PPD
Dodatek 2 ke

Smlouvé o zabezpeceni klinického hodnoceni ze
dne 14. 11. 2017

Amendment 2 to
Agreement on Clinical Study signed on 14 Nov
2017

Tento dodatek 2 ke smlouvé o zabezpeleni
klinického hodnoceni (,,dodatek 2*) se uzavira mezi:

This Amendment2 to Agreement on Clinical Study
(“Amendment 2”) is to be executed between:

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington, NC
28401, USA

(“PPD”)

PPD Investigator Services LLC.,

with its registered address at 929 North Front St,
Wilmington, NC 28401, USA

(“PPD”)

a

and

Masarykovym onkologickym tstavem

se sidlem na adrese Zluty kopec 7, 656 53 Brno, Ceska
republika, zastoupenym prof. MUDr. Markem
Svobodou, Ph.D., feditelem

IC: 00209805
DIC: CZ00209805
(,,poskytovatel*)

Masarykiiv onkologicky ustav
With its registered office at Zluty kopec 7, 656 53
Brno, Czech Republic, represented by prof. MUDr.
Marek Svoboda, PhD., Director

Company ID no.: 00209805
Tax ID no.: CZ00209805
(“Medical Facility)

a

and

MUD¥. xxx

dale jen “zkousejici”

MUDr. xxx

further, the “Investigator”

dale jednotlivé jako ,,smluvni strana“ a spolecné
jako “smluvni strany”

each a “Party” and collectively the “Parties”

je dodatkem smlouvy 0 =zabezpeceni klinického
hodnoceni mezi PPD, poskytovatelem a zkousejicim,
ktera byla plné¢ podepsana dne 14. listopadu 2017
(,,smlouva®).

shall be an amendment to that certain Agreement on
Clinical Study between PPD, Medical Facility and
Investigator fully executed on 14" November 2017
(“Agreement”).

SMLUVNI STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, ze PPD, poskytovatel a
zadavatel  uzavieli smlouvu, podle  které
poskytovatel/zkousejici poskytuji PPD uréité sluzby
spojené s klinickym hodnocenim dle protokolu ¢.
E7080-G000-218 snazvem: ,2Randomizované,
dvojité zaslepené klinické hodnoceni fize 2 ke
Zjisténi bezpecnosti a ucinnosti Lenvatinibu ve dvou
riaznych pocdatecnich davkach (18mg oproti 14mg
jednou denné) v kombinaci s Everolimem (5mg
jednou denné) jakoZto ndsledné terapie po jedné
predchozi lécbé zamiiené na VEGF u pacientii s
karcinomem rendlnich bunék*, a

VZHLEDEM K TOMU, Ze si smluvni strany pfeji
upravit podminky smlouvy, jak je stanoveno v tomto

WHEREAS, PPD, Medical Facility and Sponsor
have entered into the Agreement pursuant to which
the Medical Facility/Investigator provide certain
Study services to PPD according to Protocol no.
E7080-G000-218 entitled: ,,A Randomized, Double-
blind, Phase 2 Trial to Assess Safety and Efficacy of
Lenvatinib at Two Different Starting Doses (18 mg
vs. 14 mg QD) in Combination with Everolimus (5
mg QD) in Renal Cell Carcinoma Following One
Prior VEGF-Targeted Treatment®; and

WHEREAS, the Parties desire to amend the terms of
the Agreement as set forth herein.
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dodatku 2,

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 2 a s umyslem byt jim pravné vazany
takto:

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound,
the Parties agree as follows:

1. doplnit smlouvu nasledovné:

a. Priloha A ke smlouvé bude zcela nahrazena novou
Prilohou A pfipojenou k tomuto dodatku 2.

Smluvni strany se dohodly, ze PPD uhradi
poskytovateli cenu ve vySi xxx K¢ za
administrativni tikony souvisejici s projednanim a
uzavienim tohoto dodatku. Tato cena je splatna na
zaklad¢ faktury vystavené poskytovatelem po
uzavieni tohoto dodatku, a to ve lhuté 30 dnd ode
dne doruceni faktury PPD.

1. to update the Agreement with the following:

a. Exhibit A to the Agreement shall be replaced in
its entirety with the new Exhibit A attached to this
Amendment 2.

