AMENTMENT # 2 TO THE CUNICAL TRIAL AGREEM ENT
PROTOCOL # 68284528M M Y3004

DODATEK 2 KE SM LOUVE O KLINICKEM HODNOCEN|
PROTOKOL # 68284528 M M Y3004

This Amendment #2 (“Amendment”) to the Clinical Trial
Agreement (“Agreement”) shall enter into effect on and
effective as of the date of publication into the Register of
Contractsin the Czech Republic (“ Effective Date”)

Between

Tento dodatek Cislo 2 (dodatek) ke smlouvé o klinickém
hodnoceni (,smlouva“) je ucinny k datu uverejnéni
v Registru smluv Ceské republiky (,datum Géinnosti®)

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 namésti 329/1, 158 00
Praha 5 — Jnonice, 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 ¢.: BE0461607459

zastoupenou na zékladé plné moci spolecnosti
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 Vv obchodnim rejstfiku vedeném M éstskym
soudem v Praze, oddil C, vlozka 99837

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

Datové schranka:8jvdhia

(,spolecnost Janssen®)

and

a

Fakultni nemocnice Hradec Kralové

with registered offices at Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krélové, Czech Republic

ID No: 00179906

VAT: CZ00179906

Account Name: Fakultni nemocnice Hradec Krélové
Account number: 24639511/0710

IBAN: CZ2307100000000024639511

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Pfikopé 28, 115 03 Praha 1, Czech
Republic

SWIFT: CNBACZPP

Variable symbol: invovice number

(“Institution”)

Fakultni nemocnici Hradec Kralové

se sidlem na adrese: Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Kralové, Ceska republika

IC: 00179906

DIC: CZ00179906

Nazev Gc¢tu: Fakultni nemocnice Hradec Kralové

Cislo Gétu: 24639511/0710

IBAN: CZ22307100000000024639511

Nazev banky: Ceska narodni banka

Adresa banky: Na Piikopé 28, 115 03 Praha 1, Ceska
republika

SWIFT: CNBACZPP

Variabilni symbol: €islo faktury

(,,poskytovatel®)

and

a
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IV. Internal Hematology Clinic Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic

(“Principal Investigator”)

IV. Interni hematologicka klinika Fakultni nemocnice
Hradec Krélové, Sokolskd 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika

(,,hlavni zkousejici®)

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

(spolecnost Janssen, poskytovatel a hlavni zkousejici, dale
souhrnné jako ,smluvni strany“, jednotlivé jako , smluvni
strana®)

Clinical Trial

(“Clinical Trial”)

Klinické hodnoceni

(klinické hodnoceni*)

Regulatory Sponsor Janssen - Cilag | Zadavatel Janssen — Cilag International N.V.,
International  N.V., with registered offices at: | se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,
Turnhoutseweg 30, 2340 Beerse, Belgium Belgie

Study Product I | Hodnoceny pfipravek I

(“Study Product”)

(,hodnoceny pripravek®)

Protocol 1 68284528M M Y3004 Protokol 68284528MM Y3004
(“Protocol”) (,,protokol”)
EUdraCT number 2021-001242-35 Cislo EUdraCT 2021-001242-35

Site of the Clinical Trial :

IV. Department of Internal Hematology, Fakultni nemocnice
Hradec Kralové, Sokolskéd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, Czech Republic

(“Study Site”)

Pracovisté klinického hodnoceni:

IV. Interni hematologickd klinika, Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika

(,pracovisté provadéjici hodnoceni®)
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W hereas, the Janssen, Institution and Principal Investigator
have executed the Agreement on 16 March 2022 effective
as of the date of publication into the Register of Contractsin
the Czech Republic 22 March 2022 as amended (“Effective
Date”)

Vzhledem k tomu, Ze zadavatel, poskytovatel a hlavni
zkousejici uzavreli dne 16. bfezna 2022 smlouvu Gcinnou
dnem jejiho uvefejnéniv registru smluv Ceské republiky 22.
bfezna 2022 ve znéni pozdéjsich dodatkl (datum
ucinnosti)

W hereas, 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 vzajemné dohody a pfisliby uvedené v této
smlouvé, dohodly nasledovné:

1. Definitions

For the purpose of this Amendment all defined 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 vsSechny definované
vyrazy pouzité v tomto dodatku mit stejny vyznam, jaky je
stanoven ve smlouvé, pokud neni vyslovné uvedeno jinak.

