie 3220 Physician Assessment,
T e —3-2 20 S:I%rr\;l& Symptoms (Liver 8.20
Lekarske hodnotenie, priznaky [Bed Fes for Overnight T
a ;ﬁm;')rtémy (peceiiova 8.20 Stay: only if needed 168.00
;ozlg?oL 22 prenccovanie. | : Unscheduled visit” 36.30
' 168.00 i T
v pripade potreby o] | _ ger-c?‘onssptn;\)g process 16.80
Neplénovana navsteva* 36.30 Sc;rioussu /bfce;\?erse Event — R
Proces informovaného sthlasu (SAE),processing 35.40
pri jeho aktualizacii (za 1 16.80 Eye exam (visual acuity
Ms;%igfé'nie Zavazne and ocular background) — 17.60
noziaduco) udelost (SAE) | 3940 | SRy TR
Ocne vysetrenie (zrakova E%Eardioﬁg’ram: if T ]
°§tr.°5tl a o{iné po;.l'adle) -akje 17.60 clinically indicated,
klinicky indikované okrem besides screening and 58.00
skriningu EoT
Ec;h}?kardgg:(am ; a: jle.khmoky 58.00 * Procedures and examinations beyond those
ligo"ll' ovane okrem skriningu a : included in the payment for individual visits not

applicable for unscheduled visits caused by
omission of the Center

** Optional biopsy for participant on treatment or
after end of treatment for biomarker analysis

* Procedury a vySetrenia nad ramec tych, ktoré
sU zapocitané v platbe za jednotlivé navstevy.
Neplati pre neplanované navstevy spésobené
opomenutim zo strany Centra

**VoliteIna biopsia Uastnika na liecbe alebo
pri ukonéeni lie€by na stanovenie biomarkerov

Platba za popis jednotlivych vysetrenf zahffia aj

. ] : The payment for preparation of radiology report
proces anonymizacie skenov, ich zaslanie pay PR By I2p

includes also process of anonymization of

CIfA1h Appendix 1 - Financial terms of Center
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centralnemu hodnotitelovi
otazok/nejasnosti.

a zodpovedanie

Tieto platby sa povazuji sa primerani kompenzaciu
Centra, za jeho sluzby, zahfiajlc — bez obmedzenia
— aj vSetky prevadzkove a administrativne afalebo
rezijné naklady Centra.

Poplatok za prisluéného G¢astnika Skusania bude
znizeny v nasledujlcich pripadoch:

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

Spolocnost” Bayer uhradi sumu 242.00 EUR za 1
ucastnika, ktory nesplnil kritéria pre zaradenie na 1.
skriningovej navéteve a 105.80 EUR za 1 pacienta,
ktory nespinil kritéria pre zaradenie na 2.
skriningovej navsteve. Podmienky vyplatenia je, ze
na takéhoto ucastnika budu pripadat 2
randomizovani ug¢astnici.

Platby za daldich G¢astnikov (ktori nesplnili kritéria
pre zaradenie) nad rdmec podmienck uvedenych v
predchadzajicej vete mozu byt uhradené iba v
pripadoch osobitnéhc zretela na zaklade pisomnej
odévodnenej Ziadosti Skisajlceho a schvalenia zo
strany spolotnosti Bayer. Bayer nie je povinny
takejto Ziadosti Skusajuceho vyhoviet.

i} prerusené pripady alebo pripady, ktoré
nie je mozné vyhodnotit' {vypadky), sa vyplacaju
pomerne za vykonané Ulohy za predpokladu, Ze
uz vykonané lie¢ebné postupy boli dplne
zdokumentované. V pripade, Ze vypadok je
spbsobeny porusenim podmienok Protokolu
prostrednictvom umyselného alebo nedbanlivého
konania alebo opomenutia zo strany Centra
(napr. nedodrzanie kritérii pre zaradenie do
zoznamu}, nebud( splatné Ziadne platby.

Plathy za ugastnikov budl splatné po predlozeni

prisludneho vyplneného CRF spolo¢nosti Bayer
alebo tretej strane uréenej spoloénastou Bayer.

4.3 Néklady za zaobchadzanie s liekmi

Spolognost Bayer =zaplati Centru za prijem,
uchovavanie, evidenciu, a vydaj SkGsaného lieku
nasledovne:

Za pripravu miesta uskfadnenia a
zabezpedenie vhodnych

skladovacich podmienok pre 1000,00
skG3any produkt podia protokolu, EUR
dalej za prijem naslednych zasielok
ski$aného produktu, skladovanie,

CHA1b Appendix 1 - Financial terms of Center
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images, their upload or shipment of images to
Central reviewer and guery resolution.

These payments are considered to appropriately
compensate Center for its services, including -
without limitation - all operational and
administrative and/or overhead costs of the
Center.

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

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

Bayer shall pay amount of 242.00 EUR for 1
Screen Failure subject at 1st Screening visit and
105.80 EUR for 1 Screen Failure subject at 2nd
Screening Visit. The condition for payment is that
Center will randomize 2 subjects per one Screen
Failure subject.

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

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

Per subject fees shall be due upon submission of
the respective completed CRF to Bayer or a third
party designated by Bayer.

4.3 Costs for Study Drug Handling

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

Storage place preparation, ensuring
suitable storage conditions for study
drug as defined by the protocol, 1000,00
receipt of study drug shipments, EUR

storage, regular check of storage

conditions and its documentation,
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pravideln( kontrolu skladovacich
podmienok a jej dokumentaciu,
vedenie zaznamov o prijme a vydaji
skusaného produktu. Narck na
vyplatenie vznika na zagiatku
klinického skusania, po prijati prvej
zasielky skasaného produktu

Za zaveretnu kontrolu skisaného
produkiu, vyplnenie potrebnych
formularov a pripravu na destrukeciu.
Narok na vyplatenie vznika po
spineni nasledovnych podmienok:
1. odoslanie vetkych baleni 110,50
skuSaného produktu na destrukciu EUR
2. ukonCenie zaveregnych aktivit

a obdrzanie suvisiacej
dokumentacie preukazujucej detaily
o tom, Ze sa zaveretné aktivity

| ukongili.

4.4 Uhrada nakladov na ugast na stretnutiach

keeping records of study drug
receipt and dispensing

The right to payment arises at the
beginning of the study, upon receipt
of first delivery of study drug

2024_SK_CO_70526

Final study drug accountability,
forms completion and preparation
for destruction.

Payment due after the dispatch of
all study drug packages for
destruction.

The right to payment arises after the | 110,50
following conditions have been met: EUR
1. dispatch of all packages of the
tested product for destruction

2. completion of final activities and
receipt of related documentation
proving that final activities where
realized.

4.4 Reimbursement of Study related — meeting

spojenych so Skuganim

4.4.1 Pocas realizacie Skusania méze spolotnost’
Bayer alebo s iou Prepojené, ¢i poverené
osoby organizovat vzdelavacie podujatia
odbornikov, ktori zastavaju rolu skusajlcich,
lekarov alebo ¢lenov timu skigania v Skusani
(dalej ako ,Stretnutie”). Bayer oznami termin
konania Stretnutia Centru ato vysle na
Stretnutie  Skusajucehc afalebo  dalsich
Clenov timu skusania v rozsahu
odsuhlasenom spoloénostou Bayer (dalej ako
,0s80ba" alebo ,,0s0by") a uhradi za tieto osoby
naklady spojené s dopravou na Stretnutie.

4.4.2 V pripade Uasti takejto osoby na Stretnutl sa
spoloénost Bayer zavazuje:
a/ nahradit Centru;

i. naklady, ktoré Centrum malo

v suvislosti so zabezpefenim dopravy

takejto osobe na miesto konania

Strethutia (a spatf), pricom

opravnenym nakladom su len letenky

(economy class) a cestovné listky na

vlak (1. trieda) a autobus umoziujlce

racionalne a priame spojenie medzi

miestom pobytu osoby a miestom
konania Stretnutia,

ii. naklady na cestovné vydavky takejto

osoby, ktoré jej v priamej spojitosti

s jej Géastou na Stretnuti vznikli; to za

predpokladu, Ze sa jedna o rozumne a

realne vynaloZzené cestovné vydavky

(dalej vietko spolu ako ,opravnené

vydavky"), ktoré su priamo spojené s

ClfA1b Appendix 1 - Financial terms of Center
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441

442

During the conduct of the Study, Bayer or
its Affiliates or designees may organize
educational events for professionals who
serve as Investigators, Study Team
Physicians, or Study Team Members in the
Study (hereinafter as "Meeting"). Bayer
shall notify Center of the date of the
Meeting, and Center shall send
Investigator andfor other Study Team
Members to the Meeting to the extent
agreed to by Bayer (hereinafter as
"Person" or "Persons") and shall pay the
costs of transportation to the Meeting on
behalf of the Persons.

in the event of such person's attendance at
the Meeting, Bayer agrees to:
a/ reimburse the Center:

i. the costs incurred by the Centre in
arranging transport for such person
to (and from) the venue of the
Meeting, with only air tickets
(economy class) and train tickets
(1st class) and bus tickets
providing a reasonable and direct
connection between the person's
place of residence and the venue
of the Meeting being eligible costs,

ii. the cost of travel expenses
incurred by such person in direct
connection with his/her attendance
at the Meeting; provided that such
travel expenses  (hereinafter
collectively as "Eligible Expenses")
are reasonably and actually
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443

444

uc¢astou tejto osoby na Stretnuti
(naklady na stravovanie a napoje sa
nepovazuju za opravnené vydavky);

b/ zabezpedit' a uhradit naklady ubytovania
bezprostredne spojeného s tidastou tejto
osoby na Stretnuti (ak to bude vyZadovat
trvanie a miesto Stretnutia),

¢/ zabezpetit stravu bezprostredne spojenu
s Ucastou tejto osoby na Stretnuti (ak to
bude vyZadovat trvanie Stretnutia).

Predpokladom pre nahradenie nakladov
Centra, ktoré mu vznikli v zmysle bodu 4.4.2
ods. al/ je dorugenie faktiry Centra
spologénosti Bayer (kiora splfia v&etky
zakonné nalezitosti} tykajuce] sa nahrady
opravnenych nakladov a spinenie tychto
podmienok:

a/ uCast osoby na Stretnuti bola vopred
spolo€nostou Bayer odsthlasena,

b/ doruCenie vyplneného formulara ,Bayer
travel expense form" podpisaného
Cenfrom,

¢/ dorucenie originalu uctovného
dokladu/dokladov preukazujlceha
vynaloZzenie  opravneného  vydavkuy,
napriklad faktury vystavenej na meno
Centra, alebo oscby, kiord sa Stretnutia
zUCastnila, ktoré je uvedené v zahlavi
faktiry, alebo iného Gctovného dokladu
preukazujuceho zaplatenie opravneného
vydavku Centrom/danou osobou a

d/ odslhlasenia opravnenosti nakladu zo
strany spoloénosti Bayer.

Bayer nezodpoveda za Ziadnu $kodu, ktort
dana osoba utrpela vpriamej alebo
nepriamej suUvislosti sjej ucastou na
Stretnuti.

4.5 Pass-through costs

Spolotnost Bayer uhradl Centru nasledujlce
naklady, ktoré nie su kryté platbou za pacienta:

a)

Nahrada opodstatnenych nakladov
uéastnikom ska3ania (dalej len ,Naklady
Ucastnikov") v suvislosti s U€astou v Skasgani
je  u&astnikovi  skiSania  preplatena
prostrednictvom stravnych poukazok. Vyska
preplacanych nékladov je uréena pauséine
v zavislosti od rozsahu a Gasového trvania
navstevy U¢astnika v Centre nasledovne:

» 90,00 EUR/navsteva za Navstevu €. 1,

Clf/A1b Appendix 1 - Financial terms of Center
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incurred and are directly related {o
such persen's attendance at the
Meeting (catering and beverage
costs are not considered Eligible
Expenses);

b/ arrange and pay the cost of
accommodation directly related to that
person's attendance at the Meeting (if
required by the duration and location
of the Meeting),

¢/ provide meals immediately associated
with that person's attendance at the
Meeting (if required for the duration of
the Meeting).

