17000139BLC3002

AMENTMENT # 1 TO THE CLINICAL TRIAL AGREEMENT
PROTOCOL # 17000139BLC3002

DODATEK 1 KE SMLOUVE O KLINICKEM HODNOCENI
PROTOKOL # 17000139BLC3002

This Amendment #1 (“Amendment”) to the Clinical Trial
Agreement from 5 May 2023 (“Agreement”) shall enter
into effect on and effective as of the date of publication
into the Register of Contracts in the Czech Republic
(“Effective Date”)

Between

Tento dodatek Cislo 1 (Dodatek) ke smlouvé o klinickém
hodnoceni ze dne 5. 5. 2023 (,,smlouva“) je ucinny k datu
uverejnéni v Registru smluv Ceské republiky (,datum
ucinnosti“)

Uzavieny mezi

Janssen - Cilag International N.V.,

with registered offices at: Turnhoutseweg 30, 2340
Beerse, Belgium

Registration No.: BE0O461607459

Represented by the Power of Attorney by the company
Janssen-Cilag s.r.o.

with registered offices at Walterovo nameésti 329/1, 158
00 Praha 5 — Jinonice, Czech Republic

ID No.: 27146928

Tax ID: CZ27146928

Registered in the Commercial Register at the Municipal
Court in Prague, section C, enclosure 99837

Bank details: Citibank Europe plc, Organizational Unit
Account number: 2043060205/2600

Databox: 8jvdhia

(“Janssen ”)

Janssen - Cilag International N.V.,

se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,
Belgie

Registracni ¢.: BE0O461607459

zastoupenou na zdkladé plné moci spole¢nosti
Janssen-Cilag s.r.o.

se sidlem na adrese Walterovo namésti 329/1, 158 00
Praha 5 — Jinonice, Ceska republika

IC: 27146928

DIC: CZ27146928

zapsanou v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 99837

Bankovni spojeni: Citibank Europe plc, organizacni slozka
Cislo Gi¢tu: 2043060205/2600

Datova schranka: 8jvdhia

(,spolecnost Janssen)

and

a

Fakultni Thomayerovou nemocnici

with registered offices at: Videriska 800, 140 59 Praha 4 —
Kré&, Czech Republic

entered in the Commercial Register kept by the Municipal
Court in Prague, Section Pr, part 1043

state contribution organization established by the
Ministry of Health of Czech Republic, full wording of the
charter File No. MZDR 17268-1V/2012

ID No: 00064190

Tax ID: CZ 00064190

Represented by Doc. MUDr. Zdenék Benes, CSc., Director
Account Name: Thomayerova nemocnice

Account number: 20001-36831041/0710

IBAN: CZ42 0710 0200 0100 3683 1041

Name of the Bank: Ceskd narodni banka

Fakultni Thomayerovou nemocnici

se sidlem na adrese : Videriska 800, 140 59 Praha 4 — Kr¢,
Ceska republika

zapsana vobchodnim rejstfiku vedeném Meéstskym
soudem v Praze, oddil Pr, vlozka 1043

statni prispévkovd organizace zfizend Ministerstvem
zdravotnictvi CR, Uplné znéni zfizovaci listiny &.j. MZDR
17268-1V/20121C : 00064190

DIC: CZ 00064190

Zastoupend Doc. MUDr. Zderikem Benesem, CSc., feditelem
Nazev Uctu: Thomayerova nemocnice

Cislo Gi¢tu: 20001-36831041/0710

IBAN: CZ42 0710 0200 0100 3683 1041

Nazev banky: Ceskd narodni banka

Adresa banky: Na Pfikopé 28, 115 03 Praha 1
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Address of the Bank: Na Pfikopé 28, 115 03 Praha 1
SWIFT: CNBACZPP

Variable symbol: invoice number

(“Institution”)

SWIFT: CNBACZPP
Variabilni symbol: ¢islo faktury
(,,poskytovatel“)

and

a

XXXXXX
(“Principal Investigator”)

XXXXXXXX
(,,hlavni zkousejici“)

(Janssen, Institution and Investigator collectively as the
"Parties", individually a "Party")

(spole¢nost Janssen, poskytovatel a hlavni zkousejici, dale
souhrnné jako ,smluvni strany”, jednotlivé jako ,smluvni
strana“)

Clinical Trial:

"A Phase 3, Open-Label, Multi-Center, Randomized Study
Evaluating the Efficacy andSafety of TAR-200 in
Combination with Cetrelimab Versus Intravesical Bacillus
Calmette-Guérin (BCG) in Participants with BCG-naive
High-Risk Non-Muscle (HR-
NMIBC)”

(“Clinical Trial”)

Invasive BladderCancer

Klinické hodnoceni:

,Oteviend, multicentrickd, randomizovana studie faze 3
hodnotici Ucinnost a bezpecnost TAR-200 v kombinaci s
cetrelimabem ve srovndni s intravezikalnim Bacillus
Calmette-Guérin (BCG) u BCG naivnich pacientl s vysoce
rizikovym neinvazivnim karcinomem mocového méchyre
(HR-NMIBC)“

