BAY 3401016, Protocol No. 22419 2026_CZ_CO_93659

DODATEK 1 AMENDMENT 1
KE SMLOUVE O PROVEDENI KLINICKEHO TO THE AGREEMENT FOR THE
HODNOCENiI PERFORMANCE OF A CLINICAL TRIAL

mezi / Between

BAYER s.r.o.
se sidlem / With its registered seat at:
Vinohradska 2828/151, 130 00 Praha 3,
Ceska republika / Czech Republic
ICO /D No.: 00565474
DIC / VAT No.: CZ00565474
zapsana v obchodnim rejstfiku vedeném
Méstskym soudem v Praze, oddil C, viozka 391 /
Registered with the Commercial Register kept by
the Municipal Court in Prague, Section C, Insert 391
zastoupena na zakladé plné moci /
Represented on the basis of the Power of Attorney by:
PharmDr. Vladimir Sedla¢ek

(dale jen / hereinafter referred to as “Bayer”)

a/And

Fakultni nemocnice Hradec Kralové
se sidlem / With its registered seat at:
Sokolska 581, 500 05 Hradec Kralové-Novy Hradec Kralové,
Ceska republika / Czech Republic
ICO /ID No.: 00179906
DIC / VAT No.: CZ00179906
zfizena rozhodnutim Ministerstva zdravotnictvi ze dne 29. 5. 2012 /
Established by the decision of the Ministry of Health dated 29 May 2012
zastoupena / Represented by:
MUDr. AleS Herman, Ph.D.
feditel / Director

(poskytovatel zdravotnich sluzeb, dale jen ,Poskytovatel“ / the health service provider hereinafter referred
to as the “Provider”)

a/And

doc. MUDr. Roman Safranek, Ph.D.
datum narozeni / Date of Birth: 19.04.1976
adresa trvalého bydlisté / Permanent address:
KFizkovského 455/14, 500 04 Hradec Kralové,
Ceska republika / Czech Republic

(hlavni zkouSejici, dale jen ,ZkouSejici” / principal investigator hereinafter referred to as the “Investigator”)

(Bayer, Poskytovatel a ZkouSejici dale spole¢né  (Bayer, Provider and Investigator collectively
oznacovani jako ,Smluvni strany®) hereinafter referred to as the “Contractual Parties”)
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uzavieny nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
ob&ansky zakonik, ve znéni pozdéjSich predpis(
(dale jen ,Dodatek"):

1.1

2.1

3.1

3.2

3.3

3.4

L. Uvodni ustanoveni

Dne 16.01.2026 byla mezi Smluvnimi
stranami uzaviena Smlouva o provedeni
klinického hodnoceni (dale jen ,Smlouva®“),
jejimz pfedmétem je provedeni studie
S hazvem »~Randomizované, dvojité
zaslepené, placebem kontrolované,
v paralelnich skupinach uspofadané klinické
hodnoceni faze 2a s prodlouzenou casti ke
stanovené ucinnosti a bezpecnosti BAY
3401016 u pacientt ve véku 18 az 45 let
s Alportovym syndromem® s &islem protokolu

22419 (dale jen “Studie”), a rozdéleni
povinnosti souvisejicich se Studii mezi
spole¢nost Bayer, Poskytovatele

a Zkousejiciho.

Il Zména Smlouvy

Smluvni strany timto sjednavaji zménu
Smlouvy, aby v souvislosti s aktualizaci
protokolu Studie upravily rozpo&et Studie:

Stavajici Pfiloha 1: Finanéni podminky
Smlouvy se rusi v celém rozsahu a nahrazuje
se novou Pfilohou 1 — revidovanou
Dodatkem 1, ktera tvofi pfilohu tohoto
Dodatku.

1l. Zavérecna ustanoveni

Tento Dodatek nabyvéa platnosti dnem jeho
podpisu posledni ze Smluvnich stran
a uCinnosti  svym uvefejnénim v registru
smiuv.

Tento Dodatek se  vyhotovuje ve

3 stejnopisech, z nichz kazda ze Smluvnich
stran obdrzi po jednom stejnopise. Dodatek
muze byt téz podepsan elektronickym
podpisem v jednom vyhotoveni.

Tento Dodatek je sepsan v Ceském
a anglickém jazyce, pficemz v pfipadé
rozporu mezi jazykovymi verzemi bude

upfednostnéna Ceska verze Dodatku.

Smluvni strany prohlasuji, ze tento Dodatek
uzavfely na zakladé svobodné a vazné vile,

2026_CZ_CO_93659

entered into on the below stated day, month and year
pursuant to § 1746 sect. 2 of the Act No. 89/2012
Coll., Civil Code, as amended (hereinafter referred
to as “Amendment”):

1.1

2.1

3.1

3.2

3.3

3.4

. Introductory Provisions

On 16 Jan 2026, the Agreement for the
Performance of a Clinical Trial was concluded
between the Contractual Parties (hereinafter
referred to as the ,Agreement”). Subject of
the Agreement is the performance of the study
entitled “A randomized, double-blind, placebo-
controlled, parallel group Phase 2a study with
an extension phase to evaluate the efficacy
and safety of BAY 3401016 in participants
aged 18 to 45 with Alport syndrome* by the
protocol number 22419 (hereinafter referred
to as the “Study”), and allocation of the Study
related obligation either to Bayer, Provider
and Investigator, as the case may be.