4.4.3 As a condition precedent to the Center's
reimbursement of costs incurred pursuant
to Section 4.4.2 a/, the Center shall deliver
to Bayer an invoice (which meets all
statutory requirements) for reimbursement
of Eligible Costs and the following
conditions shall be met:

a/ the attendance of the person at the
Meeting has been approved in
advance by Bayer,

b/ receipt of a completed "Bayer travel
expense form" signed by the Centre,

¢/ delivery of the original accounting
document(s) evidencing the
incurrence of the Eligible Expenses,
such as an inveice in the name of the
Centre or the person attending the
Meeting, which is indicated in the
header of the invoice, or other
accounting document evidencing the
payment of the Eligible Expense by
the Centre/person; and

d/ Bayer's approval of the eligibility of the
expense.

4.4.4 Bayer shall not be liable for any damages
suffered by any person directly or
indirectly in connection with histher
participation in the Meeting.

4.5 Pass-through costs

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

a) Reimbursement of reasonable costs of Study
participants (hereinafter referred to as ,Costs
of participants) in connection with Study
participation is reimbursed to the Study
participants through meal vouchers The
amount of reimbursed costs is determined on
a flat-rate basis depending on the scope and
duration of the participant's visit to the Center
as follows:
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» 4500 EUR/navsteva za Navstevu €. 2, 4
abd,

» 70,00 EUR/navsteva za Navétevu ¢. 3,

« 80,00 EUR/aviteva za Navstevu €. 6
a kazdu dalsiu navstevu pocas uzivania
skisaneého lieku,

e 6500 EUR/mavsteva za Navstevu pri
ukongeni liecby,

50,00 EUR/mavsteva za Navsiewu
aktivheho nasledného sledovania,

¢ 30,00 EUR/mavsteva za Navsievu
dlhodobého nasledného sledovania,

¢ 3500 EUR/Mmavsteva za neplanovand
navsétevu.

Stravné poukazky su v elektronickej forme.

V pripade elektronickej formy stravnych

poukazok {(dalej ako ,stravovacie karty"):.

(i) Spolognost Bayer na zaklade Protokalu
C - Potvrdenie prijatia elektronickych
stravovacich kariet na Centre odovzda
Centru  vopred dohodnuty pocet
aktivovanych stravovacich kariet
s preddefinovanym kreditom
(kompenzacia za Navstevu ¢. 1).

(i) Centrum odovzda stravovaciu Kkartu
Ugastnikovi sku$ania na Navéteve &. 1.
Zaroven prostrednictvom Help line
skontroluje s Ugastnikom skisania, ¢i sa
na karte nachadza kredit za Navstevu €.
1.

(iii) Centrum odovzda stravovaciu kartu
Ugastnikovi sku3ania len na zéklade
vypineného  a Udastnikom  sk(8ania
podpisaného Protokolu D: Potvrdenia o
prevzati Elektronickej stravovacej
karty Uéastnikom skisania. Centrum
poud! Ugastnika skasania
o podmienkach doplfiania kreditu na
stravovacej karte, ako aj dalSich
sUvisiacich  podmienkach  (napriklad
v bode viii).

(iv) Kredit na stravovacej karte Ug&astnika
skugania bude Bayer dopifat na zaklade
informacii o uskutocnenych navstevach
zaznamenanych  vCRF  Udastnika
skusania. Centrum sa zavéazuje zadavat
Udaje do CRF v lehotach definovanych
vZmluve, aby nedoslo k oneskorenej
nahrade Nékladov U&astnika skusania.

(v) Neplanované navstevy  Udastnika
skasania uskutoénené podfa protokolu je
Centrum povinné oznamit monitorovi
skigania prostrednictvom e-mailu vzdy
k 5. dilu kalendarneho mesiaca za cely
predchadzajlci  kalendarny mesiac;
informacie o nepléanovanych navstevach

CI/A1h Appendix 1 - Financial terms of Center
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90,00 EUR / Visit per Visit No. 1,

45,00 EUR / Visit per Visit No. 2, 4 and 5,
70,00 EUR / Visit per Visit No. 3

80,00 EUR / Visit per Visit No. 6 and every
additional treatment visit,

65,00 EUR / Visit per End of Treatment
visit,

50,00 EUR / Visit per Active Follow-up
visit,

30,00 EUR 7 Visit per Long-~term Follow-
up visit,

35,00 EUR / visit per Unscheduted visit.

Meal vouchers are in electronic form.

In case of meal vouchers in electronic form
(hereinafter referred to as ,meaf cards"):

(i) Bayer shall, based on the Protocol C -

Confirmation of receipt of electronic
meal cards at the Center, deliver to
the Center a pre-agreed number of
meal cards with pre-defined credit
(compensation for Visit No. 1).

(i) The Centre shall hand over the meal

card to the Study participant at Visit No.
1. Atthe same time, it will check with the
Trial Participant via the Help Line
whether there is credit on the card for
Visit No. 1.

(iii} The Centre will only give the meal card

to the Study participant on the basis of
a completed and signed Protocol D:
Acknowledgement of receipt of the
electronic meal card by the Study
participant. The Centre shall instruct
the Study participant on the conditions
for topping up the credit on the meal
card, as well as other related conditions
(for example, in point viii).

(iv) The credit on the Study participant's

meal card will be replenished by Bayer
based on the information on visits made
recorded in the Study participant's CRF.
The Center agrees to enter data into the
CRF within the timeframes defined in
the Agreement to avoid delays in
reimbursement of the costs of Study
participants.

(v) Unscheduled visits of the Study

participant made according to the
protocol shall be notified by the Centre
to the CRA by e-mail on the 3rd day of
each calendar month for the entire
previous calendar month; infermation
on unscheduled visits shall be provided
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Centrum uvedie v tabulke, kiorej vzor je
upraveny v Protokole E.

(vi) Bezodkladne na to, ako sa Centrum
dozvie od Ugastnika skugania o strate,
kradezi, alebo zniceni (dalej ako ,strata”)
jeho stravovacej karty:

oznami e-mailom tato skuto&nost
spolotnosti  Bayer av oznameni
uvedie aj sériové Cislo stravovacej
karty, a sucasne

poZiada o zablokovanie stravovacej
karty prostrednictvom telefonnych
¢isel 0800/007 007 alebo 02/50 707
333.

(vii) Postup nahradenia stratenej stravovacej
karty: Po doru¢eni oznamenia podla
predchadzajiuceho bodu:

Bayer zabezpeti vydanie nahradnej
stravovacej karty pre Ugastnika
skisania a doru¢i ju Centru
ainformuje ho, ¢i sa na nahradnej
stravovacej karte vdase jej
odovzdania Centru nachadza nejaky
kredit,

Centrum potvrdi prevzatie nahradnej
stravovacej karty podia podmienok v
bode a},

Centrum odovzda  Ugastnikovi
skusania nahradnu  stravovaciu
kartu, pricom postupuje podta bodu

(i} a (iii).

(viiy Bayer v pripade straty stravovacej karty

Ugastntkom
zodpovedny za nahradenie pripadného
zostatku, ktory sa v Sase straty na tejto

skli$ania nie je

karte nachadzal.

(ix) Centrum je povinne:

prevzaté siravovacie karty chranit' a
zodpoveda za ich stratu, kradez,
poskodenie, ¢i zni¢enie, ako aj za to,
aby nedoslo k pouZitiu karty (vyuzitiu
kreditu na karte) pred jej
odovzdanim Ugastnikovi skisania,
pisomne oznamit’ spolo¢nosti Bayer
stratu, kradeZ, alebo poSkodenie
stravovace] karty ato bezodkladne
na to, ako sa otejio skutofnosti
dozvedelo,

najneskor jeden kalendarny mesiac
pred datumom exspiracie
stravovace] karty vyzvat pisomne
spolocnost Bayer na prevzatie
takejto karty a v pripade porudenia
tejto povinnosti zodpoveda za Skodu
spdsobent spolo¢nosti Bayer,

Cl/A1b Appendix 1 - Financial terms of Center
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by the Centre in a table, a model of
which is set out in Protocol E.

(vi) Promptly upon the Center learning from
the Study participant of the loss, theft,
or destruction ((hereinafter referred to
as "Loss") of the Study participant's
meal card:

Notify Bayer by email, including the
serial number of the meal card, and
at the same time

request that the meal card be
blocked by calling 0800/007 007 or
02/50 707 333.

{vii) Procedure for replacing a lost meal
card: upon receipt of the notification
under the preceding paragraph:

(viii)

Bayer shall amrrange for a
replacement meal card to be issued
to the Study participant and
delivered to the Center and shall
inform the Center whether there is
any credit on the replacement meal
card at the time it is delivered to the
Center,

The Center shall acknowledge
receipt of the repfacement meal card
in accordance with the conditions in
(a) above,

the Center shall hand over the
replacement meal card to the Study
participant, proceeding as set out in
(iiy and (iil) above.

In the event of loss of a meal card by

a Study participant, Bayer shall not be

responsible for replacing any balance

that was on that card at the time of the

loss.

(ix) The Center is obliged to:

Protect the meal cards received and
be responsible for their loss, theft,
damage or destruction, and for
ensuring that the card is not used
(card credit used) before itis handed
over to the Study participant,

notify Bayer in writing of the loss,
theft, or damage to the meal card
immediately upon becoming aware
of the loss, theft, or damage,

at least one calendar month before
the expiry date of the meal card,
notify Bayer in writing to take back
such card and shall be liable for
damages caused to Bayer in the
event of a breach of this obligation,

notify Bayer in writing on or before
30 November each year of the
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* vzdy k30. novembru pisomne
oznamit spolocnosti Bayer podet
a sériove Gisla stravovacich kariet,
ktoré neboli odovzdané Ugastnikom
skuSania (dalej ako exspiracia
Kreditu®), v opaénom pripade
zodpovedd za 8kodu spésobenu
prepadnutim kreditu na stravovacej
karte,

* po ukonCeni naboru do Skusania
vratit' spolo€nosti Bayer stravovacie
karty, ktoré neboli odovzdané
Ugasinikom skusania.

(x) Centrum je povinné nahradit
spolo¢nosti Bayer $kodu, ktora jej
vznikla tym, Ze Centrum porusilo
niektord  zo  svojich  povinnosti
uvedenych v bode (ix), pricom:

» v pripade straty, poskodenia,
znicenia alebo kradezZe stravovace
karty je $koda vo vyske kreditu, ktory
sa na dane] karte vdcase jej
odovzdania  Centru  nachadzal
anakladu potrebného na vydanie
ndhradne] karty, ak spoloénost
Bayer nepreukaze vyssiu $kodu,

* vpripade exspiracie Karty, alebo
exspiracie kreditu je $koda vo vyske
kreditu, ktory sa na danej Kkarte
vCase jej odovzdania Centru
nachadzal, ak spoloénost Bayer
nepreukaze vyssiu skodu.

{xi) Bayer ma po dohode s Centrom pravo
zapoctu svojho prava na néhradu $kody
vdosledku exspiracie stravovacich
kariet voci pohfadavkam Centra, pridom
Centrum sa zavézuje odsthlasit
zapotet naroku spoloénosti Bayer
v pripade, Ze Kk exspirécii stravovacich
kariet dojde v désledku nedostatoénej
spoluprace Centra pri ich vymene.

Centrum  madze Ghradou Nakladov
Ucastnikov vo forme stravnych Iistkov poverit
Skusajuceho, ktory méze dalej poverit
Clenov timu Skusania. Skusajuci a/alebo
Clenovia timu Skugania maju povinnost tieto
nahrady poskytnit' prislusnym uéastnikom
Skdsania. Centrum moéze poverit
Skugajuceho, ktory méze dalej poverit
Clenov timu Skdsania na podpis protokolov
CaDstym, Ze Centrum je plne zodpovedné
v zmysle vy8sie uvedeného bodu.

b) Spolo¢nost Bayer poskytne Centru finanénu

rezervu na nakup komparatora
{(pembrolizumab 25 mg/mi koncentrovany
roztok pre inflziu, karboplatina 10 mg/ml
koncentrovany roztok pre infiziu, cisplatina 1
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number and serial numbers of the
meal cards that have not heen
handed over to the Study
participants (hereinafter referred to
as ‘"expiration of credit"), failing
which Center shall be liable for
damages caused by the forfeiture of
the credit on the meal card,

* reiurn to Bayer any meal cards that
have not been handed over to the
Study participants upon completion
of recruitment into the Study.