1.1 The Parties agree that the Protocol, including any
subsequent Protocol amendments, is binding on the Parties
and constitutes an integral part of this Agreement. The
Parties have agreed the Protocol shall be available with the
Principal Investigator.

1.1
pfipadnych naslednych zmén protokolu je pro smluvni

Smluvni strany souhlasi stim, Zze protokol véetné

strany zavazny apredstavuje nedilnou soucast tohoto
dodatku. Smluvni strany se dohodly na tom, Ze protokol
bude k dispozici u hlavniho zkou$ejiciho.

2. Change of section 9.6 of the Agreement

The due date of the invoicesis changed in the section 9.6 as
follow:

9.6 Janssen will pay Subject reimbursement in accordance
to the Annex B.

2. Zména ¢lanku 9.6 smlouvy

Clanek 9.6 se odstrafiuje v celém rozsahu a nahrazuje se
novym ¢lankem v tomto znéni:

9.6 Cestovni vydaje subjektli hodnoceni uhradi
spolecnost Janssen v souladu s pfilohou B.

3. Change of the Annex B — Budget & Payment Schedule

The Annex Bisremoved in its entirety and replaced with a
new Annex B attached to this Amendment.

3. Zména Pfilohy B smlouvy — Rozpocet a harmonogram
plateb

Pfiloha B smlouvy se odstrafiuje vcelém rozsahu a
nahrazuje se novou pfilohou B pfilozenou ktomuto

dodatku.
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The Parties agree that the changes of the budget will be
the
Protocol Amendment 3 on the Ste.

applicable retroactively from implementation of

Smluvni strany souhlasi stim, Ze Gpravami v rozpoCtu se
budou Fidit zpétné ke dni implementace dodatku protokolu
3 na pracovisti klinického hodnoceni.

4. Deletion of Annex Cof the Agreement

The Annex C of the Agreement is removed in its entirety
without any replacement.

4. Odstranéni ptilohy Csmlouvy

Pfiloha C smlouvy je vcelém rozsahu odstranéna bez
nahrady.

Expected value of this amended Agreement is CZK

5.199.372.

Pfedpokladana hodnota Smlouvy ve znénitohoto Dodatku
je 5.199.372 K¢.

The parties agree to execute this Amendment by way of an
electronic signature, and agree this shall constitute a valid
and enforceable agreement between the parties. The
present Amendment is made in pdf-version which is signed
electronically by each party.

Smluvni strany souhlasi stim, Ze tento dodatek uvedou
v platnost pouztim elektronického podpisu, a souhlasi
stim, Ze to bude pfedstavovat platnou a vymahatelnou
dohodu mezi smluvnimi stranami. Tento dodatek je
vyhotoven ve formatu PDF, ktery je elektronicky podepsan

kazdou smluvni stranou.

This Amendment becomes valid as of the last signature
thereto and effective as of the date of publication in
Agreement Registry in accordance to the Act No. 340/2015
Coll., as amended.

Dodatek nabyvé platnosti dnem podpisu posledni smluvni
stranou a ucinnosti dnem uverejnéni v Registru smluv v
souladu s pfislusnymi ustanovenimi zakona ¢. 340/2015 Sb.
v platném znéni.
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Annexes: Pfilohy:

Annex B — Budget and Payment Schedule Pfiloha B — Rozpocet a harmonogram plateb

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

20.2.2024

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

On behalf of/ Za poskytovatele

26.2.2024

Signature/ Podpis
M UDr. Ale§ Herman, Ph.D., feditel / Director

On behalf of PI/ Za hlavniho zkousejiciho

26.2.2024

Signature/ Podpis
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Annex B Ptiloha B