The contracting parties have agreed that PPD
will pay the Institution a amount of CZK xxx for
administrative acts related to the discussion and
conclusion of this Amendment. This amount is
payable on the basis of an invoice issued by the
Institution after the conclusion of this
Amendment, within 30 days from the date of
delivery of the PPD invoice.

2. Dodatek 2 se podpisem smluvnich stran Stane
soucasti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné dodatku 2.

2. Upon execution, this Amendment 2 shall be
made a part of the Agreement and shall be
incorporated by reference therein.

3. Vsechna ostatni ustanoveni a podminky smlouvy
zustavaji v plné platnosti a ucinnosti. V piipade
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 2 budou rozhodujici a fidici
ustanoveni tohoto dodatku 2.

Smluvni strany se dohodly, Zze PPD uhradi
poskytovateli navstévy, vySetfeni a dalsi sluzby
provedené od 23. biezna 2021 (datum implementace
dodatku protokolu &. 8 na centru) do uzavieni tohoto
dodatku, a to v cenach dle Prilohy A, kterd je
nedilnou soucasti tohoto dodatku. Cena za tyto
navstévy, vysetfeni a dalsi sluzby pfip. Castka
odpovidajici rozdilu mezi cenou stanovenou za
navs$tévy, vySetfeni a dal$i sluzby Ptilohou A, ktera
je nedilnou soucasti tohoto dodatku, a jiz uhrazenou
cenou, je splatna v nejbliz§im platebnim obdobi
nasledujicim po uzavieni tohoto dodatku.

3. All other terms and conditions of the
Agreement shall remain in full force and effect. In
the event of any conflict between the terms of the
Agreement and this Amendment 2, the terms of this
Amendment 2 shall govern and control.

The contracting parties have agreed that PPD will
reimburse the Institution for visits, examinations and
other services performed from 23 March 2021 (the
date when Protocol Amendment 8 was implemented
at the Medical Facility) to the conclusion of this
Amendment, at the amounts provided in the Annex
A, which is an integral part of this Amendment. Price
for these visits, examinations and other services or
the amount corresponding to the difference between
the price set for visits, examinations and other
services in Annex A, which is an integral part of this
Appendix, and the price already paid, is due in the
next payment period following the conclusion of this
Appendix.

4. Veskera pouzitd terminologie, kterd neni blize
definovana vtomto dodatku 2, bude mit stejny
vyznam, jako je uvedeno ve smlouve.

4. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed to
them in the Agreement.

Toto misto bylo zamérné ponechano prazdné;
podpisy smluvnich stran jsou uvedeny na
ndsledujici stranée.

This space has been intentionally left blank; the
signatures of the Parties are on the following

page.
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NA DUKAZ SOUHLASU se znénim dodatku 1 | IN WITNESS OF THEIR CONSENT to this
Fipojuji smluvni strany své podpisy niZe. Amendment 1, the Parties have signed below.

PPD:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date: 6.9. 2021

Poskytovatel/Medical Facility:

Podpis/Signature:

Jméno/Name: prof. MUDr. Marek Svoboda, Ph.D.

Pozice/Title: feditel / director

Datum/Date: 17.9. 2021

Zkousejici/Investigator:

Podpis/Signature:

Jméno/Name: MUDr. xxx
Datum/Date: 14.9. 2021
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Priloha A
Rozpis Plateb

Exhibit A
Payment Schedule

ke smlouvé mezi:

PPD Investigator Services, LLC.
Masarykovym onkologickym ustavem
MUDr. xxx

to an Agreement between:

PPD Investigator Services, LLC.

Masarykiiv onkologicky ustav
MUDr. XXx

Eisali

Eisai

E7080-G000-218

E7080-G000-218

Platby: Platby se budou poukazovat na ucet
pfijemce plateb (dale jen ,,pFijemce plateb*):

Payments: Payments should be made to the
following account of the payee (further, the
“Payee”):

Piijemce plateb/Payee Name: Masarykiv onkologicky ustav

DIC/Tax ID no.: CZ00209805

Naézev a adresa banky/Bank name and address: Ceska narodni banka

Cislo Gitu/Acct. no.: 87535621/0710
IBAN: CZ58 0710 0000 0000 8753 5621
SWIFT: CNBACZPP

VS/Reference no.: ¢. protokolu/Protocol no.