(x) The Center shall indemnify Bayer for
damages incurred by the Center as a
result of the Center's breach of any of
its obligations set forth in clause (ix),
whereby:

e in the event of loss, damage,
destruction or theft of a meal card,
the damages shall be the amount of
the credit that was on that card at the
time it was surrendered to the
Center and the cost of issuing a
replacement card, uniess Bayer
proves greater damages,

= in the event of expiry of the card or
expiry of the credit, the damage shall
be in the amount of the credit hat
was on the card at the time it was
handed over to the Center, unless
Bayer proves greater damage.

(xi) Upon the agreement with Center
Bayer has the right to set off its right to
damages due to expiration of meal
cards against the claims of the Center
and the Centre undertakes to agree to
credit Bayer's claim in the event that
the meal cards expire due to non-
cooperation of the Center on their
exchange.

Center may delegate |nvestigator, who can
further delegate Study Team Members, to
forward meal vouchers to Study participants.
Investigator and/or Study team members are
responsible to pass meal vouchers to Study
participants.  Center may  delegate
Investigator, who can further delegate Study
Team Members to sign Annexes C and D,
but Center remains fuily responsible for
duties under this paragraph.

Bayer shall provide financial deposit to the
Center for purchase of comparator
(pembrolizumab 25 mg/ml concentrated
solution for infusion, carboplatin 10 mg/ml
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mg/ml koncentrovany roztok pre infuziu,
pemetrexed prasdok 1 mg/ml koncentrovany
na roztok pre infaziu 25 mg/ml), infuzny
materidl a premedikacie (kyselina listova,
vitamin B12, dexametazdn) pre potreby
Gcastnikov skisania vo vyske 11 500 EUR.
pricom tak urobi po splneni pocgiato&nych
aktivit a potvrdeni suvisiacej dokumentacie
preukazujlicej detaily o tom, Ze sa na strane
Centra pociatotné aktivity ukondgili; Centrum
a Bayer budUl postupovat' nasledovne:

(i) Centrum vystavi zalohov( faktiru na
sumu 11 500 EUR s lehotou splatnosti 30
dnf,

(i) na =zaklade zalohove] faktury Bayer
uhradi Centru finanénu rezervu,

(iiiy Centrum po prijati  sumy finangnej
rezervy, v sllade s prislusnymi pravnymi
predpismi, predovSetkym v stlade so
zakonom €. 222/2004 Zz. odani
z pridanej hodnoty, na nu vystavi pre
Bayer danovy doklad,

{iv) po vylerpani finan¢nej rezervy uréenej
na zaobstaranie komparatora vystavi
Centrum pre Bayer vyuétovaciu fakitru
na zaklade ktorej vyidtuje pouzitie
rezervy na nakup komparatora; v pripade
ak Centrum nepouZie celd sumu
finanénej rezervy, suc¢asne
s vylctovacou faktdrou vystavi na jej
nespotrebovant Cast opravny dafovy
doklad (dcbropis), zasle ho spoloCnosti
Bayer asumu dobropisu uhradi na jej
Ucet v lehote 60 dnli,

(v) ak je vzmysle Protokolu skusania
a s ohfadom na Zzaradenie Uastnikov
potrebny dalsi nékup komparatora a za
predpokladu, ze boli splnené podmienky
upravené v bode 4.5 pism. b) €ast (iv),
Centrum na zaklade dohody so
spoloénostou Bayer vystavi zalohov
faktiru na daldiu finanénu rezervu vo
vzajomne odsuthlasenej vyske
(odsthlasenie stadi prestrednictvom e-
mailu); Centrum a Bayer v takom pripade
postupuji v sulade s bodom 4.5 pism. b)
¢ast (i) aZ (iv); tento postup sa pouzije pri
kazdej dalSej finantnej rezerve uréenej
na nakup komparatora.

Na =zaver Skddania Centrum vykona
zuctovanie poslednej finantne] rezervy
poukazanej spolo&nostou Bayer
a preukazatelne vynaloZzenych nakladov za
nakup komparatora. Toto zUctovanie sa
Centrum zavazuje vykonat' bezodkiadne po
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concentrated solution for infusion, cisplatin

1 mg/ml concentrated solution for infusion,

pemetrexed powder 1 mg/ml concentrated

for the solution for infusion 25 mg/ml),
infusion material and premedication (folic
acid, vitamin B12 and dexamethasone)for

use by study participants, in total amount 11

500 EUR after completion of the start-up

activities and receipt of supporting

documentation providing details of the start-
up activities completed, under the
conditions set out in Agreement. Center and

Bayer will proceed as follows:

(i) Center shall issue an advance payment
invoice for 11 500 EUR with due pericd
od 30 days.

(i) Bayer shall pay the finantial deposit to
Center based on the advance payment
invoice.

(iii) the Center, after receipt of the amount
of the financial depaosit, in accordance
with the relevant legislation, in particular
Act No. 222/2004 Coll. on value added
tax, shall issue a tax document to Bayer
in respect thereof,

(iv) upon exhaustion of the financial deposit
for the purchase of the comparator,
Center shall issue a billing invoice to
Bayer to account for the use of the
deposit for the purchase of the
comparator; if Center does not use the
full amount of the financial deposit, it
shall issue a credit note for the unused
portion of the financial deposit at the
same time as the billing invoice, shall
send it to Bayer, and shall pay the
amount of the credit note to Bayer's
account within 60 days,

(v) if, pursuant to the Protocol and with
respect to the inclusion of the Study
participants, further purchase of the
comparater is required and provided
that the conditions set forth in Section
4,5 b) (iv) have been met, Center shall,
by agreement with Bayer, issue an
advance invoice for the additional
financial provision in a mutually agreed
amount (agreement by e-mail is
sufficient); Center and Bayer shall then
proceed in accordance with Section 4.5
b) (i) through (iv); this procedure shall
be followed for any additional financial
provision for the purchase of a
comparator.

At the end of Study Center shall perform

final accounting of the last financial deposit

provided by Bayer to the Center and
demonstrably spent costs for purchase of
comparator. The Center undertakes to carry

Stranka 12 z 14



posledne] navsteve posledného (¢astnika
skiiSania, pricom bude posiupovat podla
pedmienok upravenych v bode 4.5 pism. b)
gast' (iv).

4.6 Naklady na archivaciu

Spolo¢nost Bayer uhradi v prospech Centra
sumu 1000,00 EUR ako nahradu nakladov
potrebnych ha archivaciu dokumentacie
v zmysle ustanoveni Zmluvy. Centrum mé& na
tuto platbu narok len v pripade, ak neporusi
Ziadne  zustancveni Zmluvy. V pripade
poru$enia povinnosti podla Zmluvy je Centrum
povinné uz vyplatent nahradu podla tohto bodu
vratit. Bez ohfadu na rozsah archivacie a dizku
archivacie, okrem tejto nahrady nema Centrum
pravo na ziadnu dalsiu platbu.

Tato platba bude splatnd po splneni
zavereCnych aktivii aobdrzani  slvisiace]
dokumentéacie preukazujice] detaily o tom, ze
sa zaverecné akiivity ukonéili a potvrdeni prijatia
EOSPDF a udajov z dennikov pacientov.

Financné Ciastky Specifikované v tejto prilohe st
uvadzaneé bez DPH.

Dalsie pripadne vzniknuté naklady budu
nahradené iba s predchadzajucim pisomnym
sthlasom spoloénosti Bayer a doruceni
prisludnej faktlury a prisluSnych preukaznych
prijmovych dokladov.

. Tato priloha obsahuje vzory protokolov, ktoré

budid Zmluvni partneri pri plneni svojich

zavézkov pouzivat’:

C: Potvrdenie prijatia
stravovacich kariet na Centre

D: Potvrdenie o prevzati Elektronickej
stravovace] karty Ugastnikom skusania

E: Evidencia neplanovanych navstev Ucastnika
v klinickom skagani

elektronickych

7.

2024_SK_CO_70526

out this accounting without delay after final
study visit of last trial subject and it shall
follow the conditions agreed in Section 4.5

b) (iv).

4 6 Archiving costs

Bayer shall pay to the Center amount of 1000,00
EUR to reimburse the costs necessary for
archiving the documentation pursuant to the
provisions of the Contract. The Center is entitled
to this payment only if it does not breach any
provision of the Contract. In case of a breach of
the obligations under the Contract, the Center is
obliged to refund the already paid compensation
under this point. Regardless of the range of
archiving and the length of archiving, the Center
is not entitled to any further payment except for
this refund.

This payment will be due upon completion of the
close-out activities and receipt of supporting
documentation providing details of the close-out
activities are completed and upon receipt of
EOSPDF and documentation from patient
diaries.

The remuneration referred to in this Appendix is
exclusive of VAT.

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

This Appendix contains templates of protocols

which shall be used by Contract Partners in

regard to fulfilment of their obligations:

C: Confirmation of receipt of electronic meal
cards at the Center

D: Acknowledgement of receipt of the electronic
meal card by the Study participant

E: Recording of unscheduled visits of the Study
participant

Bayer, spol.s r.o.

Miesto/

ce/date: Bratislava 28.1.2025

rea Stefankovidova
Na zakiade plnej moci/power of attorney

CI/ATh Appendix 1 - Financial terms of Center
SK 25JUL2024
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Fakultna nemocnica Trnava
Centrum/Center

2 0 -02- 20275

Miesto/datum / Place/date

CI/A1b Appendix 1 - Financial terms of Center -
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Zavizny VZOR

Protokol C: Potvrdenie prijatia Elektronickych stravovacich kariet
centrom

Cislo protokolu

Cislo centra

Hlavny skdsajuci

Popis prijatych Elektronickych stravovacich kariet
filarne didlo Eden_red Cislo't.lcastnlka’ Détvum' | Su_ma
et stravovacia karta - | (vypinit' po vydani vyprsania | kreditu na
y sériové gislo | karty acasinikovi) platnosti i karte (€)
e I il
|
l
e — |
|
l
Komentar:
Prosim, potvrdte prijatie zaslanych Elektronickych stravovacich kariet na tomto formulari a
sken podpisaného a datovaného dokumentu zaslite na: [doplnit meno a e-mail CTA]
Karty odoslal (celé meno /
podpis
Dna:
Karty prijal (celé meno /
podpis)
Dna:

st., Ing. Anurea Stefankovicova C
Na zéklade plnej moci/power of attorney ri

Potvrdenie prijatia Elektronickych stravovact aniet centrom_V'1 z 2o.
Cl_A1a A1b_AZ Protocol C - Confirmation of receipt of eleclronic meal cards at the Center
SK 25JUL2024

Strana 12z 1



B
A
Zavizny VZOR BA\E(ER

Protokol D: Potvrdenie prevzatia Elektronickej stravovacej karty
ucastnikom skiisania

Cislo sktgania

Cislo pracoviska klinického sktsania

Hlavny skasajici

Identifika¢né &islo utastnika

Udaje o prevzatej Elektronickej stravovacej karte

Edenred stravovacia karta — sériové Datum vyprsania

cislo platnosti karty FAEIROChY KIotit ()

Po prevzati elektronickej stravovacej karty zodpoveda za kartu Ucastnik. Neodportéa sa
indtalovat si aplikaciu na siedovanie kreditu na karte, nakalko méze déjst k odhaleniu osobnych
udajov a identity déastnika v klinickom skdasani.

PIN kéd je mozné bezplatne zmenit' v ktoromkolvek bankomate na Slovensku.

Pre overenie zostatku je potrebné zavolat na 02/52 62 7777, zadat 16 miesine Cislo karty,
nasledne stadit mriezku a zadat PIN kéd. Po spravnom zadani tidajov sa obratom pouZivatel
dozvie aky je jeho aktualny zostatok na karte.

Informécie o akceptatnych miestach je mozné najst na https://akceptacnemiesta.edenred.sk/

V pripade straty, po3kodenia alebo odcudzenia karty je potrebné nahlasit stratu persondlu
pracoviska klinického skugania, ktory kartu zablokuje a vyda Vam nova kartu. Zvy$ny kredit na
stratenej, poskodenej alebo odcudzenej karte mdéze byt nahradeny maximalne vo vyske
zostatku v Ease blokéacie karty.

Kredit sa upravuje az po absolvovani navdievy a mdze mat oneskorenie viazané na to, aby
skasajuci lekar viozil idaje z navitevy do elektronického systému. V pripade neplanovanych
navstev méze byt dobitie kreditu oneskorené o 5 tyzdnov.

Kredit nabity do 31. septembra je potrebné minat v danom kalendarnom roku, kredit nabity po
1.oktébri (vratane) je potrebné minat do konca nasledujliiceho kalendarneho roku.