Budget & Payment Schedule Rozpocet a harmonogram plateb
Protocol No. 68284528MM Y3004: | | Cislo protokolu 68284528M M Y3004:
e
e (
e
e
e
e (
e
e
e
| .
|
The “Per-Subject Fee” represents all costs | Castka za subjekt hodnoceni zahrnujici naklady

associated with the procedures described in the | spojené sprocedurami popsanymi v protokolu
Study Protocol, excluding those items specified in | klinického hodnoceni pokud nejsou uvedeny v ¢asti
Section 3 (Ste Costs) and Section 4 (Other | 3 (néklady centra) a v Casti 4 (ostatni odmény) nize.
Compensation) below.

—

2) Payment Milestone Table(s): (2) Platba za subjekt hodnoceni dle navstév:

Milestone payments in the below table(s) | Castky vyplacené za provedeni vysetieni a Gkond
represent fair market value for performance of | v ramci jednotlivych navstév maji trzni hodnotu, jez
research services detailed in the Schedule of | odpovida vykonané praci na klinickém hodnoceni
Activities of the Protocol Amendment dated | popsané v Harmonogramu KH, ktery je soucasti
6 July 2023 provided herein by reference in | dodatku protokolu 3 ze dne 6. Cervence 2023 a ktery
Exhibit A. Parties agree in the event subsequent | tvofi Prilohu A této smlouvy. Smluvni strany se
protocol amendments result in a material change | dohodly, Ze budou-li mit pfipadné budouci dodatky
to the research services, compensation will be | k protokolu za nasledek podstatnou zménu
adjusted to reflect the new fair market value of | poZzadované prace na klinickém hodnoceni, odména
the research services through a written | se podle toho upravi pomoci pissmného dodatku
amendment signed by all parties hereto. podepsaného v8emi smluvnimi stranami tak, aby
fadné odrazela odpovidajici trzni hodnotu
pozadované prace.
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(3) Site Costs

(3) Naklady centra

Agreement processing fee: a one-time fee in the
amount of | rayable immediately after
signing this agreement.

In case the Agreement will be not executed, and
the Institution provided all necessary action from
itsside to fulfil its obligation in thispart, the invoice
for this fee will be issued upon the notification
from Janssen about disruption of the negotiation.

Poplatek za projednani smlouvy: jednorazovy
poplatek za projednani smlouvy v ¢astce | R
lsp!atny inned po podpisu této smlouvy.

V pfipadé, Zze k podpisu této smlouvy nedojde a
aktivity vedouci kjejimu uzavieni ze strany
poskytovatele byly prokazatelné provedeny, bude
poplatek poskytovatelem fakturovan
bezprostifedné po oznameni zadavatele o preruseni
daldiho vyjednévani smlouvy.

Amendment of CTA fee: a one-time fee in the

amount of |l prayable immediately after
signing of Amendment oth this CTA.

Poplatek za projednani dodatku smlouvy:

jednorazovy poplatek v ¢astce | sp'atny
ihned po podpisu dodatku k této smlouvé.

Start-up fee: a one-time fee connected with
preparation for initiation of clinical trial in the
amount of | rayable immediately after
signing this agreement.

In case the Agreement will be not executed, and
the Institution provided all necessary action from
itsside to fulfil its obligation in thispart, the invoice

Start-up poplatek: jednorazovy poplatek za
pfipravu k zahajeni klinického hodnoceni v ¢astce
I <o'2tny ihned po podpisu této smlouvy.
V pfipadé, Zze k podpisu této smlouvy nedojde a
aktivity vedouci kjejimu uzavieni ze strany
poskytovatele byly prokazatelné provedeny, bude
poplatek poskytovatelem fakturovan
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for this fee will be issued upon the notification
from Janssen about disruption of the negotiation.

bezprostifedné po ozndmeni zadavatele o preruseni
dal§iho vyjednavani smlouvy.

