Priloha €. 1: Finanéné podmienky Centra

Odmena Centra sa urCi ako sucet Ciastkovych
odmien uvedenych nizSie za jednotlivé Cinnosti
riadne a v€as vykonané, v obdobi, za ktoré je
odmena Gctovana. Narok na vyuctovanie
odmeny za prislusné obdobie vznika poslednym
diom takého obdobia, a to vrozsahu
zodpovedajucemu riadne vyplnenym
elektronickym formuldrom CRF za jednotlivych
UCastnikov SkuSania, ktoré boli spolocne s
vyplnenou dokumentaciou k Uplne vykonanej
monitorovacej navSteve odovzdané spolo¢nosti
Bayer najneskér v posledny defi prislusného
obdobia.

Odmena uréena podla tejto Prilohy kryje vSetky
naklady na vSetky vySetrenia (vratane
zamestnancov Centra a dalSich
administrativnych a/alebo rezijnych nékladov
Centra, platby laboratéria, lekarne a archivaciu)
vyzadované Protokolom, vratane napr. Uhrady
regulaénych poplatkov, rovnako ako kryje
v8etky néklady na plnenia zavazkov Centra
vyplyvajicich zo Zmluvy, ak nie je dalej alebo v
Zmluve explicitne dohodnuté nieco iné.

Pri pred€asnom ukonceni Zmluvy uhradi
spolo¢nost Bayer Centru iba naklady uz
preukazatelne vynalozené a Ukony uz
preukazatelne vykonané (naklady a aktivity
vzniknuté maximélne ku dfiu skoncenia
platnosti Zmluvy).

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

4.1 Startovacie néklady

Spolo¢nost Bayer uhradi Startovacie naklady
Centra, ktoré Centru oddvodnene a v dobrej
viere vznikli pred zaradenim U(castnika do
ski$ania v sume 400,00 EUR.

Tato suma zahffia naklady za €innosti spojené
so zacatim sku8ania a inicidciou centra vratane
ale nie vyluéne poskytnutia potrebnej
dokumentacie (ako napr. Zivotopisy c¢lenov
timu, GCP certifikaty sku$ajucich, revizne
spravy na pouzité pristroje a zariadenia,
doklady o ich kalibracii, certifikacii a
pravidelnych kontrolach a iné) a zabezpecenia
pristrojového vybavenia.
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Appendix 1: Financial Terms of Center

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

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:

Bayer shall reimburse Center's start up costs
for the Study which Center reasonably and in
good faith incurred prior to trial subject
enrolment in sum of 400,00 EUR.

This amount includes the costs for activities
related to start up and site initiation including
but not limited to provision of necessary
documentation (e.g. CVs of all study team
members, GCP certificates for investigators,
inspection reports for the use of the apparatus
and equipment, evidence of their calibration,
certification and periodic inspections and other)
and ensuring all required equipment.
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Podla podmienok platieb nizSie, platby budud
splatné po splneni pociato€nych aktivit
a potvrdeni slvisiacej dokumentacie
preukazujucej detaily o tom, ze sa pociato¢né
aktivity ukongili.

4.2 Platba za pacienta

Platba za pacienta ma byt zaplatena na zaklade
navstev riadne vykonanych tak ako je uvedené
v sprievodnej dokumentacii na polro¢nej baze.

Navsteva (SEULT:;
Navsteva 1 - skrining
(samostatne) 76.40
Néavsteva 2 - randomizécia
(samostatne) 59.80
Den 7 alebo prepustenie z
hospitalizacie 20.60
Navsteva 3 - telefonicka 15.40
Navsteva 4 - osobna 44.80
Navsteva 5 - osobna 38.60
Navsteva 6 - telefonicka 15.40
Navsteva 7- osobna 46.60
Navsteva 8 - telefonicka 15.40
Navsteva 9- osobna 33.20
Navsteva 10 - telefonicka 15.40
Navsteva 11- osobna 46.60
Navsteva 12 - telefonicka 15.40
Navsteva pri spolo€nom ukon&eni
lieCby - osobna 46.60

Nasledna bezpeénostna navsteva
po spolo€nom ukonc&ena liecby -
telefonicka 11.40

Spolu za ukonéeného Ucastnika 501.60
Dodatocné navstevy a Suma
vySetrenia v pripade potreby (EUR)
v sulade s Protokolom
Kombinovana navsteva 1 a 2 94.40
Navsteva pri predéasnom
ukonceni lieCby 38.30
Nasledna bezpe€nostna navsteva
po pred€asnom ukonc&enu liecby 11.60

Nasledna navsteva po
pred€asnom ukonceni lieby -
telefonicka 13.00

Telefonicka navsteva namiesto
osobnej ak je to potrebné od
navstevy 4 do spoloéného
ukoncenia lieCby 14.10
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Subject to the payment terms below, payments
shall be due upon completion of the start-up
activities  and receipt of  supporting
documentation providing details of the start-up
activities completed.