Denny limit pre platbu kartou je 90 EUR.

Tymto potvrdzujem prevzatie Elektronickej stravovacej karty Edenred s uGdajmi
uvedenymi vy$sie, vratane overenia pociatoéného kreditu na stravovacej karte.

Za pracovisko kiinického skiGSania
odovzdal {celé meno / podpis)

Dna:

Prevzal {celé meno / podpis ucastnika)

Dna:

Original formularu uchova pracovisko skusania a képiu odovzda Géastnikovi/Cke klinického
skiSania. Tento formular obsahuje informacie, ktoré identifikuji pacienta, preto sa uchovava
IBA na pracovisku sktsania a neodovzdava sa zadavatefovi ski(iSania.

Potvrdenie prevzatia Elektronickej stravovacej karty G€astnikom skusania, V1 zo 25 jana 2024 Strana12z2

Cl_A1a_A1b_A2 Protocol D - Acknowledgement of receipt of the electronic meal card by the Study participant
SK 25JUL2024



Zavizny VZOR

Bayer v zast, Ing. Andrea Stefankovico
Na zaklade plnej moci/power of aftornay

Potvrdenie prevzatia Elektronickej stravovacej karty U€astnikom skd$ania, V1 zo 25.jana 2024 Strana2z 2
Cl_Ala_A1b_Az2 Protocol D - Acknowledgernent of receipt of the electronic meal card by the Study participant
SK 25JUL.2024



Zavazny VZOR

Protokol E: Evidencia neplanovanych navstev ucastnika v klinickom

skusani
S w o n e e X . !
Klinické skusanie Cislo pracoviska |
Hlavny skasajlci Cislo Giéastnika '

Tento formular je urCeny na evidenciu neplanovanych navstev (castnika v klinickom skusani.
Vyplneny formular je potrebné zaslat menitorovi skigania e-mailom vZdy k 3. diu aktudineho
mesiaca za cely predchadzajici mesiac v pripade, Ze Gcastnik podstupil neplénovan(i navstevu.

Neptanovana naviteva

el Datum Dévod

10

11

12

13

14

15

Na zaklade plnej moci/power of attorney

Evidencia neplanovanych navstev Ugastnika v klinickom skusani, V1 zo 07. méja 2024 1/1
Ci_A1a_A1b_A2 Protocal E - Recording of unscheduled visits of the Study participant
SK 25JUL2024



Priloha €. 1b: Finan&né podmienky
Skusajuceho

1. Odmena Skusajuceho sa uréi ako sticet
Ciastkovych odmien uvedenych nizSie za
jednotlivé Cinnosti riadne a vcas vykonane,
v obdobi, za ktoré je odmena tétovana, pricom
za toto obdobie sa povazuje fakturacné obdobie
(dalej aj ako ,prislusné obdobie®) Specifikované
vZmluve. Narok na vyuctovanie odmeny za
prislusné obdobie vznikd poslednym drfiom
takého obdobia, a to v rozsahu
zodpovedajlicemu riadne vyplnenym
elektronickym formularom CRF za jednotlivych
Ugastnikov Skusania, ktoré boli spologne s
vypinenou dokumentaciou k uplne vykonane]
monitorovacej navsteve odovzdané spolocnosti
Bayer najneskdr v posledny den prislusného
abdobia. VSetky platby v prospech Skusajuceho
sU splatné v sulade s pravidlami dohodnutymi v
Zmluve. Odmena Skusajuceho je splatné
v prospech nasledujliceho bankového uctu
Skusajuceho:

2. Aknie je dalej uvedené inak, tak odmena uréena
podra tejto Prilohy kryje vSetky nakiady na:
a/ pinenie zavézkov Skusajuceho
vyplyvajlce zo Zmluvy,
b/ plnenie zavazkov Clenov Timu skusania
ktorych Skdsajici poveril vykonom cinnosti
v Skasani, pricom Skusajuci oznami
Bayeru vySku odmeny, ktord ma Bayer za
prisludné obdobie uhradit tomu Clenovi
Timu Sku$ania, ktory podpisal Zavéazok
Clena Timu Skasania,

¢/ zabezpeéenie vyplatenia nahrady
nakladov (Castnikom skusania, pokial
tymito ukonmi Centrum poveri
Skusajuceho.

3. Pri predtasnom ukonéeni Zmluvy uhradi
spolo&nost Bayer Skusajicemu iba naklady uz
preukdzatelne vynaloZené a (Okony uZ
preukazatelne vykonané (naklady a aktivity
vzniknuté maximalne ku diiu skonéenia platnosti
Zmluvy).

4. V zmysle riadneho vykonu Ski$ania a transferu

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

4.1 Startovacie néklady

Spolognost’ Bayer uhradi Startovacie naklady
Skasajiceho, kioré mu odévodnene a v dobrej
viere vznikli pred zaradenim 0Castnika do
skusania najviac do sumy 442,00 EUR.

CIfA1b_A3 Appendix 1 - Financial terms of Investigator
SK 29MAY 2023

2024 SK_CO_70526
Appendix 1b: Financial Terms of
Investigator

1. The remuneration of the Investigator shall be

calculated as the total of particular prices (amounts)
presented herein below for individual activities duly
and timely performed in the period, for which the
remuneration is charged, whereas this period shall
be deemed to be the billing period (hereinafter also
referred to as the "relevant period") specified in the
Agreement. The titfe to account the remuneration
for a particular period shall arise on the last day of
such period and in the extent corresponding to the
duly filled electronic forms CRF for individual
patients, which were handed over to Bayer together
with the filled documentation concerning the
completely performed monitoring visit on the last
day of the respective period at the latest. All
payments to the Investigator will be made in
accordance with the conditions specified in the
Agreement. The remuneration is payable to the
following account of Investigator:

. Unless otherwise stated below, the remuneration

calculated under this Appendix covers:

a/ all costs incurred by fulfiiment of Investigator's
abligations resulting from the Agreement,

b/ all costs incurred by fulfilment of Study Team
Member obligations resulting from delegation
by Investigator, whereby the Investigator will
notify Bayer of the amount of remuneration
that Bayer shall pay for the relevant period to
the Study Team Member who signed the
Commitment of the Study Team Member,

c/ all cost connected to arranging for the
payment of reimbursement of costs to trial
participants, if the Centre authorises the
Investigator to do so.

. In case of an early termination of the Contract,

Bayer will the [nvestigalor only the provably spent
costs and for the activities provably accomplished
(costs and activities realized no later than the date
of expiry of the Agreement).

. In consideraticn of the proper perfermance of the

Study and the transfer of rights under § 5 of
Contract, Bayer agrees to make the following
payments to Investigator.

4.1 Start-Up Costs

Bayer shall reimburse [nvestigator's start up costs
for the Study which reasonably and in good faith
incurred prior to trial subject enrolment in sum of
442,00 EUR.

Stranka 1z 7



Této suma zahffia naklady za Cinnosti spojené
so zaCatim skd$ania a inicidciou Centra vratane
ale nie wvylutne poskytnutia potrebnej
dokumentécie (ako napr. Zivotopisy ¢lenov timu,
GCP certifikaty skadajucich, revizne spravy na
pouzité pristroje a zariadenia, doklady o ich
kalibracii, certifikacii a pravidelnych kontrolach a
iné) a absolvovania potrebnych tréningov
spolo¢nosti Bayer.

Ckrem toho spolotnost Bayer zviast uhradi
naklady slyvisiace s absolvovanim
dodavatefskych tréningov Skisajicim a Clenmi
timu skusania v sume 1 000,00 EUR.

Podia podmienok platieb nizSie, platby budu
splatné po splneni pociatodnych aktivit a
potvrdeni sQvisiace] dokumentacie
preukazujicej detaily o tom, Ze sa pociatocné
aktivity ukongili.

4.2 Platba za ucastnika Skdsania

Platba za pacienta ma byt zaplatena na zaklade
navstev / cyklov riadne vykonanych tak ako je
uvedengé v sprievodnej dokumentacii
realizovanych pocas prislusného  obdobia
uvedeného v bode 1 tejto Prilohy.

Za pacienta, ktory bol randomizovany do ramena
so sktsanym liekom BAY 2927088:

Navateva/Cyklus | Suma (EUR) |
Skrining do 28 dni pred C1D1 | 1,210.40
Skrining do 10 dnipred C1D1|  528.80 |
c1D1 1,013.60 |

c1p8 s 432.00
c1D15 707.20
c2D1 922.80
c¢opt | 1,010.00
C4D1 909.60
csp1 | 84840 |
c6D1 761.20
C7D1 782.80
ceb1 | 76120 |
caD1 782.80
cioD1 | 7120 |
c1ipl 761.20
c12D1 782.80
C13D1 761.20
C14D1 761.20 |
C15D1 a d’alsie cyKly

(nezaratané v celkovej sume za 761.20
pacienta)

CIfA1b_A3 Appendix 1 - Financial ferms of Investigator
SK 29MAY2023
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This amount includes the costs for activities related
to start up and Center initiation including but not
limited to provision of necessary documentation
{e.g. CVs of all study team members, GCP
certificates of investigators, inspection reports for
the use of the apparatus and equipment, evidence
of their calibration, certification and periodic
inspections and other) and completing alf required
Bayer trainings.

In addition Bayer shall separately reimburse the
costs related to the completion of Vendor trainings
by Investigator and the Study Team Members in the
amount of 1 000,00 EUR.

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.

The per subject fee shall be paid on the basis of
visits / cycles properly performed as demonstrated
by supporting documentation which were
performed during the relevant period specified in
point 1 of this Appendix.

For a patient randomized info BAY 2927088 study
drug arm:

~ VisitlCycle ﬁ'gg;')‘t -
| Screening Within 28 days of C1D1 | 1,210.40
Screening Within 10 days of C1D1 |  528.80
C1D1 1,013.60
ciDs8 432.00
c1D15 | 70720
c2n1 | 92280 |
(o]} | 1,010.00
C4D1 908.60
C5D1 848.40
C6D1 761.20
C7D1 782.80
C8D1 761.20
C€aD1 N - 782.80
C10D1 761.20
Cc11D1 761.20
C12D1 782.80
C13D1 761.20

c14D1 | 761.20
lotalpor paiont cootey | 76120
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EOT do 7 dni po rozhodnuti o
ukongeni lieCby )
Bezpetnostna kontrolna
navsteva 30-35 dni po
poslednej davke lieCby

744.00

523.20

Kontrolna navsteva so
zobrazovacim vySetrenim
Kazdych 6 alebo 9 fyZdhov po
postednom planovanom
termine zobrazovacieho
vy$etrenia aZ progresie
ochorenia potvrdenej BICR*
alebo do zadiatku novej
protinadorovej liecby

406.40

Dlhodobé sledovanie
KaZdé 3 mesiace (nasteva
pracoviska alebo telefonicky)

72.00

Celkom

16,244.00

*BICR -- zaslepené nezavislé centra

Za pacienta randomizovanéhao do ramena so

Standardnou liecbou

Ine vyhodnotenie

| NévétevalCyklus | Suma(EUR)

| Skrining do 28 dnipred C101|  1,210.40 |
Skrining do 10 dni pred C1D1 553.60 |
c1D1 1,185.20
 C1D8 427.20

| C1D15 | 636.80
C2D1 ifst 1,153.20
C3D1 - 1,174.80
C4D1 1,160.00
CsD1 1,013.20
C6D1 s 991.60

' C7D1 1,033.20
caD1 991.60
CoD1 1,013.20
c10D1 1,011.60

| C11D1 991.60
C12D1 1.013.20
C13D1 1,011.60 |
C14D1 | 992.00 |
C15D1 a dalSie cykly

(nezaratané v celkovej sume za 986.80
pacietg) 00 A o |
EOTvdo ,'r'ld[\l po rozhodnuti o 700.00
ukonceni liecby