(,,klinické hodnoceni“)

Regulatory Sponsor:  Janssen — Cilag International
N.V., with registered offices at: Turnhoutseweg 30, 2340

Beerse, Belgium

Zadavatel: Janssen — Cilag International N.V., se sidlem

na adrese: Turnhoutseweg 30, 2340 Beerse, Belgie

Study Product Hodnoceny pfipravek:

XXXXX XXXX

(“Study Product”) (,hodnoceny pripravek®)

Protocol : 17000139BLC3002 Protokol: 17000139BLC3002
(“Protocol”) (,,protokol”)

EUdraCT number 2020-004506-64 Cislo EUdraCT: 2020-004506-64

Site of the Clinical Trial :
Thomayerova nemocnice

Pracovisté klinického hodnoceni:
Fakultni Thomayerova nemocnice

XXXXXX XXXXX
(“Study Site”) (,,pracovisté provadéjici hodnoceni”)

Whereas, the Janssen, Institution and Principal | Vzhledem k tomu, Ze Zadavatel, Poskytovatel a Hlavni
Investigator have executed the Agreement on | Zkousejici uzavreli dne 5. kvétna 2023 Smlouvu ucinnou

5 May 2023 effective as of the date of publication into
the Register of Contracts in the Czech Republic
05 May 2023 (“Effective Date”);

dnem jejiho uverejnéni v registru smluv Ceské republiky
5. kvétna 2023 (Datum ucinnosti);
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Whereas, the parties have further expressed their desire
to amend certain terms of the Agreement, as hereinafter
set forth;

Vzhledem k tomu, Ze smluvni strany vyjadFily své prani
zménit néktera ustanoveni Smlouvy, jak je uvedeno nize;

Now therefore, in consideration of the mutual covenants
set forth herein, the parties hereto agree as follows:

Proto se smluvni strany, s ohledem na vySe uvedené as
ohledem na vzdjemné dohody a pfisliby uvedené v této
smlouvé, dohodly nasledovné:

1. Definitions

For the purpose of this Amendment all capitalized terms
used herein shall have the same meaning as set forth in
the Agreement, except as expressly stated otherwise
herein.

1. Ustanoveni:

Pro ucely tohoto Dodatku budou vSechny vyrazy s velkym
pismenem pouzité vtomto Dodatku mit stejny vyznam, jaky
je stanoven ve Smlouvé, pokud neni vyslovné uvedeno
jinak.

2. Change of paragraph 9.6 of the Agreement: The
paragraph is deleted in its entirety and replaced
with a new wording:

Travel expenses of Trial Subjects shall be borne by

Janssen in accordance with Annex B. XXXxxx

2. Zména bodu 9.6 Smlouvy: Bod 9.6 se odstranuje a
nahrazuje se novym znénim:

Cestovni vydaje subjektd hodnoceni uhradi spolecnost

Janssen v souladu s pfilohou B. xxxxxx

3. Annex B change

In accordance with article 17.1 of Agreement, the parties
agree on the new version of Annex B - Budget & Payment
Schedule. Original wording of Annex B was deleted and
will be replaced by the new wording which is annex of this
Amendment. Annex B - Budget & Payment Schedule is
updated due to Protocol Amendment 1 from 6 December
2022 and Protocol Amendment 2 from 17 May 2023.

3. Zména prilohy B

Smluvni strany se v souladu s ¢l. 17.1 Smlouvy dohodly na
novém znéni prilohy B — Rozpocet a rozpis plateb, a to tak,
Ze pQvodni znéni pfilohy B se rusi a je nahrazeno pfilohou
B tohoto Dodatku a zcela nahrazuje dosavadni znéni. Znéni
prilohy B - Rozpocet a rozpis plateb se méni z dlivodu
dodatku protokolu €. 1 ze dne 6. prosince 2022 a dodatku
protokolu €. 2 ze dne 17. kvétna 2023.

4. Annex C change

In accordance with article 17.1 of Agreement the parties
agree that Section Annex C - Specification of payment
amounts by distance is removed in its entirety. New

4. Zména prilohy C

Smluvni strany se v souladu s ¢l. 17.1 Smlouvy dohodly na
odstranéni pfilohy C — Stanoveni proplacenych nahrad
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wording about patient reimbursement is included in
Annex B of this Amendment.

podle vzdalenosti. Nové znéni propldceni pacientskych
nahrad je uvedeno v pfiloze B tohoto dodatku.

Expected value of this Amendment Agreement is CZK
2.829.524.

Predpokladand hodnota plnéni této Smlouvy na zdkladé
tohoto Dodatku ¢ini 2.829.524 K¢.

The parties expressly agree, that changes in Annex B
enter into force on the day of implementation of each
Protocol Amendment on the site and effective on the day
of publication in the Register of Contracts.

Smluvni strany si timto vyslovné sjednavaji, Ze zmény
v pfiloze B tohoto dodatku nabyvaji platnosti ke dni
implementace jednotlivych dodatkd protokolu na centru.
Uginnosti pak dnem zvefejnéni v registru smluv.

All provisions of the Agreement not affected by this
Amendment remain unchanged.