4.2 Per Subject Fee

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

Visit ‘°‘(’Eﬁ;'{)“

Visit 1 - screening
(separately) 76.40
Visit 2 - randomization
(separately) 59.80
Day 7 or Hospital Discharge 20.60
Visit 3 - phone 15.40
Visit 4 - site 44.80
Visit 5 - site 38.60
Visit 6 - phone 15.40
Visit 7 - site 46.60
Visit 8 - phone 15.40
Visit 9 - site 33.20
Visit 10 - phone 15.40
Visit 11 - site 46.60
Visit 12 - phone 15.40
CEOT Visit 46.60
CEOT SFU Visit 11.40
Cost per completed subject 501.60

Additional visits and

procedurt_es done if needed A{Eﬁg‘;t

according to Protocol
Combined V1 and V2 94.40
ET visit 38.30
ET SFU 11.60
FU Visits after ET => 3 - 12 13.00
Phone visit in lieu of site visit as
necessary form V4 until COET 14.10
Re-consent if needed (for 1
subject) 5.10
SAE per report 5.00
Adjudication event processing 12.00
Qutcome event processing 2.60
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Proces informovaného suhlasu pri

jeho aktualizacii (za 1 pacienta) 5.10
Spracovanie zavaznej neziaducej

udalosti (SAE) 5.00
Spracovanie rozhodovacej

udalosti (Adjudication event) 12.00
Spracovanie cielovej udalosti

(Qutcome event) 2.60
BARC/ISTH klasifikacia v pripade

krvacania 1.70
Neplanované alebo opakované

12-zvodové EKG 12.00
mRS v pripade opakovanej

mozgovej prihody 3.80
NIHSS v pripade opakovanej

mozgovej prihody 7.80
Nepldnovany dotaznik EQ-5D 2.50
Kontrola vitdlneho stavu 3.00
Neplanovany odber krvi 4.00
Neplanovana navsteva* 8.00

* neplati pre nepldnované navstevy spdsobené
opomenutim zo strany Centra

Tieto platby sa povazuji sa primerand
kompenzaciu Centra, za jeho sluzby, zahffajuc —
bez obmedzenia - aj vSetky prevadzkové
a administrativne a/alebo rezijné naklady Centra.

Poplatok za prislusného U(c€astnika SkuSania
bude zniZeny v nasledujicich pripadoch:

(i) V pripade UC€astnikov SkuSania, ktori
presli skriningom, ale nesplnili kritéria pre
zaradenie do SkusSania z dévodov, ktoré nemohli
byt zname pred prihlasenim k G¢asti v Skusani
a to nasledovne:

Spolo¢nost Bayer uhradi sumu 76,40 EUR za 1
UCastnika, ktory nesplnil kritéria pre zaradenie za
podmienky, ze pri pocte 1-17 skrinovanych
pacientov.  budld maximalne 2 pacienti, ktory
nesplnili kritérid pre zaradenie, pri pocéte 18-37
skrinovanych pacientov maximalne 3 pacienti,
ktori nesplnli kritérid pre zaradenie, pri pocte
nad 37 skrinovanych pacientov maximélne 4
pacienti, ktori nesplnili kritéria pre zaradenie do
Skisania.