Il Amendment to Agreement

The Contractual Parties hereby agree to
amend the Agreement to adjust the Study
budget in connection with the update of the
Study protocol:

The current Appendix 1: Financial Terms of
the Agreement is deleted in its entirety and
replaced with the new Appendix 1 — Revised
by Amendmen 1 attached to this Amendment.

1l. Final Provisions

: This Amendment shall come into force on the
date of its signing by the last Party and shall
come into effect upon its publication in the
contract registry.

This Amendment is executed in
3 counterparts, out of which each of the
Contractual Parties receives one counterpart.
The Amendment may also be signed by
electronic signature in one copy.

This Amendment is written in the Czech and
English languages, and in the event of
a conflict between the language versions, the
Czech version of the Amendment shall
prevail.

The Contractual Parties declare that this

Amendment was concluded based on their
own free and serious will. The Contractual
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3.5

jeho obsah procetly a porozumély mu, a na
diikaz toho pfipojuji své vlastnorucni podpisy.

Smluvni strany se dohodly, Ze uvefejnéni
Dodatku prostfednictvim  registru  smluv
provede Poskytovatel, a to nejpozdéji do
5dnd od podpisu Dodatku posledni ze
Smluvnich stran; v opa¢ném pfipadé je
opravnén k zaslani Dodatku do registru smluv
Bayer. Navrh verze Dodatku uréené
k uverejnéni bude spole¢nosti Bayer odeslan
Poskytovateli v elektronické verzi ve strojové
¢itelném formatu nejpozdéji ke dni podpisu
Dodatku apfed jeho uvefejnénim bude
spoleCnosti Bayer a Poskytovatelem
vzajemné  odsouhlasen  prostfednictvim
e-mailu. V navrhu verze Dodatku odeslané
spole¢nosti Bayer podle pfedchozi véty budou
redigovany informace, které Bayer povaZuje
za své obchodni tajemstvi ve smyslu § 504
zakona ¢. 89/2012 Sb., ob&ansky zakonik, ve
znéni pozdéjSich predpist, pficemz takové
informace pfedevsim (ale nikoliv vyluéné)
zahrnuji: informace tykajici se naboru
pacient’ do Studie, finanéni podminky
provadéné Studie, osobni udaje fyzickych
osob. Tyto informace jsou bézné nedostupné
vefejné Ci v pfisluSnych obchodnich kruzich
apro spoleCnost Bayer konkureniné
vyznamné. Uvefejnéni takovych osobnich
udaju a obchodnich tajemstvi by tak mohlo
poskodit zdjmy spole€nosti Bayer.

Pfedpokladana hodnota tohoto Dodatku je
1 049 640 K¢ .

IV. Prilohy

Nasledujici pfiloha / pfilohy tvofi nedilnou soucast
tohoto Dodatku, nestanovi-li tento Dodatek jinak:

Pfiloha 1 -

revidovana Dodatkem 1: Finanéni

podminky

3.5
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Parties read the Amendment and they
understood the Amendment, in witness
whereof the undersigned have signed this
Amendment.

The Contractual Parties agreed that the
publication of the Amendment through
contract registry shall be performed by the
Provider, no later than within 5 days from the
signing of the Amendment by the last Party;
otherwise Bayer is authorized to submit the
Amendment to the contract registry. The
proposal of version of the Amendment for
publication shall be sent by Bayer to the
Provider in electronic form in machine
readable format on the day of signature of the
Amendment at the latest and before its
publication shall be mutually agreed by Bayer
and Provider via email. In the proposal of
version of the Amendment sent by Bayer
pursuant to the previous sentence,
information that Bayer considers to be its
trade secret within the meaning of Section 504
of Act No. 89/2012 Coll., the Civil Code, as
amended, will be redacted, while such
information primarily (but not exclusively)
includes: information regarding the
recruitment of patients into the Study, financial
conditions of the performed Study, personal
data of individuals. This information is not
usually available to the public or even to
relevant trade circles and is significant to
Bayer in terms of competition. Disclosure of
this personal data and trade secrets could
therefore harm the interests of Bayer.

Expected value of this Amendment is
CZK 1 049 640.

IV. Appendices

The following Appendix / Appendices shall forma an
integral part of this Amendment, unless set forth
otherwise herein:

Appendix 1 - revised by Amendment 1: Financial
Terms
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BAYER s.r.o.