Veskera ustanoveni Smlouvy, kterd nejsou timto Dodatkem
dotéena, zlistavaji nezménéna.

This Amendment is executed in Czech and English
language version whereas the Czech version prevails.

Tento Dodatek je wvyhotoven vceském a anglickém
jazykovém znéni. V pfipadé rozporu téchto verzi ma
prednost ¢eska jazykova verze.

IN WITNESS WHEREOF, the parties hereto have caused
this this Amendment to be executed in four original
copies of which each Contracting Party shall receive one
original copy.

Na dtikaz toho se smluvni strany dohodly, Ze tento Dodatek
bude vyhotoven ve tfech (3) vyhotovenich, z nichz kazda ze
smluvnich stran obdrZi po jednom (1) vyhotoveni.

Appendices:
Annex A — Protocol of Clinical Trial included amendment

(available from the Principal Investigator)
Annex B — Budget & Payment Schedule

Prilohy:

Priloha A — Protokol véetné nasledného dodatku (dostupny
u hlavniho zkousejiciho)

Priloha B — Rozpocet a rozpis plateb

On behalf of/ Za spoleénost Janssen - Cilag International N. V.

Signature/ Podpis

Janssen-Cilag s.r.o.,

Represented by Vladimira Filipova, M.D., procurist, GCO Country Head/

zastoupena MUDr. Vladimirou Filipovou, prokuristkou, GCO Country Head

Date/Datum
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On behalf of/ Za: Fakultni Thomayerovu nemocnici

Signature/ Podpis

Doc. MUDr. Zdenék Benes, CSc.
Director / feditel

Date/Datum ___5.2.2024

Principal Investigator/ Za Hlavni zkousejici

Signature/ Podpis

XXXXXX

Date/Datum
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Annex A Priloha A
Protocol of Clinical Trial included amendments Protokol véetné naslednych dodatku (dostupny
(available from the Principal Investigator) u hlavniho zkousejiciho)
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Annex B
BUDGET & PAYMENT SCHEDULE
TRADE SECRET OF JANSSEN (exclude from publication)

Pfiloha B
ROZPOCET & PLATEBNi PREHLED
OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN
(vyloucit z publikovani)

A. PAYEE DETAILS

The Parties agree that the payee designated below is
the proper payee for this Agreement, and that
payments under this Agreement will be made only to
the following payee (“Payee”):

A. UDAIJE 0 PRIJEMCI PLATBY

Smluvni strany timto souhlasi, Ze nize uvedeny
prijemce platby je radnym a jedinym pfijemcem plateb
dle této Smlouvy, adale, Ze platby provedené na
zakladé této Smlouvy budou realizovany vyhradné vici
nize uvedenému pfijemci plateb (dale jen ,Pfijemce
plateb”):

Payee Name / Nazev Pfijemce

Fakultni Thomayerova nemocnice

platby

Payee Address / Adresa Pfijemce | Videriskd 800, 140 59 Praha 4, Czech Republic / Ceskd
platby republika

Bank Name / Nazev banky Ceskd ndrodni banka

Bank Account / Bankovni tGéet:

Bank Number / Cislo uctu: 20001-36831041/0710
IBAN: CZ42 0710 0200 0100 36831041

(Jméno, telefonni cislo, e-mail)

variabilni symbol/text cislo faktury
SWIFT Code / SWIFT kod: CNBACZPP
VAT/GST/Tax ID Number / DPH/

.. cpel v ¢ s CZ00064190
Danové identifikacni Cislo
CONTACT DETAILS/ KONTAKTNI
UDAIJE: XXXXX

Reference

Variabilni symbol (tj. ¢islo faktury)

In case of changes in the Payee’s bank details, Payee
is obliged to inform Sponsor in writing. Parties agree
that in case of changes in bank details which do not
involve achange of payee or change of country
location of bank account, no further amendments are
required.

The contracting parties agree that if it is only a
change related exclusively to the Payee's bank data
and which does not cause a change in the entity of
the Payee or a change in the state in which the bank

Dojde-li k jakymkoli zméndm ohledné bankovnich

udajli  Prijemce plateb, Pfijemce plateb je
v takovém pfipadé o této skutecnosti povinnen
informovat Zadavatele, a to odeslanim pisemného

oznameni.

Smluvni strany souhlasi, Ze v ptipadé, ze pUljde
pouze o zménu vyhradné se vztahujici k bankovnim
udajim Prijemce plateb, které neplsobi zménu
v subjektu Prijemce plateb nebo zménu statu,
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account is established, there will be no need to
conclude any additional amendment.

The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

If the Investigator is not the Payee, then the Payee's
obligation to reimburse the Investigator, if any, is
determined by aseparate agreement between
Investigator and Payee, which may involve different
payment amounts and different payment intervals
than the payments made by Sponsor to the Payee.

Investigator acknowledges that if Investigator is not
the Payee, Sponsor will not pay Investigator even if
the Payee fails to reimburse Investigator.