Platby za dalSich ucastnikov (ktori nesplnili kritéria
pre zaradenie) nad ramec podmienok uvedenych v
predchadzajucej vete moézu byt uhradené iba v
pripadoch osobitného zretela na z&klade pisomnej
odbvodnenej Ziadosti skusajuceho a schvalenia zo
strany spolo¢nosti Bayer. Bayer nie je povinny
takejto ziadosti sku$ajuceho vyhoviet.
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BARC/ISTH classification in

bleeding event 1.70

Unscheduled or repeated 12-

Lead ECG 12.00

mRS in recurrent stroke event 3.80

NIHSS in recurrent stroke event 7.80

Unplanned EQ-5D

questionnaire 2.50

Vital status check 3.00

Unscheduled Blood Sampling 4.00

Unscheduled visit* 8.00
* not applicable for unscheduled visits caused
by

omission of the Center

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

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

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

Bayer shall pay amount of 76,40 EUR for 1
Screen Failure subject under condition that for
amount of 1-17 screened patients there will
be the maximum 2 Screen Failure (SF)
patients, for amount of 18-37 screened patients
will be the maximum 3 SF patients, for
amount above 37 screened patients will be
the maximum 4 SF patients.

Payments for other trial subject (who did not
meet the inclusion criteria) beyond the
conditions set out in the previous sentence can
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.
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(ii) V pripade preruSenych pripadov alebo
pripadov, ktoré nie je mozné vyhodnotit (vypadky),
sa vyplacaju pomerne za vykonané ulohy za
predpokladu, ze uz vykonané lieGebné postupy boli
Uplne 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),
nebudu splatné Ziadne platby.

Platby za uc€astnikov budu splatné po predlozeni

prislusného vyplneného CRF spolo¢nosti Bayer
alebo tretej strane ur€enej spolo¢nostou Bayer.

4.3 Uhrada nakladov na u&ast na stretnutiach

2022_SK_CO_66861

(ii) 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 Reimbursement of Study related — meeting

spojenych so Skisanim

Spolo¢nost Bayer nahradi Centru primerané
cestovné naklady na ubytovanie, ak mu takéto
vznikni (jeho zamestnancom a predstavitefom)
v sUvislosti s U€astou na odbornych stretnutiach
tykajucich sa SkuSania na ziadost spolo¢nosti
Bayer, aktoré spolocnost Bayer vopred
odsuhlasila, ato na zaklade faktury vystavenej
Centrom a vyuctovanim spolu s dokladmi
preukazujucimi vynalozenie uvedenych nékladov.
Naklady na stravovanie a napoje sa nepovazuju za
cestovné.

4.6 Pass-through costs

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

a) Opodstatnené cestovné naklady a naklady na
ubytovanie (okrem hospitalizacie) v suvislosti s
UCastou v SkuSani su Ucastnikovi skuSania
preplatené prostrednictvom stravnych listkov
a to tymto spésobom:

(i) VySka preplacanych nakladov je uréena
pausalne v zavislosti od rozsahu

a Gasoveho trvania navstevy Ucastnika

v Centre nasledovne:

e 45,00 EUR/navsteva za Navstevu €. 1
(ak nebola realizovana pocas
hospitalizacie),

e 55,00 EUR/navsteva za Navstevu €. 2
alebo kombinovanu navstevu 1 a2 (ak
neboli realizované pocas hospitalizacie)

a
e 35,00 EUR/navsteva za ostatné osobné
navstevy na Centre vratane

neplanovanych navstev.

(i) Spolo¢nost Bayer na zaklade protokolu
podla prilohy A odovzda Centru vopred
dohodnuty pocet stravnych listkov na ich
nasledne odovzdanie u€astnikom skusania
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costs

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

4.6 Pass-through costs

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

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

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

e 45,00 EUR / Visit per Visit No. 1 (if
not done during hospitalisation),

e 55,00 EUR / Visit per Visit No. 2 or
Combined V1 and V2 (if not done
during hospitalisation) and

e 35,00 EUR / visit for any further on-
site visits including unscheduled
visits.

(i) Bayer, on the basis of the protocol set
out in Annex A, shall hand over to the
Center a pre-agreed number of meal
vouchers, to be subsequently handed
over to the trial subjects as
reimbursement of their travel and
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b)

(i)

(iv) Centrum

(v)

ako preplatenie ich nakladov na cestu a
nakladov na ubytovanie; spolo¢nost Bayer
priebezne doplni stravné listky, alebo
vymeni exspirované stravné listky, vzdy
vSak na zaklade vyplnenia nového
protokolu podfa prilohy A tak, aby boli
stravné listky pre Ucastnikov skuSania k
dispozicii. Centrum je povinné vopred
upozornit’ spolo¢nost Bayer na nedostatok
stravnych listkov a tiez na bliziacu sa
exspiraciu stravnych listkov.