Faktury: VSechny faktury tykajici se klinického
hodnoceni musi byt predlozeny k proplaceni
spole¢nosti PPD (a jako platce na nich musi byt
uvedena spole¢nost PPD) na niZze uvedenou adresu
amusi obsahovat presny rozpis vSech poplatkd,
doprovodnych dokumentii a referen¢ni fakturaéni
¢islo daného tesitelského centra a bankovni udaje
uvedené v této priloze A vcetné Cisla uctu a IBAN.
Splatnost odmény za provadéni klinického
hodnoceni je vzdy XXX ode dne doruceni faktury
spole¢nosti PPD.

Invoices: All invoices pertaining to the Study
must be submitted for reimbursement to PPD (and
must reference PPD as the invoicee) at the
following address and shall include a correct
itemization for all fees, supporting documentation,
and a site invoice reference number and bank
details listed in this Exhibit A including account
number and IBAN. The invoice due date is xxX
days from the day the invoice is received by PPD.

Fakturacni adresa/Invoicing address:

PPD Investigator Services LLC.
929 North Front St.

Wilmington, NC 28401

USA

Zasilatelské adresa/Shipping address: InvestigatorPayments@ppdi.com

Nabor: Poskytovatel a hlavni zkousejici berou na
védomi, Ze se jedna o Kklinické hodnoceni
vypracované pro vyhodnoceni daného poctu
subjekti  hodnoceni. Ocekavd se, ze hlavni
zkousejici vynalozi veskeré usili k naboru, jak je
uvedeno ve smlouveé. Jakmile bude dokoncen
nabor cilového poctu subjekti hodnoceni pro celé
klinické hodnoceni, budou o tom poskytovatel a
hlavni zkousejici informovani a budou instruovani,
aby jiz neprovadéli nabor dalSich subjekti

Enrollment: The Institution and Principal
Investigator acknowledge that this is a Study
designed to evaluate a set number of Study
subjects. The Principal Investigator will be
expected to apply best efforts for enrollment as
provided for wunder the Agreement. When
enrollment of the target number of Study subjects
for the entire Study is complete, the Institution
and Principal Investigator will be notified and
instructed not to continue enrolling Study
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mailto:InvestigatorPayments@ppdi.com

hodnoceni.

subjects.

Platby v ramci klinického hodnoceni budou
realizovany nasledovné:

The Study shall be payable as follows:

Odména za provadéni klinického hodnoceni bude
hrazena ctvrtletné, vzdy za navstévy, vySetfeni a
dalsi sluzby poskytnuté v prislusném kalendainim
Ctvrtleti

Spole¢nost PPD je povinna zaslat poskytovateli po
ukonceni kazdého kalendainiho &tvrtleti podklady
pro vypoCet odmény. V navaznosti na tyto
podklady vystavi poskytovatel fakturu.

Podklady pro vypocet odmény musi zahrnovat
polozkové vyactovani vSech navstév, vysetfeni a
dal§ich  sluzeb provedenych v pfisluSném
kalendainim ctvrtleti (véetné ,,fakturovatelnych
polozek” dle informaci zadanych v CRF).
Vyuctovani musi byt vystaveno zvlast pro kazdy
subjekt klinického hodnoceni, ktery musi byt
oznacen svym Cislem. U kazdého subjektu
klinického hodnoceni musi byt uvedeno, jaké
navstévy ¢i vysetieni absolvoval a rovnéz ocenéni
téchto navstév a vySetieni v souladu s rozpisem
plateb uvedenym v této smlouvé. Byly-li
poskytnuty néjaké dalsi sluzby, museji byt tyto v
polozkovém vyuactovani rovnéz uvedeny spolu s
datem jejich poskytnuti a ocenénim dle rozpoctu
uvedenym v této smlouve.

V piipadé, Ze spolecnost PPD nezasle
poskytovateli podklady pro vypocet odmény ve
Ihit¢ 21 dnG ode dne ukonceni kalendainiho
ctvrtleti, je poskytovatel opravnén vystavit fakturu
za vSechny navstévy, vysetfeni a dal§i sluzby
provedené v ramci klinického hodnoceni v
prislusném kalendainim ¢tvrtleti.

V ptipadé, ze poskytovatel zjisti, ze jsou v
podkladech pro vypocet odmény jakékoli
nedostatky, tyto oznami bez zbyte¢ného odkladu
spole¢nosti PPD, ktera je povinna je bezodkladné
odstranit. Ma-li spolecnost PPD zato, ze Vv
podkladech zadné nedostatky nejsou, je povinna
toto sdelit poskytovateli. Smluvni strany jsou
nasledné povinny si navzijem poskytnout
soucinnost nezbytnou k odstranéni pfipadnych
rozporl. Neposkytnuti sou¢innosti se povazuje za
podstatné poruseni této smlouvy.