B. PAYMENT TERM

Sponsor will pay the Payee every six (6) calendar
months, on a completed visit per subject basis in
accordance with the attached budget. The payment
cycle commences 30 days after the first patient is
enrolled into the trial. Payments including any
Screening Failure that may be payable will be made
based upon prior 6 months enrolment data
confirmed by subject CRFs received from the
Investigator and data verification supporting subject
visitation. A payment batch report, which contains
the completed subject visits and associated
paymentsfor the period (Additional
Unscheduled/Conditional Procedures), including a
call for invoice issuance, will be sent to the Payee at
xxxxxx within 30 days of the end of this six-month
period. Additional Unscheduled/Conditional
Procedures and all local procedures (e.g. laboratory
services, CT, MRI) will be listed separately from the

v némz je bankovni Ucet zfizen, nebude zapotrebi
uzavirat jakykoli dalSi dodatek.

Strany timto berou na védomi, Ze shora definovany
Ptijemce plateb je oprdvnén obdrzet veskeré platby
za sluzby vykonané na zdkladé této Smlouvy.
Zkousejici neni Prijemcem plateb, Pfijemce plateb
poukaZze Zkousejicimu odménu dle interni smérnice
Pfijemce plateb, pficemZz tato dohoda mdize
obsahovat odlisSné platebni ¢astky a odlisné
platebni intervaly ¢i  obdobi od plateb
poukazovanych ze strany Zadavatele vUci Prijemci
plateb.

Zkousejici bere timto na védomi, Ze v ptipadé, ze
Zkousejici neni osobou shodnou s Pfijemcem
plateb, Zadavatel neposkytne jakoukoli Uhradu
ZkouSejicimu ani v pfipadé, Ze Prijemce plateb
porusi svlj zavazek kpoukdzani odmény
Zkousejicimu.

B. PLATEBNi PODMINKY
Zadavatel bude poskytovat financni plnéni Prijemci

plateb kazdych Sest (6) kalendarnich mésicd,
v souladu s pfiloZzenym platebnim rozvrhem vidy za
uskutecnéné navstévy jednotlivych Subjektd studie.
Platebni cyklus bude zahajen 30 dnl po zarazeni
prvniho pacienta. Platby, vcéetné veskerych
splatnych plateb za navstévy vyhodnocené jako
“Screening failure”, budou poskytovany na zakladé
Udaja zapsanych za predchozich 6 mésicd,
potvrzenych CRF formuladfi Subjektd studie
obdrZzenymi ze strany Zkousejiciho a kontrolami
Subjektll studie provedenymi za uUcelem ovéreni
udaji vztahujicich se k predmétnym navstévam
Subjektu studie. Hromadny platebni prehled
zahrnujici provedené navstévy Subjektl studie
a souvisejici platby (fakturovatelné polozky /
dodatecné neplanované /podminecné postupy) za
dané obdobi a vyzvu kvystaveni faktury, bude
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Per Visit Payments. Pharmacy services will be also
listed separately. Consequently, the payee will raise
their invoice to match the report.

In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

All government taxes are the sole responsibility of
the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement.

C. PAYMENT DISPUTE
Site will have thirty (30) days from the receipt of final

payment to dispute any payment discrepancies
during the course of the Study.

D. DISCONTINUED OR EARLY TERMINATION
Reimbursement for

discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

E. INvoIcEs
Invoice will be payable within: 30-days.
The invoice will be mailed to: xxxxxxx

Original Invoices pertaining to this Study must be
issued to:

zaslan Prijemci plateb na xxxxxxxx ve |hité 30 dnd
od ukoncéeni tohoto Sestimésicniho obdobi.
dodatecné

Fakturovatelné polozky,

neplanované/podminecné postupy a veskera
lokalni vysetreni (napt. laboratorni, CT, MRI) budou
na hromadném platebnim prehledu vyéisleny mimo
ceny za navstévy. Sluzby lékdrny budou uvedeny
zvlast. Nasledné pfijemce plateb vystavi fakturu,
ktera bude

prehledu.

odpovidat tomuto platebnimu
Pokud je Zdravotnické zafizeni platcem DPH, bude
ke vSem vySe uvedenym castkam pripocteno DPH

v zadkonné vysi.

PInéni veskerych danflovych povinnosti je vyluénou
odpovédnosti Pfijemce plateb.
Zavaina poruseni Protokolu dle podminek této
Smlouvy nebudou proplacena.

C. PLATEBNI SPORY

Misto provadéni klinického hodnoceni bude
opravnéno ve lhaté tficeti (30) dnd od obdrzeni
zavérecné platby rozporovat jakoukoli nesrovnalost
v platbdch, k niz doSlo béhem provadéni Studie.

D. PRERUSENI NEBO PREDCASNE UKONCENI

Platby za Subjekty studie, u kterych dojde
k preruseni nebo k predéasnému ukonceni, budou
pomérné rozpocitany podle poctu potvrzenych
absolvovanych navstév.