Centrum  kedykolvek na  poziadanie
spolo¢nosti Bayer na zaklade protokolu
podla prilochy B potvrdi a vydctuje
spolo¢nosti  Bayer redlne odovzdané
stravné listky ucastnikom skdsania.

je povinné vratit zostavajuce
stravné listky na konci SkuSania spat
spolo¢nosti Bayer.

Centrum zodpoveda za stratu stravnych
listkov, ktoré prijalo od spolo¢nosti Bayer a
tiez za listky, ktoré exspirovali a nie je ich
mozné odovzdat u€astnikom skuSania.
Hodnotu tychto stravnych listkov bude
znaSat z vlastnych prostriedkov Centrum,
resp. preplati ich plni sumu spoloénosti
Bayer. Bayer ma pravo jednostranného
zapoCtu svojho prava na nahradu Skody
v dbsledku exspiracie stravnych listkov voci
pohladavkam Centra.

(vi) Centrum mdze Uhradou cestovnych nahrad

vo forme stravnych listkov  poverit
Skusajuceho, ktory méze dalej poverit
Clenov timu Skiasania. Skusajuci a/alebo
Clenovia timu Skugania maju povinnost
tieto nahrady poskytnat  prisluSnym
Ucastnikom Sku$ania. Centrum je povinné
vratit vSetky zvySné stravné listky spat

spolo¢nosti Bayer na konci SkuSania.
Protokoly AaB vSak podpisuje vzdy
Centrum, ktoré je plne zodpovedné

v zmysle vy$Sie uvedeného bodu.

V odbvodnenych pripadoch sa mézu Centrum a

Bayer vopred pisomne dohodnut na tom, Zze
nahradu opodstatnenych nakladov UcCastnika

skuSania (vo vySke uvedenej v
zrealizuje Centrum z vlastnych zdrojov a nie
stravnymi listkami v zmysle rezimu upravenom
v pism. a/. V takom pripade spolo¢nost Bayer,

pism. a/)

na zaklade vzjomne odsuhlaseného prehladu

vynaloZzenych nakladov pripraveného Centrom,
nahradi

Centru naklady, ktoré Centrum

preukazatelne uhradilo U€astnikom skuSania
a to v lehote podla bodu 4.2.

Odmeny uvedené v tejto prilohe su konecné aj
s DPH. Ak sa pripadne uplatni potreba platit

Cl/A1b Appendix 1 - Financial terms of Center
SK 15JUN2022

b)

2022_SK_CO_66861

accommodation expenses; Bayer will
continually replenish meal vouchers or
replace expired meal vouchers, always
by completing a new Annex A protocol
so that meal vouchers are available to
trial subjects. The Center is obliged to
notify Bayer in advance of the lack of
meal vouchers and of the forthcoming
expiration of the meal vouchers.

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

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

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

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

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

5. The remuneration referred to in this Appendix

is final VAT included. If there is a need to pay
VAT, payments will not be increased by VAT.
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DPH, platby sa nebudi o DPH navySovat.

6. Dalsie pripadne vzniknuté naklady budld 6. Other eventual pass-through costs shall be

nahradené iba s predchadzajucim pisomnym reimbursed only after prior written approval of
suhlasom spolo€nosti Bayer a doruceni Bayer and upon receipt of supporting
prislusnej faktary a prislusnych preukaznych documentation with receipts attached.

prijmovych dokladov.

Prilohy: Annexes:
A.: Protokol o odovzdani stravnych listkov A.: Protocol on meal vouchers handover
B.: Protokol o vyuctovani pouzitia stravnych listkov B.: Billing protocol on meal vouchers

Bayer, spol.s r.o.

Miesto/datum Place/date

Ing. Andrea Stefankovi¢ova
Na zaklade plnej moci/Power of attorney

Univerzitna nemocnica Bratislava
Centrum/Center

Miesto/datum Place/date

Meno a priezvisko/Name: MUDr. Alexander Mayer, PhD., MPH, MHA
Funkcia/Function: riaditel UNB/director of UNB

Skusajuci / Investigator

Miesto/datum Place/date

Meno a priezvisko/Name: MUDr. Jakub Veverka
Funkcia/Function: hlavny ski$ajuci/Principal Investigator

p
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