Bezpeénostna

kontrolnénévsteva 30-35 523.20

dni po poslednej davke liecby

Kontrolna navsteva so

zobrazovacim vySetrenim

Kazdych 6 alebo 9 tyzdriov po

poslednom planovanom 406.40

termine zobrazovacieho
vySetrenia aZ progresie

ochorenia potvrdene| BICR*

Ci/A1b_A3 Appendix 1 - Financial terms of Investigator

SK 28MAY2023
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EOT within 7 days after decision to 744.00
end treatment L ;
Safety FU Visit 30-35 days post

last treatment 523.20 |
Imaging FU Visit Every 6 or 9

weeks after last scheduled imaging 406.40
timepoint until BICR* confirmed PD "

or initiating new anticancer therapy |

Long Term FU Every 3 months 77.00
| (clinic or phone call) e 3
Total 16,244.00

* BICR — Blinded Independent Gentral Review

For a patient randomized into Standard of care arm

B D R, AN L, = W 1 || B
*BICR - Blinded Independent Central Review

Stranka

) Visit/Cycle / Sin A{ESEE_
Screening Within 28 days of C1D1 | 1,210.40
Screening Within 10 days of C1D1 |  553.60

ﬂDJE,,,,,,, 1,185.20
Cc1D8 427.20
C1D15 636.80
C2D1 1,153.20
C3D1 | 117480

| cap1 - | 116000 |
C5D1 1,013.20
C6D1 B 991.60
c7D1 1,033.20
c8D1 | o9160
coD1 1,01320 |
C10D1 1,011.60
C11D1 991.60
C12D1 1,013.20
c13D1 1,011.60
C14D1 992.00 |
e iy e | s |
Ergj.zr;v:t?:; :tdays after decision to 700.00
Safty PUVGRSOSdme o | 0520
Imaging FU Visit Every6or 9
weeks ;lﬁer Igsi scheduled imaging 406.40
timepoint until BICR* confirmed PD or
initiating new anticancer therapy
qug Term FU Every 3 months 72.00
{clinic or phone call)

Total 19,265.60
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[alebo do zadiatku novej | e
| protinddorovej lie¢by
Dihadobé sledovanie
Kazdé 3 mesiace (nasteva 72.00
pracoviska alebo telefonicky)
Celkom 19,265.60
*BICR ~ zaslepene nezavislé centralne vyhodnotenie
e onediiry & pripo Suma [ Additional assessments |
_ potroby podtaprototoly | EUR) || anaprocedues | Amoun
Zhodnotenie nadoru pocas protocol
Ire(‘.lby: kazij(:h SijedioviRDLgs 412,60 Tumor Assessment On kS
prvjch 36 tj2dfiov a nasledne Treatment: every 6 weeks
kaichlj 3 WZdP - - for first 36 v;leeks{hen every 412.80
B.eZP SRS kon'trolna : 9 weeks thereafter
navsteva vykonana telefonicky 139.68 Safety FU Visit Phone Call 1
(miesto fyzickej navstevy) ] instead of physical visit) 139.68
Navsteva v rémei dihodobého physica v
e RN, Long term FU - Additional
sledovania: Dodatocny dogasny 33.20 interim contact Phone Call 33.20
tefefonicky kontakt E
VR PR : Unscheduled PK and
Neplénova.ny odber a Biomarker sample 65,60
spracovanie vzorky PK a 65.60 " .
bi collection and handlin
Diomarkerov Unscheduled Single 12- | o
Neplanované jednoduché 12- 3520 lead ECG g 35.20
500a0vd BK@ : Unscheduled Triplicate
g;génovane trojité 12-zvodové 4400 12-jead ECG 44.00
Neplanované vitane funkcie | 2240 | | Uliodl iSduled Vital Signs REEOITY
Neplanovany ECOG 10.40 LU"‘%E‘;“:Q: E,C?G.A. .. 1040
Neplanovana jednoducha 16.80 i te uled singie 16.80
| oxymetria ) kol 0
T p . Unscheduled Follow-Up
wepianovana fyzlkaine Physical Only (includes 136.80
vySetrenie v ramci nasledného 136 80 vital signs) )
sledovania (vratane vitalnych ' Unschgdule dEORTC | ———
funkcif) QLC-30 25.60
Neplanovane EORTC QLC-30 | 2560 | Unscheduled NSCLC- il
Neplanovane NSCLC-SAQ | 15620 SsAQ.. =]
Neplanované EQ-5D-50L 13.60 Unscheduled EQ-5D-5L 13.60
Biopsia pfic pomocou ihly** 1696.00 | Lung Needle Biopsy™ i1 696.99__
Bronchoskopia s biopsiou Bronchoscopy with lung
ptac™ | | 2 368.00 biopsy™* 2 368.00
Mediastinoskopia s biopsiou Mediastinoscopy with
lymfatickych uzlin** 8?‘_5'_40 ] | Lymph Nede Biopsy™ | 88,6;40. s |
Spracovanie vzorky biopsie 128.80 Biopsy Sample Handling 128.80
RECIST 128.80 RECIST 128.80
Lekarske hodnotenie, priznaky Physician Assessment,
a symptémy (pecenova 32.80 Signs & Symptoms (Liver 32.80
udalost) . e event) R
Neplanovana navsteva* 145.20 Unscheduled visit* 14520 |
Proces informovaného suhlasu Re—conse_nting process 67.20 “
pri jeho aktualizacii (za 1 67.20 (for 1 subject) : |
pacienta) e ol il ] Serious Adverse Event 141.60
Spracovanie zavaznej 141.60 (SAE) processing | S |
neziaducej udalosti (SAE) ; Eye exam (visual acuity 70.40
O¢&né vysetrenie (zrakova 70.40 and ocular background) — v
ostrost' a oéné pozadie) - ak je '

ClI/A1Tb_A3 Appendix 1 - Financial terms of Investigator
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kiinicky indikované okrem
| skriningu
Echokardiogram - ak je klinicky
indikované okrem skriningu a 232.00
EoT 1
Dotaznik (15 min) 9.00
* neplat! pre neplanované navstevy sposobeng
opomenutim zo strany Centra

**Volitelna biopsia U¢astnika na lie¢he alebo
pri ukonéeni lie€by na stanovenie biomarkerov

Poplatck za prisluéného UCastnika Skagania
bude zniZeny v nasledujlcich pripadoch:

(i) V pripade ucastnikov Skisania, ktori presli
skriningom, ale nesplnili kritéria pre zaradenie
do Skugania a to nasledovne:

Spolo&nost Bayer uhradi sumu 968.00 EUR za
1 0Ocastnika, ktory nesplnil kritéria pre
zaradenie na 1. skriningove] naviteve
a 423,20 EUR za 1 pacienta, ktory nesplnil
kritéria pre zaradenie na 2. skriningovej
navsteve. Podmienkou vyplatenia je, Zze na
takéhoto  ucastnika bud(d pripadat 2
randomizovani Géastn{ci.

Platby za dalSich ucastnikov (ktori nespinili
kritéria pre zaradenie) nad ramec podmienok
uvedenych v predchadzajucej vete mozu byt
uhradené iba v pripadoch osobitného zretefa
na zaklade pisomnej odbvodnenej ZzZiadosti
Skusajuceho a schvélenia zo strany
spoloénosti Bayer. Bayer nie je povinny takejto
Ziadosti Skusajuceho vyhoviet.

(ii) preruSené pripady alebo pripady, kioré nie
je moZné vyhodnotit (vypadky), sa vyplacaju
pomerne za vykonané tlohy za predpokladu,
Ze uz vykonang lieCebné postupy boli tpline
zdokumentované. V pripade, Ze vypadok je
spdscheny porusenim podmienok Protokolu
prostrednictvom umyselného alebo
nedbanliveho konania alebo opomenutia zo
strany Skusajuceho (napr. nedodrZanie kritérii

2024_SK_CO_70526

if clinically indicated,
besides screening

Echocardiogram — if
clinically indicated,

besides screening and o
BOT - canes, bic . eniring |
Site Survey (15 min) 9.00

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

** Optional biopsy for participant on treatment or
after end of treatment for biomarker analysis

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

(i) Cases of trial subjects who have gone
through screening but did not meet the
enroiment criteria, as follows:

Bayer shall pay amount of 968.00 EUR for 1
Screen Failure subject at 1st Screening visit
and 423,20 EUR for 1 Screen Failure subject
at 2nd Screening Visit. The condition for
paymeni is that Center will randomize 2
subjects per one Screen Failure subject.
Payments for other trial subject (who did not
meet the inclusion criteria) beyond the
conditions set outin the previous sentence can
only be made in cases of special consideration
upon a reasoned written request from the
Investigator and approval by Bayer. Bayer is
not obliged to comply with such an
Investigator's request.

(i) discontinued cases or cases which cannot
be evaluated (drop-outs) will be paid pro rata
for the duties already performed, provided that
the treatments already performed have been
completely 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 Investigator (e.g. non failure to
comply with inclusion criteria), no payments

pre zaradenie do zoznamu), nebudl splatné shall be due.
Ziadne platby.
4.3 Naklady za zaobchadzanie s liekmi 4.3 Costs for Study Drug Handling
Spolocnost Bayer zaplati Skusajlicemu za prijem, Bayer shall pay to the Investigator for receipt,
uchovavanie, evidenciu, a vydaj Skisaného lieku storage, records keeping and dispensing of the
nasledovne: Study Drug as follows:

Preparation for keeping records

of study drug receipt and
dispensing and records for 110.50
adhering to storage conditions, EUR
selection of study drug storage
area in line with requirements of

Za pripravu k vedeniu zaznamov o
prijme a vydaji skusaného
produkiu a dodrziavania 110.50
skladovacich podmienck, vyber EUR
miesta uskladnenia skusaného
produktu podla protokolu podfa

CliA1b_A3 Appendix 1 - Financiat terms of Investigator
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poziadaviek institucie, prijem

a kontrolu prvej zasielky
skudaného produktu. Narok na
vyplatenie vznika na zadiatku
klinického skasania, po prijati prvej
zasielky skusaneého produktu,

Za prijem naslednych zasielok
skusaného produktu, skladovanie,
pravideln( kontrolu a dodrziavanie
skladovacich podmienok a jej
dokumentaciu, vedenie zaznamov
o prijme a vydaji ski$aného
produkiu, zavere¢n( kontroiu
skusaného produktu, vyplnenie
potrebnych formulérov a pripravu

na destrukciu. 1;(&20 Payment due after the dispatch
Narok na vyplatenie vznika po of all study drug packages for 110.50
splneni nasledovnych podmienok: destruction. EUR

1. odoslanie véetkych baleni
skudaného produktu na destrukeiu
2. ukon&enie zaverednych aktivit
a obdrzanie slvisiacej
dokumentacie preukazujicej
detaily o tom, Ze sa zaveretné
aktivity ukongili.

4.4 ,L_'J_h__[ada nékladovy na uUéast na

spojenych so Skudanim

2024_SK_CO_70526
the Protocol and the Center,
receipt, and check of the first
delivery of study drug.
The right to payment arises at the
beginning of the study, upon
receipt of first delivery of study
drug.
Receipt of study drug shipments,
storage, regular check and
adherence to storage conditions
and its documentation, keeping
records of study drug receipt and
dispensing, final study drug
accountability, forms completicn
and preparation for destruction.

The right to payment arises after
the following conditions have
been met: 1. dispatch of al
packages of the tested product
for destruction

2. completion of final activities
and receipt of related
documentation proving that final
| activities where realized.

stretnutiach 4.4 Reimbursement of Study related — meeting

costs

4.4 .1 V sllade s platnymi zakonmi a kdodexmi bude 4.4.1 In line with applicable laws and compliance

442

443

spoloénost Bayer rezervovat a platit lety
(letenka ekonomickej triedy), cestovanie
viakom/autobusom (prva trieda, ak je to mozné)
a hotelové ubytovania pre Skusajlceho, lekarov
Timu skadania, Clenov timu skusania,
nevyhnutnych v suvislosti s ich Ugastou na
stretnutiach tykajacich sa Skasania,
vzniknutych na poZiadanie spoloénosti Bayer.
Bayer navy$e v stlade s Prilohou 1a nahradi
Centru primerané cestovné vydavky, ktore
Centrum =zaplatilo za (castnikov stretnutia
v priamej suUvislosti sich Gcastou; to =za
predpokiadu, Zze sa jedna o rozumne a realne
vynaloZzené cestovné vydavky, ktoré vznikli
v priamej suvislosti s O¢astou na Stretnuti
(naklady na stravovanie a napoje nie su
povazované za opravnene vydavky).

Bayer nezodpoveda za ziadnu skodu, ktoru
Skasajuci utrpel v priamej alebo nepriamegj
suvislosti s jeho Ucastou na Stretnuti.

codes, Bayer will book and pay flights
{economy class airfare), train/bus travel (1st
class if possible} 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 in accordance
with Appendix 1a for reasonable {travel
expenses paid by the Centre on behalf of
Meeting Participants in direct connection with
their attendance at the Meeting; provided that
such expenses are reasonable and actually
incurred and they incurred in direct connection
with the attendance at the Meeting (catering
and beverage costs are not considered to be
travel expenses).