Neodstrani-li spole¢nost PPD nedostatky v
podkladech pro vypocet odmény ani ve lhuté 10
dnli ode dne oznameni dle piedchoziho odstavce,

Reimbursement for the conduct of the Clinical
Study will be paid on quarterly basis, always for
the visits, procedures and other services provided
in applicable calendar quarter

After the end of each calendar quarter, PPD shall
send the Medical Facility documentation for
calculation of the reimbursement. Following
these, the Medical Facility will issue an invoice.

Documentation ~ for  calculation  of the
reimbursement shall include itemized billing of all
visits, procedures and other services conducted in
the applicable calendar quarter (including
»invoiceable items“). The bill shall be provided
separately for each Clinical Study subject and
identified by its number. For each Clinical Study
subject shall be listed what visits or procedures
were completed as well as the reimbursement for
these visits and procedures according to the tables
of payments listed in this Agreement. In case
some other services were provided, these shall be
also listed in the d itemized billing with the cade
of their provision and reimbursement for them
according the tables of payments listed in this
Agreement

In case PPD will not provide the documentation
for calculation of the reimbursement within 21
days after the end of calendar quarter, the Medical
Facility has the right to issue and invoice for all
visits, procedures and other services conducted in
relation to the Clinical Study in applicable
calendar quarter.

In case the Medical Facility detects, that are
mistakes in the documentation for calculation of
the reimbursement, Medical Facility shall, without
undue delay, inform PPD, which is obliged to be
correct them immediately. If PPD believed that
there are no mistakes in the documents for
calculation of the reimbursement, it is obliged to
inform The Medical Facility. Parties are then
obliged to provide each other assistance necessary
to eliminate any conflicts. Failure to cooperate is
considered a fundamental breach of the
Agreement.

In case the mistakes are not corrected in 10 days
from the date the notification according the
provision above or will not inform the Medical

nebo v téze Ilhité nesdéli poskytovateli, ze v | Facility that there are no mistakes in the
podkladech Zadné nedostatky nespatfuje, je | documentation  for  calculation  of the
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poskytovatel opravnén vystavit fakturu za vSechny
navstévy, vysetfeni a dalsi sluzby provedené dle
poskytovatele v ptislusném kalendainim ctvrtleti.

Smluvni strany se dale dohodly, Ze odména za
prislusné ctvrtleti bude vzdy ponizena o castku
odpovidajici XXX za pfislusné ctvrtleti (,,zadrzné®).
Spole¢nost PPD se zavazuje uhradit zadrzné

poskytovateli ve 1hit¢ xxX po dokonceni
zavérecné navstévy a obdrzeni nasledujicich
dokumentii  spole¢nosti PPD: (i) veskeré

dokumentace ke klinickému hodnoceni, ktera ma
byt vsouladu se smlouvou pifedana spolecnosti
PPD, (i) ptehledu veskerého neuzitého
hodnoceného 1é¢iva, (iii) vSech vyplnénych a
spravnych  eCRF/dotazi a (iv) veSkerych
doplnénych pozadavkl k vysvétleni ze strany PPD
¢i zadavatele, tykajicich se udajii nebo zaznamil
klinického hodnoceni.

Smluvni strany se dohodly, Ze k cenam uvedenych
v této smlouvé bude pfipocitina dan z pridané
hodnoty ve vysi dle pravnich piedpist uéinnych ke
dni uskute¢néni zdanitelného plnéni, kterd bude
spole¢né s témito cenami rovnéz zaplacena.

Smluvni strany se dale dohodly, Ze PPD uhradi
poskytovateli cenu ve vysi XxX K¢ za ukony
souvisejici se zahajenim klinického hodnoceni
(start-up faze). Tato cena je splatnd na zakladé
faktury vystavené poskytovatelem po uzavieni této
smlouvy, a to ve lhit€¢ xxx ode dne doruceni
faktury PPD.

reimbursement, the Medical Facility has the right
to issue an invoice for all visits, procedures and
other services conducted in relation to the Clinical
Study in applicable calendar quarter.