Digitally signed by
PharmDr' PharmDr. Vladimir

Viadimir Sedlacek
Ly Date: 2026.06.10
Sedlacek 15:19:32 +02'00'

PharmDr. Vladimir Sedlacek
zmocnénec/ Agent

Fakultni nemocnice Hradec Kralové

v Digitally signed
MUDr. Ales by MUDr. Aleé

Herman Herman Ph.D.
Date: 2026.06.17
Ph.D. 11:31:50 +02'00'

MUDr. AleS Herman, Ph.D.
feditel / Director

doc. MUDr. Roman Safranek, Ph.D.

Digitalné podepsal MUDr.
M U Dr- Roma N Roman Safranek Ph.D.
' z Datum: 2026.06.17
Safranek Ph.D. 2o

Zkousejici / Investigator
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Priloha 1 — revidovana Dodatkem 1:
Finanéni podminky

Odména Poskytovatele a ZkouSejiciho se urCi
jako soucet dil€¢ich odmén uvedenych nize za
jednotlivé Cinnosti fadné a v€as provedené,
v obdobi, za které je odména uctovana. Narok
na odménu za prislusné obdobi vznika
poslednim dnem takového obdobi, a to
v rozsahu odpovidajicimu fadné vyplnénym
elektronickym formulafim CRF za jednotlivé
subjekty hodnoceni, které byly spole¢né
s vypInénou dokumentaci poskytnuty
spole¢nosti Bayer nejpozdéji posledni den
pfislusného obdobi. Platby ZkousSejicimu
a Clendm studijniho tymu budou rozdé&leny
Poskytovatelem dle jeho internich pravidel.
ZkouSejici zaroven stanovi vySi odmény pro
kazdého Clena studijniho tymu.

Odména uréena podle této PFilohy kryje
vS8echny ndklady na veskera vySetieni (v€etné
odmén Zkousejiciho, Clend studijniho tymu,
zameéstnancu  Poskytovatele a dalSich
administrativnich a/nebo rezijnich nakladu
Poskytovatele, nakladli na sluzby Iékarny
alaboratofe a na archivaci) vyzadovana
Protokolem, stejné jako kryje veSkeré naklady
na plnéni zavazk( Poskytovatele vyplyvajici
ze Smlouvy, neni-li dale nebo ve Smlouvé
explicitné dohodnuto néco jiného.

Pfi pfedéasném ukonéeni Smlouvy uhradi
Bayer Poskytovateli pouze naklady jiz
prokazatelné vynalozené a ukony jiz
prokazatelné provedeneé.

VSechny platby niZze jsou uvedeny v K&, bez
DPH a budou uhrazeny na zakladé skute€né
vykonanych navstév subjektu hodnoceni /
skute€¢né vykonanych ukonu ve Studii.

Schéma pro uhradu jednotlivych tkona:

2026_CZ_CO_93659

Appendix 1 — revised by Amendment 1:

Financial Terms

The remuneration of the Provider 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 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 CREF for individual patients, which were
provided to Bayer together with the filled
documentation on the last day of the
respective period at the latest. Payments for
the Investigator and Study Team Members
shall be distributed by the Provider pursuant
to its internal rules. The Investigator shall
establish the amount of remuneration for each
Study Team Member.

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

In case of an early termination of the
Agreement, Bayer will pay the Provider only
the provably spent costs and for the activities
provably accomplished.

All payments below are given in CZK, VAT
excluded and will be paid based upon the
visits actually undergone by a trial subject /
actually performed units in the Study.

Scheme for remittance of individual activities:

CastA/ Part A
Den / Day Navstéva / Visit Platba / Payment

-56 az/to -14 Skrinink / Screening 26 610
0 Navstéva 1/ Site Visit 1 29 990

1-7 Navstéva v Centru / Visit at the Center 9290

14 Navstéva 2 / Site Visit 2 16 660

21 Telefonicka navstéva / Phone Visit 3680
28 Navstéva 3 / Site Visit 3 17 490

42 Telefonicka navstéva / Phone Visit 3680
56 Navstéva 4 / Site Visit 4 17 740
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70 Telefonicka navstéva / Phone Visit 3680
84 Navstéva 5 / Site Visit 5 17 490
98 Telefonicka navstéva / Phone Visit 3680
112 Navstéva 6 / Site Visit 6 17 740
126 Telefonicka navstéva / Phone Visit 3680
140 Navstéva 7 / Site Visit 7 16 660
154 Telefonicka navstéva / Phone Visit 3680
Navstéva 8 - UkonCeni Casti A pro subjekty,
168 které se ucastni Casti B / Site Visit 8 - End of 17 270
Part A for subjests that will move to Part B
Navstéva nasledného sledovani pro subjekty,
FUP které se neucastni Casti B / FUP for subjects taht 15 360
will not move to Part B
Celkem / Total 224 380