4.4.2 Bayer shall not be liable for any damages

suffered by any person directly or indirectly in
connection with his/her participation in the
Meeting.

Za ugast na Stretnuti nebude Skudajucemu 4.4.3 No financial remuneration will be given to the

poskytnuta Ziadna financna odmena.

Investigator for attending the Meeting.

5 Odmeny (jednotlivé sumy) stanovené v tejto prilohe 5. The remuneration specified in this Appendix is
su uvedené bez DPH. Skusajtci sa zavazuje: exclusive VAT. Investigator warrants that.

CI/A1b_A3 Appendix 1 - Financial ilerms of Investigator
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a/ vpripade, ak tak uréuju pravne predpisy,
danovo a odvodovo vysporiadat nepefiazné, Gi
penazné pinenia, ktoré na zéklade tejto Prilohy
ziskal,

b/ nahradit spolotnosti Bayer véetku $kodu a
naklady vzniknuté z dbévodu nedodrzania
zavézkov vysporiadat vsetky svoje dafové
a odvodové povinnosti v stvislosti s ptheniami
prijatymi na zaklade tejto prilohy.

2024_SK_CO_70526

al if required by law, to settle all tax and
contribution obligations for payments or in-
kind benefits received on the basis of this
Appendix;

b/ to compensate Bayer for all damage and
costs incurred due to non-compliance with
his/her obligations to settle all of the tax and
contribution obligations in connection with
the financial and in-kind benefits received
hased on this Appendix;

Bayer, spol.s r.o.

Miesto/datum Place/date; Bratislava 28.1.2025

INg. An
Na zaklade plnej moci/power of attorney

a Stefankovitova

Skasajlci i
Miesto/datum Place/date

CWA1b_A3 Appendix 1 - Financial terms of Investigator
SK 20MAY 2023
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1. Viejlo Prilohe & 2 (dalej len ako .Priloha”) maju

Priloha €. 2: Doh

oda spoloénych prevadzkovatel’

2024_SK_CO_70526

ov systémov spracovania osobnych

Udajov uéastnikov skasania/ Appendix No. 2: Agreement on Joint Controllership of
the Parties regarding Study Data

vyrazy slvisiace s ochranou osobnych Gdajov
vyznam definovany v Clanku. 4 Vieobecna
nariadenie o ochrane udajov EU 2016/679
(GDFR).

"Udaje Skusania® pouzité v tejto  Prilohe

Znamenaju osobné Udaje u¢astnikov skudania
zhromazdené alebo vytvorené v  slvislosti
s vykanavanim Skugania.

V kontexte Skusania, Bayer a Centrum spolo&ne
urCuji acely a prostriedky spracovania Udajov
Skusania; su teda spoloénymi prevadzkovatelmi v
zmysle ¢lanku 26 GDPR (dalej spolotne aj ako
~Zmluvné strany’). Této Priloha Specifikuje
prislusné zodpovednosti spoloénosti Bayer a
Centra slvisiace s ochranou osobnych Gdajov
okrem povinnosti uvedenych v Zmiuve. V pripade
rozporu medzi podmienkami tejto Prilohy a
Zmluvy ma prednost tato Priloha.

Pre vyli¢enie pochybnosti, spracovanie osobnych
Udajov UCastnikov SkuSania, kioré vykonava
Centrum na ugely zdravotnej starostlivosti mimo
Skusania, nie je predmetom spolo¢ného
Spracovania a je vyluéne zodpovednostou Centra.

Povinnosti Bayer:

a) Spracovanie pseudonymizovanych Udajov
Skusania na Uéely stvisiace so Skasanim.

b) Poskytovanie informacii o Skusani, ako to
vy?aduje Cl. 13, 14 GDPR a formular
informovaného  sthlasu, ktory Géastnikom
Skdsania poskytne Centrum.

c) Spolupraca s Centrom na zodpovedanie
poZiadaviek na ochranu tdajov od G&astnikov
Skdsania. V pripade, Ze potencialny Uéastnik
SkuSania  adresoval  Fiadost priamo
spclo¢nosti Bayer, Bayer poZiada Ziadatela,
aby Ziadost' adresoval na Centrum, pretoze
totoZnost Ziadatefa méze overit iba Centrum.

d) Implementacia vhodnych technickych a
organizaénych bezpecnostnych opatreni pre

systéemy |T PouZivané na spracovanie
pseudonymizovanych Udajov Skagania.

Povinnosti Centra:

a) Spracovanie identifikagnych Udajov Skugania
na lcely stvisiace so Skaganim.

b) Prostrednictvom skasajuceho poskytovat o
ochrane osobnych udajov podta Gi. 13, 14
GDPR ucastnikom Skasania a ziskavat ich

informovany sthlas s uéastou v Skugani, |

ClfA1a_ATb A2 A
SK 20MAY2023

1. As used in this Appendix No. 2 (hersinafter |

referred to only as the "Appendix"), data privacy
related terms shall have the meaning as defined
in Art. 4 General Data Protection Regulation EU
2016/67¢ (GDPR).

“Study Data” as used in this Appendix shall mean
personal data of trial subjects collected or
generated in connection with the conduct of the
Study.

In the context of the Study, Bayer and Center
jointly determine the purposes and means of
processing Study Data; they are therefore jeint
controllers in the meaning of Article 26 GDPR
(hereinafter collectively referred to as the
.Parties”. This Appendix specifies the respective
data privacy related responsibilities of Bayer and
the Center in addition to responsibilities specified
in the Agreement. In case of conflicts between the
terms of this Appendix and the Agreement, this
Appendix prevails.

For the avoidance of doubt, the processing of
personal data of Study participants carried out by
the Center for the purpose of medical treatment
outside of the clinical study is not the subject of the
joint processing and is the sole responsibility of
the Center.

Obligations of Bayer:

a) Processing of pseudonymized Study Data for
purposes related to the Study.

b} Provision of Study information as required by
Art. 13, 14 GDPR and an informed consent
form to be handed out to trial subjects by the
Center.

¢} Co-operation with Center to answer data
protection requests from trial subjects. In case
a potential tria! subject addressed a request to
Bayer directly, Bayer shall ask the requestor to
address the request to Center as only the
Center can verify the identity of the requestor.

d) implementation of appropriate technical and
organizational security measures for |T
systems used to process pseudonymized
Study Data.

. Obligations of Center:

a) Processing of identifying Study Data for
purposes related to the study.

b) Through the Investigator to provide data
privacy information as required by Art. 13, 14
GDPR to the trial subjects and to obtain the
informed _consent from trial subjects to

ppendix 2 - Agreement on Joint Controllership of the Parties regarding Study Data (CTA—Appendix_DP-TRIAL_EU)
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Prostrednictvom  Skugajuceho  archivovat

informované sthlasy v stilade s pravnymi
poziadavkami.

¢) Prostrednictvom Skusajdceho zhromazdovat
Udaje Skudania od utastnikov Skusania
podfa Protokolu.

d) Pseudonymizacia Udajov Skusania v stlade
so §pecifikaciami Skisania. Centrum zaistuje,
%e pri vietkej komunikéacii so spolo¢nostou
Bayer alebo jej predstavitelmi,  budu
spoloénosti Bayer poskytnuté iba
pseudonymizované Udaje Skusania od
gastnikov Skiidania. Vynimkou su informacie

potrebné na implementaciu monitorovania
Skudania v stlade s GCP. Centrum uchovava
informacie spajajuce kody klaéov
(pseudonymy) S identifikovatelnymi
informaciami iba na obdobie, ktoré vyZaduje
zakon, a potom ich zmaze. )

e) Spravny zapis pseudonymizovanych Udajov
Skagania do databazy Skusania.

f) Urgenie kontakinej osoby pre Ggastnikov
Skugania pre ziadosti tykajlice sa ochrany
Gdajov suvisiacich so Skdsanim. V¢asné
spracovanie prislusnych poziadaviek, napr. 0
uplatiiovani prav dotknutych osdb alebo o
informaciach o tejto zmluve o ochrane Udajov
v stlade s Cl. 26 ods. 2 GDPR. Pokial
spracovanie Ziadosti vyzaduje spolupracu
spoloénosti  Bayer, Centrum bezodkiadne
postupi Ziadost spolo€nosti Bayer, pricom sa
zachova pseudonymizacia Udajov Skusania.

g) 'mplementacia vhodnych fechnickych a
organizaénych bezpeénostnych opatreni pre
systémy IT pouzivané na spracovanie
identifikaénych Udajov Skisania.

h) Uchovavanie zaznamov slvisiacich  s0
Skusanim potas zékonom stanovenej doby.
Centrum uchovava informacie o mieste, kde
sU uchovavané zaznamy o Skusani, aby sa
zabezpedilo, Ze budi okamZite dostupné na
z4klade opravnengj ziadosti.

i) Akékolvek subdodavky alebo  prevod
povinnosti Centra podfa tejto Prilohy na tretie
strany vyZaduje predchadzajici pisomny
s(hlas spolocnosti Bayer.

Ak by sa jedna zo Zmluvnych siran dozvedela o
porugen! ochrany Udajov Skusania, tato Zmluvna
strana to bez zbytoéného odkladu oznami druhej
Zmluvnej strane. V takom pripade budu Zmiuvné
strany spolupracovat na naprave poru$enia
ochrany osobnych tdajov, na plnenf zakonnych
oznamovacich povinnosti a odstraneni moznej
skody.

Zmluvné strany sdhlasia s tym, Ze si navzajom
poskythli primerand pomoc, ktora im umazni
vyhoviet Ziadostiam alebo staZnostiam dotknutej

2024_SK_CO_70526

" participate in the Study. Through the

Investigator to archive the informed consents in
accordance with legal requirements.

c) Through the Investigator to collect the Study
Daia from trial subjects in accordance with the
Protocol.

d) Pseudonymization  of Study Data in
accordance with Study specifications. The
Center ensures that only pseudonymized
Study Data from trial subjects is provided to
Bayer in all communication with Bayer or its
representatives. An exception to this is
information necessary for the implementation
of study monitoring in accordance with GCP.
Center shall retain the information linking the
key-codes (pseudonyms) to the identifiable
information only for the period legally required
and delete those thereafter.

e) Correct entry of pseudonymized Study Data in
the study database.

f) Designation of a point of contact for trial
subjects for Study-related data protection
requests. Timely processing of respective
inquiries, e.g. regarding exercising the rights of
data subjects or regarding information on this
data protection contract in accordance with Art.
26 (2) GDPR. Insofar as the processing of the
request requires the cooperation of Bayer,
Genter forwards the request to Bayer promptly,
preserving the pseudonymization of Study
Data.

g) Implementation of appropriate technical and
organizational security measures for |IT
systems used to process identifying Study
Data.

h) Retention of study related records for the
legally required period. Center shall maintain
information regarding the location where the
study records are retained to ensure that they
are promptly available upon authorized
request.

i) Any subcontracting or transfer of obligations of
Center under this Appendix to third pariies
requires the prior written consent of Bayer.

Should one of Parties become aware of a breach
of the protection of Study Data, this Party shall
notify the other Party without undue delay. In such
a case, the Parties will work together to remedy
the breach of the protection of personal data, to
fulfit legal reporting obligations and fo eliminate
possible damage.

The Parties agree fto provide reasonable
assistance as is necessary to each other to enable
them to comply with daia subject requests or

| osoby alebo #iadostiam kompetentnych organov. |

CliA1a_A1b_A2_Appendix 2 - Agreement on Joint Controllership of the Parties regarding Study Data (CTA-Appendix_DP-TRIAL_EU) -
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7. Zmiuvné strany zdokumentuji svoje &innosti
tykajace sa spracovania Udajov Sklsania podla
Cl. 30 GDPR na vlastna zodpovednost.

[ 8. Kazda zmluvna strana postdi, & pre svoj viastny
rozsah spracovania Udajov Sk($ania sa vyZaduje
posudenie vplyvu na ochranu tdajov podfa 1. 35
GDPR.

9. Zmluvné strany si budd navzajom prenasat Udaje
Skusania iba v Sifrovanom formate alebo
prostrednictvom zabezpecenych komunikaénych
kanalov.