Parties also agree the reimbursement for the
applicable calendar quarter will be reduced by the
amount of xxx of the reimbursement for
applicable calendar quarter (“withholding”). PPD
will pay the withholding within xxx from the date
of the close out visit and receipt of the following
documents by PPD: (i) all documentation related
to Clinical Study which should be provided to
PPD according to this Agreement (ii) list of al
unused Study Drug (iii) all filled and correct
CRFs/queries and (iv) all filled requirements for
clarification from PPD or Sponsor related to data
or records of the Clinical Study.

Parties agree that VAT will be added to the
amounts listed in tables below in the amount
according to legal regulations applicable as of the
date of taxable supply, and it will be paid together
with these amounts.

Parties further agree that PPD will pay the amount
of CZK xxx for the activities related to the
Clinical Study start-up phase. This amount is
payable on the basis of the invoice issued by the
Medical Facility within xxx from the date the
invoice is delivered to PPD.

Naklady na subjekt hodnoceni: Celkova odména
dle nize uvedeného rozpisu bude Piijemci plateb
poskytnuta za dokonceny a hodnotitelny subjekt
hodnoceni. Dokonceny a hodnotitelny subjekt
hodnoceni je definovan nasledovné: (i) vSechny
postupy musi byt provedeny v souladu
s protokolem a smérnicemi ICH GCP, (ii) pacient
bude zafazen pouze na zakladé kritérii pro
zafazeni/vyfazeni a (iii) veSkeré tudaje budou
presné a Uplné zdokumentovany. V piipadé, Ze
subjekt hodnoceni nedokon¢i vSechny navstévy
tak, jak je uvedeno v protokolu, spole¢nost PPD
bude povinna uhradit za takovy subjekt hodnoceni
pouze pomérnou ¢ast dokonéenych navstév dle
eCRF.

Cost Per Subject: The Payee will be paid per
completed and evaluable Study subject. A
complete and evaluable Study subject is defined as
follows: (i) all procedures must be performed
according to the Protocol and ICH GCP
guidelines, (ii) a patient will only be included
according to the inclusion/exclusion criteria, and
(iii) all data are documented accurately and
completely. In the event that a Study subject does
not complete all visits as specified in the Protocol,
PPD shall only be obligated to make payment for
such Study subject on a pro-rated, completed visit,
and eCRF basis.

Netspé$né  skriningy:  Poskytovateli  bude
uhrazena Céastka za prvni tii neuspésné skriningy
dle uvedeni v tabulkach plateb nize. Jakékoliv
dal§i neaspésné skriningy vyZzaduji pisemné
schvéleni zadavatele. Aby vznikl narok na
proplaceni skriningové navstévy, musi byt dodany
kompletni stranky skriningového CRF spole¢né se

Screen Failures: The Payee will be reimbursed
for each Screen Failure up to 3 screen failures
due. Any further screen failures will require
Sponsor written approval. To be eligible for
reimbursement of a screening visit, completed
screening CRF pages must be submitted along
with any additional information, which may be
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vSemi dalSimi informacemi, které mohou byt
pozadovany zadavatelem nebo PPD k fadnému
zdokumentovani skriningovych procedur. Pro
ucely této smlouvy se za neuspé&$ny skrining bude
povazovat kazdy pacient, ktery zjevn€ splni
kritéria pro  skrining, podepise formulaf
informovaného souhlasu, absolvuje skriningovou
navstévu, avsak nebude do klinického hodnoceni
zafazen.

requested by Sponsor or PPD to appropriately
document the subject screening procedures. For
purposes of this Agreement, a Screen Failure shall
mean any patient, who initially appears to meet
the criteria for screening, signs the informed
consent form, completes the screening visit but is
not enrolled into the Study.

Lékarenské poplatky

Pharmacy Fees

1. Zahajovaci lékarensky poplatek: PPD se
zavazuje  uhradit  poskytovateli  lékarensky
poplatek ve vysi uvedené v tabulkach plateb nize,
a to spole¢né s cenou za start-up.

2. Pausalni lékarensky poplatek: PPD se
zavazuje hradit poskytovateli pausalni 1ékarensky
poplatek ve vysi uvedené v tabulkach plateb nize,
a to za obdobi kazdych xxX mésic poskytovani
lékarenskych sluzeb, proplaceny po dobu trvani
klinického hodnoceni (nebo v pomémné vysi za

1. Pharmacy Set-up Fee: PPD undertakes to
pay Medical Facility Pharmacy set up fee in the
amount stated in the table below, together with
start-up fee.