E. FAKTURY
Splatnost faktury: 30- dni od vystaveni faktury
Faktura bude odeslana na adresu (e-mail): xxxxx

Prvopis faktur, které souviseji s touto Studii, musi
byt vystaven na:
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Janssen-Cilag s.r.o.
Walterovo ndmésti 329/ 1
158 00 Praha 5

Czech Republic

ID: 27146928

VAT ID: CZ27146928

Invoices will not be processed unless they reference
the Sponsor name, Protocol number and
Investigator name and site number and PO number.
After receipt and verification, reimbursement for
invoices will be included with the next regularly
scheduled payment for subject activity.

Any expense or cost incurred by Site in performing
this Agreement that is not specifically designated as
reimbursable by Sponsor under the Agreement
(including this Budget and Payment Schedule) is
Site’s responsibility, unless Sponsor agrees to paid
for them.

F. SCREENING FAILURE

Reimbursement for screen failures will be at the
amount indicated on the screening visit of the
attached budget.

To be eligible for reimbursement of screening visit,
completed screening CRF pages must be submitted
and any additional information, which may be
requested by Sponsor to appropriately document
the subject screening procedures.

Screen Failure Payments:

Janssen-Cilag s.r.o.
Walterovo namésti 329/ 1
158 00 Praha 5

Ceska Republika

IC: 27146928

DIC: CZ27146928

Faktury  nebudou zpracovany, nebudou-li
obsahovat odkaz na nazev/obchodni firmu
Zadavatele, Cislo Protokolu, jméno Zkousejiciho,
Cislo Mista provadéni klinického hodnoceni a Cislo
objednavky. Po obdrieni faktury a jeji verifikaci
budou fakturovana plnéni zahrnuta do nejblizsi
pldnované radné platby v souvislosti s predmétnou
¢innosti.

Jakékoli naklady avydaje, které vzniknou Mistu
provadéni klinického hodboceni v souvislosti
s plnénim této Smlouvy, akteré nejsou vyslovné
oznaceny jako proplatitelné ze strany Zadavatele za
podminek této Smlouvy (véetné jeji ¢asti Rozpocet
a Platebni prehled), pGjdou k tizi Mista provadéni
klinického hodnoceni, ledazeby Zadavatel dal
souhlas s jejich proplacenim.

F. NAVSTEVY VYHODNOCENE JAKO  “SCREENING
FAILURE”
Uhrady za névétévy definované jako “screen

failures” budou uskutecnény v ¢astkach uvedenych
pro screeningovou ndavstévu dle pfipojeného
platebniho rozvrhu.

Podminkou opravnénosti naroku na uhradu platby
za screeningovou navstévu je, Ze budou predloZzeny
fadné vyplnéné screeningové formuldre CRF, jakoz
i jakékoli dodate¢né informace, jez mohou byt
poZadovany ze strany Zadavatele za ucelem
radného prokazani provedeni predepsanych
screeningovych postupu.

Platby za nelspésna vstupni vysSetieni
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Sponsor shall reimburse Institution for all screen
failures at a rate listed for Screening Period visit in
the milestone table in Section 2 above per screen
failure. Processing of payment shall begin upon
receipt of invoice detailing subject number and date
of screen failure and in accordance with Section 5
below and upon approval by the Local Trial Manager.

G. ECFEES

EC costs will be reimbursed on a pass-through basis
upon receipt of a formal invoice issued by the EC and
are not included in the attached Budget. Payment
will be made directly to the EC. Any subsequent re-
submissions or renewals, upon approval by Sponsor,
will be reimbursed upon receipt of appropriate
documentation.

H. SUBJECT REIMBURSEMENT:
reimbursed by Janssen on the base of this section

Subjects shall be

and in accordance with subject’s Informed Consent
Form.
XXXXXX

XXXXXX

l.  INSTITUTION PAYMENTS
XXXXXXX
XXXXXXX
XXXXXXX
XXXXXXX

XXXXXX

XXXXXX
XXXXXX

Janssen proplati vSechny nelspésné screeningy ve
vySi uvedenou pro navstévu ,Screeningové obdobi
,V tabulce milnikG v ¢asti2 vySe za nelspésny
screening. Platba se zacina zpracovavat po obdrieni
data
nelspésného screeningu v souladu s ¢linkem 5 nize a

faktury suvedenim ¢isla subjektu a

po schvaleni pfisluSnym manaZzerem klinického

hodnoceni.

G. PLATBY ETICKYM KOMISIM
Naklady souvisejici

s etickymi  komisemi budou

pribézné refundovany po obdrieni pfislusné faktury
vystavené etickou komisi anejsou zahrnuty
Platba bude

uhrazena pfimo etické komisi. Veskerd nasledna

v pfipojeném platebnim rozvrhu.
opakovana podani a prodlouzeni budou na zdkladé
souhlasu Zadavatele uhrazena po pfrijeti pfislusné
dokumentace.

H. NAHRADY PRO SUBJEKT: Nahrady Subjektd
hodnoceni ponese spole¢nost Janssen v souladu

s timto ¢lankem a v souladu s platnym formulafem
informovaného souhlasu subjektu hodnoceni.
XXXXXXX

XXXXXX X

|. POPLATKY ZDRAVOTNICKEMU ZARIZEN{
XXXXXX
XXXXXXX
XXXXXXX
XXXXXXXXX
XXXXX X

XXXXXX
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XXXXXX XXXXXXXXX

XXXXX XXXXXXX
XXXXXXXXX XXXXXXXX
All payments for this Study in accordance with the Vsechny platby za tuto Studii v souladu s pfiloZenym
attached budget will be paid by Sponsor by wire platebnim rozvrhem budou hrazeny ze strany
transfer. Zadavatele elektronickym bankovnim prevodem.