10. Zodpovednost Zmluvnych partnerov je zalozena |

na Cl. 82 GDPR.

K iejto Dohode sa pripéja vzor dokumentu ,Dodatoéné
informacie o spracovani osobnych Udajov a suhlas
Ucastnika klinického sk(sania so spracovanim
oscbnych Udajov".
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complaints or requests from competent
authorities.

7. Both Parties shall document their activities
regarding processing of Study Data according to
Art. 30 GDPR in own responsibility.

8. Each Party shall assess whether for its own scope
of processing Study Data a data protection impact
assessment according to Art. 35 GDPR is
required.

9. Parties shall only transfer Study Data to each
other in encrypted format or via secure
communication channels,

10. The liability of the Parties is based on Art. 82
GDPR.

A template document "Supplement information on the
processing of personal data and consent of the clinical
trial participant to the processing of personal data" is
attached to this Agreement.

Bayer, spol.s r.o.

Miesto/datum /

Na zaklade plnej

te: Bratislava 28.1.2025

ci/lPower of attorney

Fakultnd nemocnica Trna

Skuasajuci vyhlasuje, Ze vy$si

berie na vedomie/ Investigator

declares, that he is aware of the above mentioned data privacy settings.

Miesto/datum / Place/date

MUDr. Marian Str

Hlavny skasajuci / Principal Invest'igator

Cl/A1a_A1b_A2_Appendix 2 - Agreement on Joint Controllership of the Parties regarding Study Data (CTA-Appendix_DP-TRIAL_EU)
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Priloha €. 3: Vzor dokumentu ,,Zavizok Clena timu Skisania k tiéasti na vykonani Skusania®/
Appendix No. 3: Template of the ,,Commitment of Study Team Member to participation in the Study
conduct”

Zaciatok vzoru/Beginning of the template

Zaviazok Clena timu Skasania k Géasti na vykonani Skusania/
Commitment of Study Team Member to participation in the Study conduct

Ja ako povereny Clen Timu skiiSania /] as a delegated Study Team Member
Meno/Name, priezvisko/surname, titulftitle:

Bydlisko/Address:

IBAN:

Ako zamestnanec/ As an employee of.

Fakultna nemocnica Trnava

so sidlom/with its registered seat at: Andreja Zarnova 11, 917 75 Trnava

zriadena: Zriadovacou listinou/Established by decision of MZ SR & 1970/1991-A/IV-1 zo dita/from 14.6.1891, v znen
neskorsich rozhodnuti/as amended

ICO/ID No.: 00610381

DIC/VAT No.: SK2021191084

Konajuci prostrednictvom/Represented by:

MUDr. Daniel Zitian, MPH — riaditel/director

(dalej len ,Centrum*/ hereinafter referred to as "Center")

Ja ako povereny Clen Timu SkuSania tymto zdviizne l as a delegated Study Team Member hereby certify
potvrdzujem a prehlasujem Ze; and declare that:
1. Som boll-a skusajucim, MUDr. Marianom |1. | have been appointed by the investigator MUDr.
StreSkom, PhD. (dalej len ,Skusajuci') zodpovednym Marian Stresko, PhD. (hereinafter referred to as
za vykonanie klinického skugania s nazvom .Investigator“} responsible for conducting the clinical
Multicentrické, randomizované, ofvorené, aktivhe trial titted A Phase 3 open-label, randomized, active-
kontrolované Kkiinické skisanie fazy Ili zamerané na controlled, multicenter trial to evaluate the efficacy
hodnotenie  G¢innosti  a  bezpeCnosti  peroréine and safety of orally administered BAY 2927088
podavaného BAY 2927088 v porovnani so Standardnou compared with standard of care as a first-line therapy
fleCbou ako liecbou prvej linie u pacientov s lokaine in patients with focally advanced or metastatic non-
pokrocilym alebo metastatickym nemalobunkovym small cell lung cancer (NSCLC) with HER2-activating
karcinomom plac (NSCLC) s aktivacnymi mutéciami mutations. with the Bayer No. 22615 (hereinafter
HER2. s Cislom Bayer 22615 (dalej len ,Skasanie) referred to as ,Study"), which is conducted at the
vykonavanom v Centre povereny/-a Gdéastou na Center, to participate in the Study conduct to the
vykonavani  skGSania  vrozsahu  vymedzenom extent specified in the Site signature and delegation
v dokumente Site signature and delegation log, ktorého log document, most current version of which is
aktualna verzia sa nachadza na Centre. present at Center, ,
2. Sihlasim a prijimam poverenie podfa | 2. |agree with the assignment stated in the previous
predchadzajuceho bodu azavazujem sa vykonavat point, | accept it and | undertake to perform activities
ginnosti v ramci Skusania v rozsahu, ako som bol/-a in the Study to the extent, in which | have been or will
alebo  budem povereny/-a Skasajicim  podla be assigned to by the Investigator pursuant to the
$pecifikacie v dokumente Delegation Log. specification in the Delegation Log document,
3. Som na vykonavanie Cinnosti vramci skigania | 3. |am properly qualified to perform activities in the
riadne  kvalifikovany/-a, odborne  spdsobily/-a Study, | have appropriate expert capability and {egal
a opravneny/-a na vykonavanie &innosti, ktorou som capacity to conduct the activities to which | had been,
__bol/-a alebo mdZzem byt Skusajicim povereny/-a. | or | may be assigned by the Investigator,
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4, Boll-a som Skusajucim riadne zaskoleny/-a
v rozsahu nevyhnutnom pre vykaonavanie Ccinnosti
vramci SkUSania podla rozsahu mojho paoverenia,
a sthlasim s tym, Ze uvadzané Gkony v ramci Skusania
budd vykonavané na zaklade koordinacie Skasajicim.
V pripade mojej U&asti na stretnuti tykajucom sa
skugania organizovanom spolo¢nostou Bayer alebo jej
Prepoienymi osobami sa podmienky mojej ugasti (moja
osoba dalej vtexte oznalena ako ,uéasinik’) na
takomto stretnuti, ako aj podmienky thrady nakladov
spojené s ucastou na stretnuti budu riadit’ tymito
pravidlami:

a) Pokial Centrum v Prilohe 1 (pod Prilochou 1 sa
rozumie priloha, ktora upravuje finanéné
podmienky Centra) suhlasilo stym, Ze
odsthlasené naklady spojené so Stretnutim
zaplati za ucastnika a tie si nésledne refakturuje
u spolo¢nosti Bayer tak sa pouZije tento rezim:

i. Vsudlade s platnymizakonmi a kddexmi bude
spolo¢nost’ Bayer rezervovat a platit’ lety
{letenka ekonomicke| triedy), cestovanie
vlakem/autobusom (prva trieda, ak je to
mozné) a hofelové ubytovania pre
Skasajuceho, lekarov  Timu  skisania,
Clenov timu sk¢$ania, nevyhnutnych v
stvislosti s ich (Castou na strethutiach
tykajucich sa Sku%ania (dalej ako
J2agastnik’), vzniknutych na poZiadanie
spolo¢nosti Bayer. Bayer navy$e v sllade
s Prilohou 1 nahradl Centru primerané
cestovné vydavky, kioré Centrum zaplatilo
za UCastnikov stretnutia v priamej suvislosti
sich uCastou; to za predpokladu, Ze sa
jedna o rozumne a realne vynaloZené
cestovné wvydavky, ktoré vznikli v priamej
slvislosti s i¢astou na Stretnuti (naklady na
stravovanie a napoje nie sl povazované za
opravnené vydavky).

ii. Bayer nezodpoveda za ziadnu $kodu, ktor(
Ucastnik utrpel v priamej alebc nepriamej
stvislosti s jeho U¢astou na Stretnuti.

ii. Za 0Cast na Stretnuti nebude Gcastnikovi
poskytnuta Ziadna finanéna odmena.

b) Pokial sa Bayer a Centrum dohodli, Ze naklady
bude v niz8ie 3pecifikovanom zlozeni uhradzat
priamo Bayer, tak sa spolo&nost Bayer v priamej
spojitosti  s¢  Skddanim zavazuje spbsobom
a v rozsahu stanovenom nizsie:

i. Rozsah uhradzanych nakladov — Bayer sa
zavazuje:

1) zabezpetit' a uhradit naklady spojené s
prepravou Ucastnika na miesto konania
Stretnutia (a spat) ato v zavislosti od
miesta konania Stretnutia tak, ze
zabezpeCi letenky a/alebo listky na
vlakov(/ina dopravu v $tandarde podla
uvazenia spoloénosti Bayer,

2024 _SK_CO_70526

| have been trained by the Investigator properly to the
extent necessary for conducting the activities in the
Study within my assignment, and agree to perform
particular actvities in the Study based on
coordination with Investigator. In case of my
participation in an Investigational Meeting organized
by Bayer or its Affiliates, the terms and conditions of
my paricipation (my person hereinafter as
“participant”) in such meeting, as well as the terms
and conditions of reimbursement of expenses
associated with my participation in the meeting, will
be governed by the rules set forth below:

a) If the Center in Appendix 1 (Appendix 1 in that

meaning means Appendix which regulates
payment conditions for Center) has agreed to pay
the agreed costs associated with the Meeting on
behalf of the participant and subsequently re-
invoice them to Bayer, the following regime will be
used:

i. In line with applicable laws and compliance
codes, Bayer will book and pay flights
(economy class airfare}, train/bus travel (1st
class if possible) and hotel accommodation for
Investigator, Study Team Physicians and
Study Team Members (hereinafter as
.Meeting participant®) required in connection
with  their participation in Study-related
meetings on request of Bayer. In addition,
Bayer shall reimburse Center in accordance
with Appendix 1a for reasonable travel
expenses paid by the Centre on behalf of
Meeting Participants in direct connection with
their attendance at the Meeting; provided that
such expenses are reasonable and actually
incurred and they incurred in direct connection
with the attendance at the Meeting (catering
and beverage costs are not considered to be
travel expenses).

i. Bayer shall not be liable for any damages
suffered by any person directly or indirectly in
connection with his/her participation in the
Meeting.

iil. No financial remuneration will be given tc the
Meeting participant for attending the Meeting.

b) If Bayer and the Cenier have agreed that the costs

will be paid directly by Bayer in the range specified
below, Bayer undertakes in direct connection with
the Study in the manner and to the extent specified
below:
i, Range of reimbursed costs - Bayer
undertakes:
1) to pay the cost of transportation of the
Meeting participant to (and from) the
Meeting venue, depending on the
Meeting venue, by arranging flight and/or
trainfother transport tickets in the
standard as determined by Bayer in its
sole discretion,

Ci/A1b_A3 Appendix 4 - Commitment of Study Team Member to participation in the Study conduct
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2) zabezpetit a uhradit naklady
ubytovania bezprostredne spojeného
s U¢astou Ugastnika na Stretnuti (ak to
bude vyZadovat trvanie a miesto

Stretnutia),
3) =zabezpetit stravu  bezprostredne
spojenu s ucastou Géastnika na

Stretnuti (ak to bude vyZzadovat' trvanie
Stretnutia),

4) a za podmienok uvedenych v bode
bodu 4 pism. b) ¢ast fi/f uhradit
ucastnikovi cestovné vydavky, ktoré mu
v priamej spojitosti s jeho Gcastou na
Stretnuti vznikna, to za predpokladu, Ze
sa jedna O rozumne areélne
vynalozené cestovne vydavky (dalej
v8etko spolu ako ,opravnené vydavky"),
ktoré s priamo spojené s lc¢astou
ucastnika na Stretnuti (naklady na
stravovanie a napoje nie st
povaZované za opravnené vydavky).

Nahrada nakladov podia bodu 4 pism. b)

Cast i bod 4 bude vykonana az po splneni

tychto podmienok:

1) dorugenie vyplneného formulara ,Bayer
travel expense form® podpisaného
Skusajucim najneskér do 5 dni od
datumu uskute€nenia Stretnutia,

2) dorugenie originalu uétovného
dokladu/dokladov preukazujuceho
vynaloZenie opravneného vydavku,
napriklad faktury vystavenej na meno
UCastnika, ktoré je uvedené v zahlavi
faktary, alebo iného Gétovného dokiadu
preukazujiceho zaplatenie
opravnengho vydavku Gcastnikom,

3) Uttovny doklad musi spliiat vietky
zékonné nalezitosti podla prislusnych
platnych  Uétovnych a  darovych
predpisov tykajlcich sa DPH a

4) odsnhlasenia zo strany spoloénosti
Bayer.