Cast B/ PartB

Den / Day Navstéva / Visit Platba / Payment
Navstéva 1 - provedena ve stejny den jako
0 Ukonceni Casti A/ Site Visit 1 - performed same 17 210
day as EoA
7 Telefonicka navstéva / Phone Visit 3680
14 Telefonicka navstéva / Phone Visit 3680
21 Telefonicka navstéva / Phone Visit 3680
28 Navstéva 2 / Site Visit 2 18 270
42 Telefonicka navstéva / Phone Visit 3 680
56 Navstéva 3 / Site Visit 3 18 570
70 Telefonicka navstéva / Phone Visit 3680
84 Telefonicka navstéva / Phone Visit 3680
98 Telefonicka navstéva / Phone Visit 3680
112 Navstéva 4 / Site Visit 4 17 740
126 Telefonicka navstéva / Phone Visit 3 680
140 Telefonicka navstéva / Phone Visit 3680
154 Telefonicka navstéva / Phone Visit 3680
168 Ukoné&eni lé¢by / EoT 17 270
FU Navstéva nasledného sledovani / FU 15 360
Celkem / Total 141 220

Alternativni/neplanované navstévy / Alternative/Unscheduled Visits

Navstéva / Visit

Platba / Payment

Nahradni navstéva pro ucastniky, ktefi ukonci lecbu, ale
pokracuji do Ukonc&eni Casti A / Visit Replacement for

Participants who Discontinue Study Intervention but continue 9 480
to EoA
Navstéva pfi predéasném ukonéeni / Premature 14 510
Discontinuation Visit (PD)
Nasledné sledovani bezpelnosti jater / Close Observation for

) 8 790
Liver Safety
Zaklad pro neplanovanou navstévu / Unscheduled Visit base 4 570

Version O1 dated 25 April 2025
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Pokud bude v ramci Studie a v souladu
s Protokolem  nezbytné nutné provest
nasledujici vySetfeni a pokud tato vySetfeni
nejsou hrazena ze zdravotniho pojisténi
pfislusného subjektu hodnoceni, zaplati
Bayer Poskytovateli nasledujici platby za
provadéni téchto vysSetfeni po obdrzeni
pfislusné formalné spravné faktury:

2026_CZ_CO_93659

If the following procedures become necessary
within the Study according to the Protocol, and
only as far as they are not covered by the
public health insurance of the trial subject, the
following payments for the performance of
these procedures will be made by Bayer to the
Provider upon receipt of a corresponding and
formally correct invoice:

Podminéné/fakturovatelné procedury / Conditional/Invoiced Procedure

Navstéva / Visit Platba / Payment
Qpakované/neplénované vitalni funkce / Repeat/Unscheduled Vital 950

signs

Souhla}s S gene'tickym/genomickym/DNA 'testov'énim / 780
Genetic/Genonic/DNA consent for genetic testing

Odpér krve pro genetické testovani / Venipuncture for genetic 640
testing

Manipulace se vzorkem pro genetické testovani / Specimen for 360

Genetic testing handling
Opakovany/neplanovany odbér vzorku krve pro
farmakokinetiku/biomarkery / Repeat/unscheduled blood sample 640
collection for PK/biomarker

Manipulace se vzorkem pro opakovanou/neplanovanou
farmakokinetiku/biomarkery / Repeat/Unschduled PK/biomarker 360
specimen handling

Opakovany/neplanovany odbér vzorku mocCi (UACR, biomarkery a

bezpec&nost) / Repeat/unscheduled urine sample collection (UACR, 280
biomarkers and safety)
Manipulace s opakovanym/neplanovanym vzorkem modi / 360

Repeat/Unscheduled urine specimen handling

Opakovany/neplanovany odbér krve pro pro klinickou biochemii,
hematologii, koagulaci, sérologii, protilatky proti lékim / 490
Repeat/Unscheduled venipuncture for clinical chemistry,
hematology, coagulation, serology, antidrug antibodies

Manipulace s opakovanym/neplanovanym vzorkem krve pro pro
klinickou biochemii, hematologii, koagulaci, sérologii, protilatky
proti Iekiim / Repeat/Unscheduled blood specimen for clinical 360
chemistry, hematology, coagulation, serology, antidrug antibodies
handling

Opakovany/neplanovany vypocet eGFR / Repeat/Unscheduled
calculation of eGFR

Opakovany/neplanovany t&hotensky test z moci - budou zajistény
spole&nosti Bayer / Repeat/unscheduled urine pregnancy test - will 440
be ensured by Bayer

Téhotensky test ze séra - v pfipadé, Ze je t€hotensky test z modi

90

neprlikazny / Serum pregnancy test - in the event the urine 510
pregnancy test is inconclusive
Opakované/ neplanované 12-ti svodové EKG / 1460

Repeat/unscheduled 12-lead ECG
Telefonicky hovor pro kontrolu bezpecénosti a/nebo pro

kontaktovani uc€astniku ztracenych ze sledovani / Telephone call 670
for safety check and/or to contact participants lost to follow up

Opakovany/dodate¢ny informovany souhlas pacienta / Re-consent 1640
Informovany souhlas t&€hotné partnerky / Informed Consent Form 2 650

for of Pregnant Partner

7712
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(i)

Odména za pfislusny subjekt hodnoceni bude
snizena v nasledujicich pfipadech:

V pfipadé subjektd hodnoceni, které proSly
skrininkem, ale nesplnily podminky pro
zafazeni do Studie v dusledku vysledku
vySetfeni a/nebo hodnoceni z dliivodu, které
nemohly byt znamé pred pfihlaSenim k ucasti
ve Studii (tzv. neuspésny skrinink), vyplati
Bayer odménu 26 610 K& za subjekt
hodnoceni, u néhoz byl skrinink neuspésny,
pokud byly provedeny vSechny skrininkové
ukony, avSak celkem maximalné za 4 takové
subjekty hodnoceni.