K. BUDGET TABLE/ K. PLATEBNi TABULKA

XXXXXXXXXXXX
XXXXXXXX XXXXXXXXX
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L. OTHER COMPENSATION

L. DALSi UHRADY

Janssen shall pay as applicable for the reasonable and
necessary costs incurred for the immediate treatment
of an adverse event to the subject if it is determined
that the adverse event was directly related to
administration of the Study Product or a procedure
required solely for the purpose of the conduct of the
Protocol; provided, however, that: (i) such costs are
not routinely covered by medical or hospital insurance
or other governmental program providing such
coverage; (ii) the adverse event is not attributable to
the negligence or misconduct of the Institution,
Principal sub-investigator,

Investigator, or any

employee or agent of Institution or Principal
Investigator; (iii) the adverse event is not attributable
to any underlying medical condition or illness,
whether previously diagnosed or not; and (iv) the
Study Product or such Protocol procedure was

administered in accordance with the Protocol.

Spole¢nost Janssen uhradi pfimérené a nezbytné
naklady vzniklé subjektu v souvislosti s okamzitou
Ié¢bou nezaddouci pfihody, pokud se zjisti, Ze nezadouci
pfihoda pfimo souvisela s podanim hodnoceného
pfipravku nebo s postupem vyZzadovanym vyhradné
pro ucely provadéni studie dle protokolu; oviem za
predpokladu, Ze: (i) tyto naklady nejsou béiné kryty
zdravotnim ani nemocni¢nim pojisténim nebo jinym
vlddnim programem poskytujicim takové kryti; (ii)
nezddouci prihodu nelze pficist nedbalosti ani
pochybeni poskytovatele, hlavniho zkousejiciho, nebo
jakéhokoli  spoluzkousejiciho, zaméstnance ani
zastupce poskytovatele nebo hlavniho zkousejiciho; iii)
nezadouci pfihoda neni ptic¢itdna zadnému zakladnimu
zdravotnimu stavu nebo onemocnéni, at uZ byla

(iv)

hodnoceny pfipravek nebo predmétny postup byl

diagnéza dfive diagnostikovdna ¢i nikoli; a

proveden v souladu s protokolem.

Such reasonable and necessary costs incurred as
permitted in the aforementioned paragraph must be
itemized and submitted in a separate invoice to
Janssen for evaluation and approval through its
Medical
Program. Eligible costs pursuant to this section will be

internal Expense Reimbursement (MER)
processed through the payment process outlined in
this Agreement or Sponsor’s clinical trial insurance as
appropriate per Sponsor’s internal approval process
and local regulations.

Takové pfimérené a nezbytné naklady, které vzniknou
v souladu s vySe uvedenym odstavcem, museji byt
samostatné fakture

rozepsany a predlozeny na

spole¢nosti Janssen k posouzeni a schvaleni
prostfednictvim  vlastniho interniho  programu
proplaceni lékarskych vydajad (MER). Opravnéné
naklady podle této ¢astibudou  zpracovany

prostfednictvim platebniho procesu popsaného v této
smlouvé nebo pojisténim klinického hodnoceni
zadavatele podle toho, jak to bude vhodné podle
interniho schvalovaciho procesu zadavatele a mistnich

predpisa.

Processing of payment for Other Compensation will
begin upon receipt of invoice in accordance with
Section 5 below and approval by the Local Trial
Manager. Each cost listed in the table below is a per

Platba se zacind zpracovavat po obdrzeni faktury
v souladu s ¢lankem 5 niZze a po schvaleni ptislusnym
manazerem klinického hodnoceni. Odmény v tabulce
nize jsou odmény za polozku, pokud neni jinak
upraveno ve sloupci ,,Popis”.
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item cost unless otherwise specified in the Additional
Information column.

XXXXXXXX
(5) PAYMENT TERMS (5) PLATEBNi PODMINKY
XXXXXXXX XXXXXX
b) Institution acknowledges this is a multicenter | b) Poskytovatel bere na védomi, zZe se jedna o

Study designed to evaluate a defined number of Study
subjects. It is anticipated each institution participating
in the Study will enroll the number of Study subjects
provided for under their agreement for this Study. If
required as the Study progresses, Janssen may invite
an institution to enroll more Study subjects than
reflected in the original agreement. In such a
circumstance, Janssen may notify Institution via
written request to allow for the enrollment of
additional Study subjects. Conversely, Institution may
not have the opportunity to enroll the number of
Study subjects set forth above. When enrollment of
the target number of Study subjects in the Study is
complete, those sites that have not enrolled the
contracted number of Study subjects will be notified
and instructed to discontinue enrolling Study
subjects.

c) Sponsor will provide on the base of handover
protocol, xxxxx for use as called for in the Protocol.