2. Flat Pharmacy Fee: PPD undertakes to
pay Medical Facility Flat Pharmacy Fee in the
amount stated in the table below, for every xxx
month period of provision of pharmacy related
services, payable for the duration of the Study (or
pro-rated for shorter time period), beginning with

krat$i obdobi), pocinaje =zafazenim prvniho | the enrollment of the first Study subject,
subjektu hodnoceni, bez ohledu na pocet | regardless of the number of enrolled Study
zafazenych subjektt hodnoceni. subjects.

Nahrada subjektim hodnoceni: Naklady | Subject Reimbursement Vouchers: Study
subjektti hodnoceni na stravu a/nebo cestovné do a | subject costs incurred for meals and/or

z mista navstévy v klinickém hodnoceni budou dle
pozadavki protokolu kazdému subjektu hodnoceni
za jednu navstévu nahrazeny poukazkou v hodnoté
xxx K¢€. Za vedeni zaznami veskerych vydanych a
nevydanych poukazek bude zodpovédny hlavni
zkousejici. Poskytovani  poukazek  bude
kontrolovano ze strany PPD pifi pravidelnych
monitorovacich navstévach.

transportation to and from Study visits as required
by Protocol shall be reimbursed to each Study
subject per visit in the form of vouchers in the
amount of CZK xxx. The Principal Investigator
shall be responsible for keeping an accounting log
of all used and unused vouchers. The provision of
vouchers shall be monitored by PPD during
regular monitoring visits.

Neplanované navstévy: Neplanovana navstéva se
definuje jako takova navstéva subjektu hodnocenti,
ktera neni vyslovné uvedena v protokolu, jejiz
absolvovani je vSak v ramci klinického hodnoceni
nutné. PPD se zavazuje uhradit poskytovateli
castku ve vysi uvedené v tabulkach plateb nize.
V pripadé, ze lékaisky nezbytnd procedura neni
zahrnuta Vv rozpoctu, zkouSejici musi nedfive
ziskat pisemné schvaleni, nez bude procedura
provedena. Céastka za proceduru nezahrnutou
vrozpoctu bude potvrzena pii  poskytnuti
pisemného schvéleni.

Unscheduled Visits: An Unscheduled Visit is
defined as a Study subject visit which is not
expressly set forth in the Protocol but is otherwise
required for the Study. PPD undertakes to pay
Medical Facility Unscheduled Visits in the
amount listed in the Tables of Payment below. In
the event a medically necessary procedure is not
included in the budget, Investigator must receive
prior written approval before procedure is
performed. Amount of compensation for a
procedure not included in the budget will be
approved at the time written approval is provided.

Treti strany: Piijemce plateb je pln€ zodpovédny
za uUhrady tfetim strandm a za kryti vlastnich
nakladi  souvisejicich  stimto  klinickym
hodnocenim, s vyjimkou naklad, které jsou
hrazeny na zdkladé¢ této smlouvy nebo jejiho
pisemného dodatku.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
expenses connected with the Study, with the
exception of expenses reimbursed on the basis of
this Agreement or a written amendment to it.
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Poplatek etické komisi: Poplatek etické komisi
uhradi PPD mimo tuto smlouvu.

Ethics Committee Fee: The Ethics Committee Fee
will be paid by PPD apart from this Agreement.

Poplatky centralni laboratofi: Poplatky centralni
laboratofi budou hrazeny zadavatelem mimo tuto
smlouvu.

Central Laboratory Fees: Central Laboratory costs
will be paid by the Sponsor apart from this
Agreement.

Bez obdrZeni piedchoziho pisemného souhlasu ze
Strany zadavatele & PPD nebudou brdny v potaz
Zadné dalsi poZadavky na poskytnuti financnich
prostiedkit.

No other additional funding requests will be
considered without the prior written consent of
Sponsor or PPD.