Archiving fee: a one-time fee for archivation in the

amount of | rayable immediately after
signing this agreement.

Archivacni poplatek: jednorazovy poplatek za

archivaci v ¢astce || so'atny ihned po
podpisu této smlouvy.

Screen Failure Payments:

Soonsor shall reimburse Institution for screen
failures at a rate listed for the corresponding
Screening 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.

Platby za nelispésna vstupni vysetieni

Za kazdy nelspésny screening zadavatel uhradi
zdravotnickému zafizeni castku uvedenou u
odpovidajici screeningové navstévy v tabulce
milnikG v Casti2 vy8e. Zpracovani platby bude
zahéjeno po pfijeti faktury uvadéjici ¢islo pacienta a
datum nelspésného screeningu v souladu s ¢asti 5
nize a po schvaleni mistnim manazerem klinického
hodnoceni.

Subject Reimbursement: Subjects shall be
reimbursed by Janssen on the base of this section
and in accordance with Subject’s Informed
Consent Form.

Nahrady pro subjekt: Néklady na cestovné
Subjektl hodnoceni ponese spolecnost Janssen
v souladu stouto pfilohou a v souladu splatnym
formuladfem informovaného souhlasu subjektu
hodnoceni.

Janssen shall provide Institution/ Pl meal vouchers
for Subject Reimbursement.

Spolecnost Janssen poskytne
poskytovateli/hlavnimu zkouSejicimu stravenky na
nahrady subjektd hodnoceni.

At each visit, Principal Investigator or authorized
study team member will provide Subject
Reimbursement in the form of meal vouchers in
the amount listed in current approved Informed
Consent form. Trial Subject shall confirm the
acceptance of the meal vouchers in writing in the
“Receipt of issue of meal vouchers” provided by
Janssen.

Hlavni zkousejici nebo jim povéfeny ¢len studijniho
tymu pfi kazdé navstévé poskytne subjektu
hodnoceni nahrady formou stravenek podle vyse
uvedené v aktualnim schvaleném formulafi
informovaného souhlasu. Subjekt hodnoceni
potvrdi prevzeti stravenek pisemné v ,Dokladu
o vydani stravenek®, ktery poskytne spolecnost
Janssen.

The Proof of the issuance of meal vouchers will be
kept during the Clinical Trial by the Principal
Investigator or by authorized study team member
and will be archived by the Institution after the
Clinical Trial is completed. This Proof of the
issuance of meal vouchers by the Trial Subject will
be available for ongoing review by Janssen’s
representative at the site.

Doklad o vydani stravenek bude béhem klinického
hodnoceni ulozen u hlavniho zkouSejiciho nebo
povéreného Clena studijniho tymu apo ukonceni
klinického hodnoceni bude archivovan u
Poskytovatele. Tento doklad o pFevzeti subjektem
hodnoceni bude k dispozici k pribézné kontrole
zastupci spoleCnosti Janssen v misté provadéni
klinického hodnoceni.
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If some meal vouchers are remaining by the
Principal Investigator or by authorized study team
member at the end of the Clinical Trial/at the end
of the calendar year, these will be returned to
Janssen after a review by representatives of the
Institution and Janssen.

Pokud hlavnimu zkous$ejicimu nebo povéfenému
Clenovi studijniho tymu zbydou na konci klinického
hodnoceni/na konci kalendafniho roku stravenky,
vrati je po zavérecné kontrole provedené zastupci
Poskytovatele a spolecnosti Janssen, spole¢nosti
Janssen.

Application related activities (e.g. preparation of
regulatory documents, preparation,
administration, and submission of protocol and
related documents to the necessary institutions,
etc.) will be processed upon receipt of invoice in
accordance with Section 5 below and approval by
the Local Trial Manager. This payment is
considered full and final compensation for all
activities associated with GM O Application for the
study.