multicentrické klinické hodnoceni, které ma vyhodnotit
predem stanoveny pocet subjekt. Ocekava se, Ze kazdy
poskytovatel, ktery se klinického hodnoceni ucastni, do
néj zaradi takovy pocet subjektd, k némuz se smluvné
zavazal. Dale, pokud v pribéhu klinického hodnoceni
jednotlivy poskytovatelé dosahnou stanoveného poctu
subjektll, spolecnost Janssen je muze vyzvat, aby
v procesu zafazovani pokraCovala. Pokud stim
poskytovatel souhlasi, spole¢nost Janssen zasle pisemné
oznameni, vnémzZ ndbor dalSich subjektl povoluje.
Poskytovatel bere dale na védomi, Ze je proto moziné, ze
se mu do klinického hodnoceni vyse stanoveny pocet
subjektll nepodafi zaradit. Pracovisté provadéjici
hodnoceni, kterd smluveny pocet subjektl dosud
nezaradila, budou o dosazeni cilového poctu zarazenych
subjektl informovana a dostanou pokyn, aby v dalSim
naboru jiz nepokracovala.

c) Pro potieby plnéni protokolu poskytne
spole¢nost Janssen na zadkladé predavaciho protokolu
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Upon termination of the Study at Institution, the
tablet will be returned in accordance with Sponsor’s
or designee’s instructions.

With providing of equipment will be provided also
forms for providing/return of equipment. These are
as annex E of this Agreement.

XXXXXX, pro potfeby plnéni protokolu. Po ukonceni
klinického hodnoceni bude tento tablet vracen podle
pokynu zadavatele.

PFi
formulare Poskytovatele: Podminky poskytnuti vybaveni

poskytnuti vypljcek budou vyplnény interni
a Protokol o predani/vraceni vypljcky — formulare jsou

pfilohou E této smlouvy.

d) Equipment Calibration: Institution shall be

responsible  for  ensuring Institution-owned
equipment utilized by Institution in accordance with
this Agreement, is serviced and/or calibrated as per
manufacturer’s recommendation or more frequently
as required by Janssen.Records verifying the
equipment calibration and maintenance shall be
provided to Janssen upon request. For calibrations
that are performed solely at the request of Janssen,
and that are not part of the recommended scheduled
maintenance suggested by manufacturer, Janssen will

reimburse Institution for the actual cost without

d) Kalibrace vybaveni: Udribu a kalibraci vieho
vybaveni, které poskytovatel vlastni a pouziva v souladu
stouto smlouvou, podle doporuceni vyrobce, pfip.
Castéji dle pozadavkl spolecnosti Janssen, ma na starosti
poskytovatel. Zaznamy potvrzujici provedeni kalibrace a
udrzby vybaveni musi byt spoleénosti Janssen na
pozaddani predloZeny. Kazdou jednotlivou kalibraci,
kterou si spolec¢nost Janssen vyslovné vyzddal, a ktera
neni soucdsti doporuceného rozvrhu od vyrobce,
poskytovateli proplati ve vysi skuteénych nakladd bez
jakychkoliv prirdZzek. Uhrada se provadi po obdrzeni

faktury a prislusnych podkladd v souladu s odstavcem f)

mark-up for each calibration. Processing of payment | nize.

will begin upon receipt of invoice and supporting

documentation in accordance with paragraph

(Chyba! Nenalezen zdroj odkazti. below.

e) Investigator Meetings: Janssen may | e) Skoleni zkousejicich: Spole¢nost Janssen muze
recommend or require the Principal Investigator, or a | navrhnout nebo uloZit zkouSejicimu a zdravotni

Janssen -approved Sub-Investigator designee, and a
Study
including but not
Meeting. Janssen through a third party vendor shall

nurse/coordinator to attend meetings,

limited to an Investigator’s
provide and pay all reasonable and appropriate travel
expenses in accordance with Janssen’s travel policy,
including modest lodging and meals associated with
such meetings. The parties agree that attending such
meetings is reasonable and necessary to ensure all
in the Study have a clear

parties engaged

understanding of the Protocol and its requirements.

sestfe/koordinatorovi klinického hodnoceni, aby se

zUcCastnili  rlznych schazi, véetné zejména skoleni

zkousejicich. Spole¢nosti Janssen zajisti a uhradi

prostfednictvim tfeti strany veskeré s tim spojené
pfiméfené cestovni vydaje, vcetné standardniho
ubytovani a stravy, jeZ jsou soucdsti takového setkani.
Strany se shoduji, Ze Ucast na téchto setkdnich je
opodstatnéna a nezbytna k tomu, aby se vsichni, kdo se
na klinickém hodnoceni podileji, fddné seznamili s

protokolem a jeho poZadavky.
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f) To be eligible for the
procedures must be performed in full compliance

any payment,

with the Protocol and this Agreement, and Data
submitted must be complete, correct and entered
into the Electronic Data Capture (EDC) in accordance
with Janssen’s instructions and this Agreement.
Milestone payments, as listed in the table above, do
not require submission of an invoice. Payments will
be made, at a minimum, once a calendar half-year.
These payments will include milestone payments, as
well as, all invoiced and approved costs from the prior
be
performed during the course of the Study. Any

payment cycle. Ongoing reconciliations will
payments made in error will be applied to any
pending or future payments due. No payments will be
made until all erroneous payments have been offset.
If no pending or future payments exist, Institution will
promptly refund overpayment, according to Janssen’s
instructions.