Pokud je dosazeno tohoto limitu, mize
Poskytovatel pisemné poZadat spoleCnost
Bayer o souhlas s dodateCnymi platbami za
neuspésny skrinink a pfed skrininkem dalSiho
subjektu hodnoceni musi obdrzet pisemny
souhlas spole¢nosti Bayer. Spole¢nost Bayer
se zavazuje  Poskytovatele  pisemné
informovat pfed dosazenim limitu proplaceni
neuspésnych skrinink.

Ostatni naklady:
Bayer uhradi Poskytovateli nasledujici

naklady, které nejsou zahrnuty v odméné za
subjekt hodnoceni. Nahrada téchto nakladi je
splatna na zakladé rfadné vystavené faktury
Poskytovatele, a to ve Ihité splatnosti
avsouladu spostupem a za podminek
uvedenych v €l. [V Smiouvy.

Administrativni naklady:

Bayer zaplati Poskytovateli nahradu nakladu
souvisejicich s pfipravou a spusténim Studie
ve zdravotnickém zafizeni Poskytovatele, a to
jednorazovou platbou ve vysi 40 000 K¢.
Poskytovatel je opravnén vystavit pfislusnou
fakturu, jakmile mu Bayer poskytne C¢islo
objednavky po podpisu této Smlouvy. Cislo
objednavky Bayer poskytne Centru bez
zbyte&ného odkladu po podpisu Smlouvy.

Bayer zaplati Poskytovateli za kazdy dodatek
ke Smlouvé, v pfipadé projednani
podstatnych zmén obsahu Smlouvy a/nebo
rozpoctu Studie, poplatek ve vysi 5000 K¢.
Poskytovatel je opravnén vystavit pfislusnou
fakturu po podpisu dodatku.

Bayer zaplati Poskytovateli nahradu nakladd
na archivaci studijni dokumentace na 25 let,
a to jednorazovou &astkou ve vySi 37 500 K¢.
Nahrada téchto nakladu je splatna na zakladé
faktury Poskytovatele fadné vystavené po
podpisu této Smlouvy a doru¢ené spolecnosti
Bayer, a to ve Ihuté splatnosti a v souladu

(i)

2026_CZ_CO_93659

The Per Individual Subject Fee will be reduced
in the following cases:

With regard to trial subjects who have gone
through screening but did not meet the
enrolment conditions due to the results of the
tests and/or assessments that could not have
been known before entering the Study (i.e.
screening failure), Bayer shall make
a payment of CZK 26 610 per screen failure
trial subject provided that all screening
activities were properly performed, however
totally for 4 such trial subjects at maximum.

If this limit is reached, the Provider may ask
Bayer in writing to approve additional Screen
Failure payments and prior to screening
additional trial subject it must obtain written
Bayer approval. Bayer undertakes to inform
the Provider in writing before reaching the limit
for reimbursement of screening failures

Pass-through costs:

Bayer shall reimburse the Provider with regard
to the following expenses, which are not
covered by the Per Subject Fee.
Reimbursement of such costs shall be
payable on the basis of a duly issued invoice
from the Provider within the due date and in
accordance with the procedure and under the
conditions set out in Art. IV hereof.

Administrative costs:

Bayer shall reimburse the Provider for costs
related to preparation and starting of the Study
at the medical facility of the Provider with
aone-time payment in the amount of
CZK 40 000. The Provider is entitled to issue
the respective invoice as soon as Bayer
provided the Provider with the purchase order
number after the signature of this Agreement.
Bayer shall provide the Center with the
purchase order number without undue delay
after the signature of the Agreement.

Bayer shall reimburse Provider a lump sum in
the amount CZK 5 000 for each amendment
to the Agreement, in the case of negotiation of
substantial amendments of Agreement
content or Study budget. Provide is entitled to
issue the respective invoice after signing the
amendment.

Bayer shall reimburse Provider for costs for
archiving of study documentation for 25 years.
For this purpose Bayer shall pay a one-time
payment of CZK 37 500. Reimbursement of
such costs shall be payable on the basis of an
invoice from the Provider duly issued after the
signature of this Agreement and delivered to
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(ii)

(iif)

s postupem a za podminek uvedenych v ¢l. IV
Smlouvy.