Tabulky plateb / Tables of Payments

NavS§téva/Visit

Castka za
navstévu v K¢/
Cost per visit
in CZK

Skrining/Screening

Skrining/Screening

Baseline

Cyklus 1 Den 1/Cycle 1 Day 1

Cyklus 1 Den 8/Cycle 1 Day 8

CykKlus 1 Den 15/Cycle 1 Day 15

Cyklus 2 Den 1/Cycle 2 Day 1

CykKlus 2 Den 15/Cycle 2 Day 15

Cyklus 3 Den 1/Cycle 3 Day 1

Cyklus 3 Den 15/Cycle 3 Day 15

Cyklus 4 Den 1/Cycle 4 Day 1

Cyklus 4 Den 15/Cycle 4 Day 15

Cyklus 5 Den 1/Cycle 5 Day 1

Cyklus 5 Den 15/Cycle 5 Day 15

*Cyklus 6 Den 1/Cycle 6 Day 1

Lécba/Treatment

*Cyklus 6 Den 15/Cycle 6 Day 15

Ukonéeni/Discontinuation

Vystoupeni/Off-Tx

Kontrola/Follow Up

Kontrola/Follow Up

Celkem/Total

*Po cyklu 6, kazdy dalsi cyklus bude placeny jako cyklus 3/After Cycle 6, additional cycles to be paid
at Cycle 3 rates.

Lékarenské poplatky/Pharmacy fees

Castka v
K¢/ Cost in
CZK

Zahajovaci 1ékarensky poplatek/ Pharmacy set-up fee

Lékarensky poplatek (roéné)/ Pharmacy Maintenance Fee (yearly)
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Castka v
Fakturovatelné poloZky/Invoiceable procedures K¢/ Cost in
CzK

MR panve s kontrastem/Pelvic MRI w/ Contrast

MR hrudniku s kontrastem/MRI of Chest w/ Contrast

MR bticha s kontrastem/MRI of Abdomen w Contrast

MR mozku s kontrastem/Brain MR1 With Contrast

Kompletni transtorakalni echokardiogram/Comp. Transthoracic
Echocardiogram

Analyza moc¢i pomoci prouzki dip stick (bez mikroskopie) /Dip Stick
UA w/o Microscopy

MUGA, v klidu a pfi zatézi, opakované/MUGA, at Rest and Stress,
Multiple

ZKracena navstéva s métenim vitalnich funkci/Brief Visit w/ Vitals
Venopunkce/Venipuncture

Tehotensky test z moci, kvalitativni/Urine Pregnancy Test,
Qualitative

Tehotensky test ze séra, kvantitativni/Serum Pregnancy Test,
Quantitative

Spec Handling (simple)

Radionuklearni scintigrafie skeletu, celé té¢lo/Radionuclide Bone
Scan, Whole Body

Centralni laboratof: odebrani krve pro vzorky biomarkri,
venopunkce, flebotomie, odebrani vzorki pro laboratofe - zpracovani
a transport na suchém ledu, jeden kit pro kazdy vzorek - plazma a
cela krev/CENTRAL LAB: Biomarkers Blood Draw, venipuncture,
phlebotomy specimen collection with lab handling and shipping w/
Dry Ice (1 kit each- Plasma &amp; Whole Blood)

Novy souhlas po dodatku k protokolu/Reconsenting after a protocol
amendment

CT Hrudniku s kontrastem/Chest CT Scan w/ Contrast
nespecifikované biochemické markry/Unspecified Biochemical
Markers

CT bticha a panve s kontrastem/Abdomen, Pelvis CT Scan w/
Contrast

Ketogenicé steroidy, frakcinace/Ketogenic Steroids, Fractionation
Posuzovani 1é¢ebné odpoveédi (RECIST, WHO) /Tumor Response
Criteria, RECIST WHO

CT hlavy nebo mozku s kontrastem/Head or Brain CT Scan w/
Contrast

Administrativni poplatek (jednorazovy) — Bioclinica online trénink,
vyplnéni kvalifikaénich dotaznik(/ Administrative Cost (one-time
payment) - Bioclinica online training, completion of qualification
questionnaires

Zasilani skent na centralni ¢teni (CT/ MRI a kostnich skeni) za
hodinu prace (hrazeno dle po¢tu hodin vykazanych ze strany
poskytovatele)/ Submission of imaging scans for central reading
(CT/MRI and bone scans) — cost per hour (payable based on the
number of hours reported by the Medical Facility)

Treatment — Post DCO CxD1/Cyklus X Den 1 po primarni analyze
dat

Discontinuation — Post DCO Off Tx/Ukonceni 1é¢by po primarni
analyze dat
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Dalsi polozKy / Other costs Castka v K&/ Cost in CZK

Screen Failure / Netspés$ny skrining As screening visit / jako skriningova
navstéva

Unscheduled visit / Neplanovana navstéva
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