f) Proplacet je mozné pouze ukony, které byly
vykondny zcela v souladu s protokolem a touto
smlouvou, pficemz predlozené udaje musi byt Uplné a
byt EDC
elektronickych udajd) podle pokynl spolecnosti Janssen

spravné a musi zadany pomoci (sbér
a této smlouvy. Platby se budou provadét minimalné 2x
rocné (za kalendarni pololeti). Platby zahrnuiji jak platby
za subjekt hodnoceni dle navstév, tak vyfakturované a
schvalené ndaklady z predchoziho platebniho cyklu.
Spole¢nost Janssen bude provadét prlibéznou kontrolu
plateb. Chybné poskytnuté platby budou poskytovateli
odecéteny v nasledujicich platbach. Pokud ovsem jiz
nebude mit poskytovatel narok na zadnou dalsi platbu,
chybné proplacené ¢astky neprodlené vrati spolecnosti
Janssen podle jeho instrukeci.

g) This agreement reflects all fixed and variable
costs related to Study activities. Iltems not specifically
referenced in Section 3 or Section 4 above, which
might include, for example, staff costs, training costs,
laboratory fees, x-rays, scales and questionnaires,
data coordinator fees and travel fees, are reflected in
the Per-Subject Fee as detailed in the milestone tables
in Section 2 above. No additional reimbursement for
these costs is otherwise provided.

g) Tato smlouva zohlediiuje vsSechny fixni i
variabilni ndklady spojené s klinickym hodnocenim.
Naklady a jejich dhrada za cinnosti a polozky, které
nejsou vyslovné uvedeny v ¢l. 3 a 4 vyse, véetné zejména
poplatkd,

rentgenovych snimkd, dotaznik( (na kvalitu Zivota atd.),

mzdovych nakladd, laboratornich
s vyjimkou prispévku, které byly upresnény ve smlouvé
na KH arelevantnich pfilohach ktéto smlouvé, tvori

soucast plateb vyplacenych za jeden subjekt v souladu

sél. (2). Zadné dali UGhrady téchto nakladl se
neposkytuji.
h) Taxes: Janssen is under no obligation | h) Dané: Z plateb, které spolecnost Janssen hradi

regarding any taxes other than VAT that may be due
or payable in respect of the payments made by
Janssen to the payee. VAT can only be paid over the
fees mentioned in Sections 2, 3, and 4 of this exhibit
B in case the site provides an original invoice to
Janssen-Cilag s.r.o.

poskytovateli, nevyplyva spolecnosti Janssen jina danova
povinnost nez povinnost platit DPH. DPH je mozZno platit
pouze z ¢astek uvedenych v ¢l. 2 aZz 4 této Prilohy B a to
jen v pripadé, Ze poskytovatel predloZi original faktury
vystavené na Janssen-Cilag s.r.o..
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i) For the avoidance of doubt, the Principal
Investigator and/or the Institution are responsible for
providing any and all compensation, benefits and/or
insurance to the investigational staff. It is also
understood and expressly acknowledged that the
Investigator and the investigational staff are not
eligible to participate in, nor are they eligible for
coverage under, any of the Janssen’s benefit plans,
procedures or

programs, employment policies,

workers compensation insurance.

i) Pro upfesnéni — zajistovani veskerych odmén,
prispévkl ¢i pojisténi personalu klinického hodnoceni je
povinnosti poskytovatele. Dale je tfeba vzit na védomi a
vyslovné potvrdit, Ze zkousejici ani personal hodnoceni
nemaji narok na zadné zaméstnanecké vyhody, benefity,
programy, postupy Ci pojisténi spolecnosti Janssen.

j) The parties agree this EXHIBIT B is part of the
Agreement and clarifies the payment schedule
associated with this Agreement. Payments shall be
made in accordance with the provisions set forth in
this EXHIBIT B, with the last payment being made
after the site completes all its obligations under the
Agreement and any exhibits thereto. The Principal
Investigator acknowledges and agrees his or her
judgment with respect to his or her advice to and care
of each subject is not affected by the compensation
the site receives hereunder.

i) Smluvni strany se dohodly, e tato PRILOHA B
tvori soucast smlouvy a specifikuje platby za ukony, které
ze smlouvy vyplyvaji. Platby se provadéji v souladu
s ustanovenimi této PRILOHY B, pfi¢emi posledni platba
probéhne az poté, co poskytovatel splni vSechny své
zavazky vyplyvajici ztéto smlouvy a jejich dodatkd.
Zkousejici prohlasuje a souhlasi, Ze odména, kterou
poskytovatel obdrzi na zdkladé této smlouvy, nikterak
neovlivni jeho Usudek ohledné rad a péce, jez pacientiim
poskytuje.
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