Elektronické studijni dokumentace:

Bayer uhradi Poskytovateli po¢ateCni naklady
spojené se zaloZzenim a nastavenim
Poskytovatele ve vzajemné& dohodnuté
elektronické platformé ve vy3i 9 370 KE. Tato
Castka zahrnuje také naklady na pfijem
potfebné studijni dokumentace od spoleénosti
Bayer v ramci platformy a ulozeni dokument(

Poskytovatele potfebnych pro spusténi
a iniciaci Poskytovatele.
Bayer =zaplati Poskytovateli za vedeni

elektronické studijni dokumentace poplatek
ve vySi 920 K¢ za kalendarni mésic, pficemz
narok na poplatek vznikd po dokonceni
zahajovacich aktivit a obdrzeni souvisejici
dokumentace potvrzujici dokonceni
zahajovacich aktivit. Narok na poplatek zanika
po obdrzeni souvisejici dokumentace
potvrzujici dokoncéeni zavéreCnych aktivit.
Poplatek bude hrazen v fadném fakturacnim
obdobi uvedeném ve Smlouvé.

Lékarna:

Bayer zaplati Poskytovateli za objednavky,
uchovavani, Hodnoceného léku, provedeni
souvisejicich zaznamu a pfipadné
prestitkovani (dale jen ,Sluzby lékarny*)
pauSaini &astku 1950 K& za kazdy
1 kalendafni mésic, v némz lékarna poskytne
nékterou z vySe uvedenych Sluzeb Iékarny
pro tuto Studii, pocinaje mésicem, v némz

bude dodana apfijata prvni zasilka
Hodnoceného Iéku, akonle mésicem
vydeje/vraceni posledniho baleni

Hodnoceného léku, a to bez ohledu na rozsah
skladovaci plochy nezbytné ke skladovani
Hodnoceného léku a bez ohledu na pocet
jednotlivych zasilek a mnozstvi Hodnoceného
léku (pokud v8ak v daném mésici neni vyuzita
zadna Sluzba lékarny, narok na odménu
podle tohoto ustanoveni v takovém mésici
nevznika).

Dale Bayer zaplati Poskytovateli astky podle
platebni tabulky nize:

(ii)

(iii)

2026_CZ_CO_93659

Bayer within the due date and in accordance
with the procedure and under the conditions
set out in Art. IV hereof.

Electronic Study Documentation:

Bayer shall reimburse Provider the costs
related to the establishment and setup of the
Provider in a mutually agreed electronic
platform in the amount of CZK 9 370. This
amount also includes the cost of receiving the
necessary Study documentation from Bayer
within the platform and the storage of the
Provider documents necessary for the start-up
and Provider initiation.

Bayer shall pay to the Provider for the
maintenance of the electronic Study
documentation the fee of CZK 920 per
calendar month. Fee shall start to be payable
upon completion of the start-up activities and
receipt of supporting documentation providing
details of the start-up activities completed.
Entitlement to the fee shall end upon receipt
of related documentation showing details that
the close-out activities have been completed.
The fee will be paid at regular invoicing period
set forth in the Agreement.

Pharmacy:
Bayer shall pay to the Provider for orders,

storage of the Study Drug, entering related
records and eventual re-labeling (hereinafter
“Pharmacy Services”) the lump-sum amount
of CZK 1 950 for each 1 calendar month in
which the pharmacy will provide any of the
above-mentioned Pharmacy Services for the
Study, starting in the month, in which the first
Study Drug shipment is supplied and received
and ending in the month, in which the last
Study Drug package is dispensed or returned,
with no regard to the space necessary for
storage of the Study Drug and the number of
individual shipments and volumes of the Study
Drug (if no Pharmacy Service is used in
a given month, no entitlement to remuneration
under this provision shall arise in such month)

Further Bayer shall pay to the Provider the
amounts according to the payment table
below:

Ukon / Unit Platba / Payment
Zahajovaci poplatek / Start-up fee 7 500
Poplatek za Cinnosti spojené s uzavienim centra /

2000
Close-out fee
Poplatek za pfipravu jednotlivé infuse / 950
Fee for preparing a single infusion

9/12

Version O1 dated 25 April 2025

MY



BAY 3401016, Protocol No. 22419

2026_CZ_CO_93659

Poplatek za zpracovani (v€etné pfijmu a vydeje) jednotlivé

update — per each update

zasilky / Fee for processing (including receipt and 1200
dispensing) an individual shippment