Formular ,Bayer travel expense form* a

uétovné doklady o opravnenych vydavkoch

je potrebné zaslat' na nasledujicu adresu:

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

811 09 Bratislava

Slovenska Republika

s uvedenim Cisla klinického sku3ania a
datumu a miesta Stretnutia na formulari
.Bayer travel expense form".

Za (cast na Stretnuti nebude Ocastnikovi
poskytnuta Ziadna finanéna cdmena.

Platby bud\ zrealizované do tridsat (30) dni
po splneni podmienok uvedenych v tomto
dokumente a od obdrzania vsetkych
dokladov  preukazujlicich  oprévnenost

2) to arrange and pay for the cost of
accommadation immediately associated
with the Meeting participant's attendance
at the Meeting (if required by the duration
and location of the Meeting),

3) to provide meals immediately related to
the Meeting participant's attendance at
the Meeting (if required for the duration
of the Meeting},

4) and subject to the conditions set out in
point 4 letter b) part ii/ to reimburse the
Investigator for travel expenses incurred
by the Meeting participant in direct
connection with his/her participation in
the Meeting; provided that such travel
expenses (collectively, "Eligible
Expenses") are reascnably and actually
incurred and are directly related to the
Meeting participant's participation in the
Meeting (catering and beverage costs
are not considered Eligible Expenses).

Reimbursement of costs incurred pursuant to

point 4 letter b) part i/ point 4 will be done after

the following conditions are met:

1) delivery of a completed "Bayer travel
expense form" signed by the Meeting
participant by 5 days after the Meeting,

2) delivery of the original accounting
document(s) evidencing the incurrence
of the Eligible Expenses, such as an
invoice in the name of the Meeting
participant, which is indicated in the
header of the invoice, or other
accounting document evidencing the
payment of the Eligible Expense by the
Meeting participant,

3} the accounting document must comply
with all legal requirements according to
the relevant applicable accounting and
tax regulations concerning VAT and

4) Bayer's approval of the eligibility of the
expense.

‘Bayer travel expense form” and accounting

documents related to Eligible Expenses shall

be sent to the following address:

Oddelenie klinickych skasani
Bayer, spol. sr.0.,
Karadzitova 2

811 09 Bratislava

Slovenska Republika

mentioning Study number and date and venue
of the Meeting in the reference iine of “Bayer
travel expense form”.

No financial remuneration will be given to the
Meeting participant for attending the Meeting.
Payments will be made within thirty (30) days
after the fulfiment of the conditions specified
in this Appendix and from the receipt of all
documents proving the eligibility of the

Cl/A1b_A3 Appendix 4 - Commitment of Study Team Member to participation in the Study conduct
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Ziadane] plathy ato bezhotovosinym
prevodom na u¢et U€asinika uvedeny
v Uvode tohoto dokumentu.

Vi Bayer nezodpoveda za Ziadnu $kodu, ktoru
ucastnik utrpel v priamej alebo nepriame]
suvislosti s jeho ugastou na Stretnuti.

5, Poznam poziadavky a podmienky vykonavania
Skusania stanovené Protokolom, spravnou klinickou
praxou a prislusnymi pravnymi predpismi v rozsahu,
v akom sa vzfahuju na vykondvanie ¢innosti, ktorych
vykonavanim som boll-a povereny/-a Skdsajucim
a zavazujem sa tieto podmienky pri vykonavani ¢innosti
vramci Skisania bezpodmienetne plnit spoloche
s pokynmi  Skusajuceho, ktory dané SklSanie
koordinuje.

6. Sthlasim s tym, Ze moja odmena za ¢innosti
vykonane v ramci SkiSania bude uréena s prihfiadnutim
na rozsah akvalitu mnou vykonanych d&innosti na
zakiade potvrdenia prehladu vykonanych Okonov, kioré
v Stvrtrocnom intervale bude odsuhlasovat' Skusajlct s
monitorujicou osobou poverenou spolocnostou Bayer
(dalej ako ,,CLM").

Mne prislichajuca odmena vo vySke oznamene] zo
strany Skudsajiceho spoloénosti Bayer, je splatng v
lehote 80 (Sestdesiat) dni odo dfia, kedy bol vyhotoveny
finalny sahrn za obdobie, ktoré je v Zmluve o klinickom
skuSani oznacené ako fakturaéné (alebo uctované)
obdohie a bude zo strany spolo¢nosti Bayer na zéklade
tohoto finalneho suhrnu uhradena na mnou uvedené
gislo ugtu (v avode tohoto dokumentu). Som si vedomy
a sthlasim s tym, Ze v pripade, ak Skusajuci v lehote 10
(desat) dni odo dia, kedy sa suhrn stal finalnym,
neoznami spolo¢nosti Bayer, v akej vyske je m&j narok
na odmenu, alebo ak sucet nim oznamenych narokov
Clenov timu skisania nebude koreSpondovat s vy$kou
finalneho suhrmnu, tak spoloénost Bayer uhradi celti sumu
finalneho suhrnu (zahfiajlcu aj moju odmenu) na ucet
Skusajuceho. V takom pripade nemam voti spolo¢nosti
Bayer narok na uhradu odmeny na moj ucet, ale mdj
narok si budem uplatiiovat' priamo voci Skusajicemu.

Vyhlasujem, Ze si som vedomy/d toho, Ze nesiem
zodpovednost za uhradenie vSetkych dani, & dalsich
plneni vodi Statnym aradom, zdravotne] poistovni v
stvislosti s platbami na zaklade tejio Zmluvy a som
povinny/a nahradit spolo¢nosti Bayer vietky dodatocné
néklady, ktoré by jej vznikli z titulu povinnosti uhradit za
moju osobu akékolvek dane, poplatky &i iné plnenia
majuce priamy alebo nepriamy suvis s mne uhradenou
odmenou.

7.  Vsetky Ciastky dohodnuté vyssie s koneéné.
8. Beriem na vedomie a suhlasim s tym, Ze okrem

odmeny ur&enej podla bodov 6 alebo 7 nebudem mat’
~_pravo na Ziadnu dalsiu odmenu alebo nahradu.

requested payment by a non-cash transfer to
the account of the Meeting participant
specified at the beginning of this document.

vi. Bayer shall not be liable for any damages
suffered by any person directly or indirectly in
connection with his/her participation in the
Meeting.

| am completely aware of requirements and
conditions for conducting the Study as they are
presented in the Protocol, Good Clinical Practice and
applicable laws to the extent they apply activities
! was assigned to by the Investigator and | commiit to
meet these requirements and fulfil these conditions
unconditionally as well as the instructions of the
Investigator who coordinates the Study.

| agree that the remuneration for activities rendered
by me within the Study will be determined with regard
to the extent and quality of such rendered activities
and by an Study activities confirmation during the
guarterly interval agreed between Investigator and
the monitoring person delegated by Bayer
(hereinafter as "CLM").

Payments related to me, in amount announced to
Bayer by Investigator, will be made within 60 (sixty)
days after the final summary for the period identified
as the billing period in the Agreement for the
Performance of the Clinical Trial has been produced
and will be wired by Bayer on the base of final
summary to my bank account (at the beginning of this
document). | am aware and agree that if the
Investigator does not notify Bayer within 10 (ten) days
from the day the summary became final of the amount
of my entitlement to the payment, or if the sum of the
claims of the Study Team Members notified by the
Investigator does not correspond with the amount of
the final summary, Bayer will pay the full amount of the
final summary (including my reward) to the
Investigator's account. In that case, 1 have no claim
against Bayer for payment of the reward to my
account, but | will assert my claim directly against the
Investigator.

| do acknowledge, that | am responsible for the
payment of all taxes or other benefits to the health
autherities, the health insurance company in
connection with payments under this Agreement. |
undertake to reimburse Bayer for any additional costs
incurred by Bayer as a result of its obligation to
reimburse on behalf of me any taxes, fees or other
benefits directly or indirectly related to the
Remuneration paid to me by Bayer.

All agreed remuneration agreed above in this
document is final.

| agree that except for the remuneration set pursuant
to points 6 or 7 | will not be entitled to any further
remuneration or compensation.

Cl/A1b_A3 Appendix 4 - Commitment of Study Team Member to participation in the Study conduct
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9. Moja uéast na vykonavani skUSania nie je
v rozpore s akymkolvek mojim inym zavazkom. Cinnost
budem vykonavat vramci svojho zamestnaneckého
pomeru v Centre a mdj zamestnavatel s tym suhlasi.

10. Beriem na vedomie a sthlasim s tym, Zze svoju
u¢ast na vykonavani skG$ania moéZzem kedykolvek
a bez akejkolvek ujmy ukongit s okamzitym tcinkom
dorugenim pisomného oznamenia Sklsajucemu,
a su¢asne Ze moja U€ast na vykonavan( skisania mdze
byt rovnakym spbsobom ukoncend kedykaolvek aj bez
udania ddvodu Skusajucim, spolo¢nostou Bayer spol.
s.r.0. alebo zadavatefom Skusania, ato s okamzitym
Gcinkom ku diu dorucenia ich oznamenia.

11, Zavazujem sa nahradit’ Skodu a nemajetkovu
ujmu spolo¢nosti Bayer spol. sr.o., zadavatelovi
Skusania alebo Skisajlicemu &i inej osobe, ak vznikni
porusenim mojich zavazkov alebo prehlaseni
uvedenych v tomto dokumente.

12.  Som sivedomy/a, Ze spolo¢nost Bayer spol. s r.o.
je povinna vsllade s prislusnymi ustanoveniami
zakona ¢. 362/2011 Z.z. oliekoch a zdravotnickych
pomdckach, v zneni neskorsich predpisov, predkladat
v elektronickej podobe Narodnému centru
zdravotnickych informacii najneskér do 31.1. a 31.7.
prislusného kalendarneho roka spravu o penaZznych
alebo nepenaznych plneniach poskytnutych priamo
alebo nepriamo zdravotnickemu pracovnikovi alebo
poskytovatelovi zdravotnej starostlivosti (vratane mena
a priezviska pripadne obchodného mena
poskytovatela}, pricom Narodné centrum
zdravotnickych informacii bezodkladne zverejn! na
svojej webovej stranke oznamené lUdaje.

13. Som cboznameny s informaciami o spracuvani
mojich osobnych tdajov a budem dodrziavat’ pokyny na
zabezpecenie ochrany osobnych Gdajov.

10.

11.

12.

13.

My participation in the Study conductis not contravene
my any other commitments. My activity in the Study
will be performed within my employee status in Center
and my employer agree with above mentioned.

| acknowledge and agree that |can terminate my
participation in the Study conduct at any time and with
no harm with immediate effect by serving a written
notice to the Investigator, as well as | acknowledge
and agree that my participation in the Study conduct
may be terminated at any time and without any reason
by the Investigator, Bayer or the sponsor of the Study
with immediate effect upon receipt of their notice.

| will indemnify Bayer, the sponsor of the Study and/or
the Investigator or any other person for damage
including non-pecuniary damage if such damage is
caused by breaching of my commitments or
representations made in this document.

1 acknowledge that Bayer shall be obliged to provide
National Center of Health Care Information 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 Medicines and Medical Devices as
amended National Center of Health Care Information
shall publish on its website the reports received.

| was informed about the processing of my personal
data and | will comply with the instructions to ensure
the protection of my personal data.

Meno a priezvisko, titul Clena Timu Skusania/ Name and Surname, Title of the Study Team Member

Miesto a datum / Place and Date

podpis Clena Timu Skasania/ Signature of the Study Team Member

Kaniec vzoruw/End of the template

Zmluvné strany svojimi podpismi potvrdzuja, Ze vy$sie uvedeny Vzor Zavazku Clena timu Skusania k GEasti na
vykonani Skudania sa pouZije v pripade, ak by v slvislosti vykonavanim klinického skGsania doslo zo strany
Skusajuceho k povereniu zdravotnickeho pracovnika, ktory je zamestnancom Centra, u¢astou na vykonavani
skusania v rozsahu vymedzenom v dokumente Site signature and delegation log.
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Bayer, spol.s r.o.

Miesto/datum Place/date: Bratislava 28.1.2025

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

Fakultnd nemocnica Trnava
Centrum/Center
20 -02- 2075

Miesto/dat

Skuasajuci / Investigator/

Miesto/datum Place/date

Hlavny skusajaci/Principal investigator
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