Lékarnik v pfipadé aktualizace IMP manualu - tréninky,

aktualizace SOP - za kazdou aktualizaci / 1000

Pharmacist in case of IMP manual update — trainings, SOP

(iv) Nahrady subjektiim hodnoceni: (iv) Compensations to trial subjects:
Bayer uhradi subjektiim hodnoceni Bayer shall reimburse expenses on travelling
prostfednictvim Poskytovatele  cestovni and compensation for time spent in the
naklady akompenzaci za c&as straveny medical facility of the Provider incurring in
subjekty hodnoceni ve zdravotnickém relation to participation of trial subjects in the
zarizeni Poskytovatele v souvislosti s jejich Study to trial subjects through Provider in
Ucasti ve Studii pausalni ¢astkou, jejiz vyse je lump sum specified in the table below per
specifikovana v tabulce nize pro jednotlivé individual visits in the medical facility of the
navstévy ve  zdravotnickém  zafizeni Provider performed in accordance with the
Poskytovatele uskute¢néné v souladu Protocol to the bank account of trial subject.
s Protokolem na bankovni u€et subjektu Provider may delegate Investigator, who can
hodnoceni. Poskytovatel mlze G(hradou further delegate Study Team Members, to
nahrad  subjektim  hodnoceni  povéfit forward reimbursement to trial subjects.
Zkousejiciho, ktery mize dale povéfit Cleny Investigator and/or Study Team Members are
studijniho tymu. ZkousSejici a/nebo Clenové responsible to forward reimbursement to trial
studijniho tymu maiji povinnost tyto nahrady subjects.
vyplatit pfislusnym subjektdm hodnoceni.
Poskytovatel si necha od subjektll hodnoceni Provider shall have from ftrial subjects
kaZzdou vyplacenou nahradu za uskuteénénou confirmed each paid reimbursement for
navstévu podle tohoto ustanoveni pisemné performed visit under this provision in writing
potvrdit podepsanim pfislusného formulare by signing the appropriate Bayer form.
spolec¢nosti Bayer.
Odména za tuto ¢innost je jiz zahrnuta Fee for this activity is already included in the
v odméné Smluvnich partnerud dle odst. 5 této remuneration of the Contract Partners
prilohy. pursuant to Sec. 5 hereof.
. o Vzdalenost
Vzdalenost do | Vzdalenost od
100kmod | 100 do 300 km | "ad 300 kmod
Centra /
Centra/ od Centra / Distance to
Distance to the | Distance to the
the Center
o xex . . Center up to | Center from 100
Navstévy / Visits over 300 km
100 km up to 300 km ey
S L. (vySe nahrady
(vySe nahrady | (vysSe nahrady .
< = v Ké/
v Ké/ v Ké/ ,
. . compensation
compensation | compensation .
amount in CZK) | amount in CZK) geanas
CZK)
Skrinink, Navstéva nasledného sledoyénl’
(pokud bude ucastnik pokracovat do Casti
B Navstéva nasledného sledovani
neprobéhne a nahrady mu nebudou 1600 2400 3400
= . proplaceny)/ Screening, FUP (if participant
Gl irai Al continues to Part B, FUP will not take
place and no reimbursement will be made)
Navstéva 1/ Visit 1 2 800 3600 4 600
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CastA/ Part A

Navstévy 2, 3, 4, 5, 6, 7, 8 (pokud bude
ugastnik pokragovat do Casti B, N8
prob&hne soudasné s N1 CastB a
nahrady budou proplaceny pouze v ramci
N1 CastB)/ Visits 2, 3, 4, 5, 6, 7, 8 (if
participant continues to Part B, V8 will take
place simultaneously with V1 Part B and
reimbursement will only be paid within V1

Part B)

1750 2550 3 550

CastB/ Part B

Navstéva 1/ Visit 1

2800 3 600 4600

sledovani, Navstéva pfi pfed€asném
ukondeni / Visits 2, 3, 4, 5, FU, PD

Navstévy 2, 3, 4, 5, Navstéva nasledného

1900 2700 3700

CastAaB/ Part

AandB

Neplanovana navstéva / Unscheduled Visit

1100 1900 2900

Nahrady jsou subjektim hodnoceni vyplaceny
jménem a na ucet spole¢nosti Bayer. Za timto
ucelem poskytne Bayer Poskytovateli finanéni
prostfedky ve vySi nahrad vyplacenych
subjektim hodnoceni, jak je uvedeno dale.

Bayer poskytne Poskytovateli finanéni rezervu
na vyplaceni nahrad subjektd hodnoceni
v celkové vysi 30 000 K&, a to na zakladé
samostatné faktury Poskytovatele fadné
vystavené po poskytnuti Cisla objednavky od
spole¢nosti Bayer po podpisu této Smlouvy
(toto Cislo objednavky se [i8i od ¢Eisla
objednavky poskytnutého spoleCnosti Bayer
pro ostatni platby ve Studii). V pfipadé
vyCerpani vySe uvedené finanéni rezervy
poskytne Bayer Poskytovateli dal§i finanéni
rezervu v pfiméfené vysi s ohledem na pocet
aktualné zarazenych subjektd hodnoceni, a to
na zakladé faktury Poskytovatele Ffadné
vystavené a doruCené spoleCnosti Bayer.
Vystaveni faktury musi pfedchazet doruceni
oznameni Poskytovatele spoleCnosti Bayer
o vycerpani finan¢ni rezervy. Na zavér Studie
Poskytovatel provede zuctovani celkové
Castky finanéni rezervy poukazané
spole¢nosti Bayer a nahrad vyplacenych
subjektim  hodnoceni za  uskute¢néné
navstévy, na které ziskal Poskytovatel
potvrzeni podle odstavce vy3e, atoto
zuctovani bude provedeno po posledni
navstévé posledniho subjektu hodnoceni.
Toto zuc€tovani musi odsouhlasit monitor
Studie. Bude-li celkové poukazana finanéni
rezerva vySSi nez Castka Poskytovatelem
takto zuétovana, vystavi Poskytovatel opravny
darfiovy doklad (dobropis) a vrati prebytek
financni rezervy na bankovni U€et spole&nosti
Bayer, nejpozdéji do 60 dni od posledni
navstévy posledniho subjektu hodnoceni.

Compensations are paid to trial subjects in the
name and on behalf of Bayer. For this
purpose, Bayer shall provide the Provider with
funds equal to the compensations paid to the
trial subjects, as set forth below.

Bayer shall provide financial deposit to the
Provider for payment of ftrial subject
compensations in total amount CZK 30 000
on the basis of a separate invoice from the
Provider duly issued after provision of the
purchase order number from Bayer after the
signature of this Agreement (this purchase
order number is different from the purchase
order number provided by the Bayer for other
payments in the Study). In case Provider uses
up the entire financial deposit Bayer shall
provide next financial deposit to the Provider
in adequate amount with regard to number of
currently enrolled trial subjects, on the basis of
an invoice from the Provider duly issued and
delivered to Bayer. This issuance of the
invoice must be preceded by the delivery of
the Provider's notification to Bayer of the using
up the financial deposit. At the end of Study
Provider shall perform final accounting of the
total amount provided by Bayer to the Provider
and paid reimbursement to trial subjects for
performed study visits for which Provider
received confirmation from trial subjects
according to the paragraph above and this
accounting shall be performed after final study
visit of last trial subject. This accounting must
be approved by Study monitor. If total financial
deposit sent to the Provider by Bayer is higher
than the amount accounted, Provider shall
issue a corrective tax document (credit note)
and return the rest of financial deposit to the
bank account of Bayer within 60 days of last
study visit of last trial subject.
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(v)

(vi)

10.

Tato finanéni rezerva na vplaceni nahrad
subjektim hodnoceni se v souladu s § 36
odst. 13 Zakona o DPH nezahrnuje do
zakladu dané z pfidané hodnoty.

Uhrada nakladd na uéast na setkanich
spojenych se Studii:

Bayer nahradi Poskytovateli pfiméfené
cestovni naklady a naklady na ubytovani, jez
Smluvnim partnerdm vznikly v souvislosti
s jejich u€asti na odbornych setkanich
tykajicich se Studie na zadost spole¢nosti
Bayer, a které Bayer pfedem odsouhlasil, a to
na zakladé faktury vystavené Poskytovatelem
a pfedlozeni kopii uc€etnich nebo dariovych
dokladu za cestovni vydaje spole¢nosti Bayer.

DalSi pfipadné vzniklé naklady budou
nahrazeny pouze s pfedchozim pisemnym
souhlasem spole¢nosti Bayer a po obdrzeni
pfislusné faktury a pfislusnych priakaznych
ucetnich dokladd.

Narok na nahradu veskerych nakladi dle
odstavcl 5 az 7 vznika Poskytovateli dnem
jejich prokazatelného vynaloZeni. Veskeré
tyto naklady jsou splatné v nejbliz§im terminu
splatnosti odmény dle odstavciu 1 az 4 této
pfilohy spole¢né s touto odménou, nestanovi-
li Smlouva nebo tato pfiloha jinak.

Bayer bere na vé&domi, Zze pokud neuhradi
fadné vystavenou a doruéenou fakturu véas,
ma Poskytovatel ze zakona narok na zakonné
uroky z prodleni v souladu s § 1970 zakona
¢. 89/2012 Sb., ob&ansky zakonik, v platném
znéni.

(v)

(vi)

10.
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In accordance with Section 36, Paragraph 13
of the VAT Act this financial deposit for
payment of the trial subject compensations is
not included in the value added tax base.

Reimbursement of Study related-meetings
costs:

Bayer shall reimburse the Provider upon prior
approval by Bayer for reasonable expenses
on travelling and lodging which occurred
through Contract Partner’s participation in
Study-related meetings on request of Bayer,
subject to the receipt of invoice issued by the
Provider and copies of receipts of travel
expenses by Bayer.

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

The Provider shall become entitled to any and
all costs under Sections 5 to 7 hereof as of the
day the Provider demonstrably expended
these costs. Any and all such costs are due
within the first next maturity period of the
remuneration under Sections 1 to 4 hereof
and jointly with this remuneration, unless set
forth otherwise in the Agreement or herein.

Bayer acknowledges that if it fails to pay a duly
issued and delivered invoice on time, the
Provider is entitled by law to statutory interest
on late payment in accordance with Section
1970 of Act No. 89/2012 Coll., the Civil Code,
as amended.
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