Platba za zadost tykajici se GM O

Nevratna platba ve vysi | I za cinnosti
souvisejici s podavanim Zadosti tykajici se GMO
(napt. pfiprava dokumentd pro regulacni organy,
pfiprava, administrativa a predkladani protokolu a
souvisejicich dokument(l potfebnym institucim
atd.) bude zpracovana po pfijeti faktury v souladu s
bodem 5 nize a schvéleni mistnim manazerem
klinického hodnoceni. Tato platba je povazovana za
Uplnou a kone¢nou kompenzaci za véechny cinnosti
spojené s zadosti tykajici se GM O pro tuto studii.

Pharmacy services:

Sluzby lékarny:
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(4) Other Compensation:

(4) Ostatni nahrady:

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
isdetermined that the adverse event wasdirectly
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 Investigator, or any sub-investigator,
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.

Spoletnost Janssen uhradipfiméfené anezbytné
naklady vzniklé subjektu v souvislosti sokamzitou
lé¢bou nezadouci prihody, pokud se Zzisti, Ze
nezadouci pfihoda pfimo souvisela s podanim
hodnoceného pfipravku nebo s postupem
vyzadovanym vyhradné pro UGcely provadéni
studie dle protokolu; ovéem za pfedpokladu, ze:
(i) tyto néklady nejsou bézné kryty zdravotnim
ani nemocniénim pojisténim nebo jinym viadnim
programem poskytujicim takové kryti; (ii)
nezadouci pfihodu nelze pficist nedbalosti ani
pochybeni poskytovatele, hlavniho zkouS$ejiciho,
nebo jakéhokoli spoluzkousejiciho, zaméstnance
ani zastupce poskytovatele nebo hlavniho
zkousejiciho; iii) nezadouci pfihoda neni pficitana
zddnému zékladnimu zdravotnimu stavu nebo
onemocnéni, at uz byla diagnéza dfive
diagnostikovana ¢i nikoli; a (iv) hodnoceny
pripravek nebo pfedmétny postup byl proveden
v souladu s protokolem.

Such reasonable and necessary costsincurred as
permitted in the aforementioned paragraph
must be itemized and submitted in a separate
invoice to Janssen for evaluation and approval
through its internal Medical Expense
Reimbursement (MER) Program. Eligible costs
pursuant to this section will be 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 pfiméfené a nezbytné néklady, které
vzniknou v souladu s vySe uvedenym odstavcem,
museji byt rozepsany a predloZzeny na
samostatné faktufe spolecnosti Janssen  k
posouzeni a schvéleni prostfednictvim vlastniho
interniho programu proplacenilékarskych vydajl
(MER). Opravnéné néaklady podle této
¢asti budou 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 predpis(.

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
isaperitem cost unlessotherwise specifiedinthe
Additional Information column.

Platba se zacina zpracovavat po obdrzeni faktury
vsouladu sclankem 5 nize a po schvéleni
prislusnym manazerem klinického hodnoceni.
Odmeény v tabulce nize jsou odmeény za polozku,
pokud nenijinak upraveno ve sloupci , Popis"”.
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(5) Payment Terms:

(5) Platebni podminky:

a) This EXHIBIT B is for completed records
for up to | S~ou!d the planned
number of Human Subjectsbe exceeded, a prior
approval of Janssen must be obtained. A valid
subject is defined as a subject who meets
eligibility requirements to enroll in the Study
and does not have significant Protocol violations
that would exclude his/her Data from analysis.
This Study is being conducted under a policy of

a) Tato PRILOHA B se vztahuje na vyplnéné
zaznamy az | Fokud by
byl planovany pocet lidskych subjekt i pfekrocen,
je nutno obstarat pfedem souhlas spoleénosti
Janssen. Vyhovujici subjekt je definovan jako
subjekt, ktery spliiuje pozadavky na zarazeni do
klinického hodnoceni a nedoslo u néj k zadnému
zavaznému poruseni protokolu, kvili némuz by
bylo nutno jeho Udaje z analyzy vyfadit. Vtomto

competitive enroliment. In the event 650 total | klinickém hodnoceni probihd nabor
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valid subjects are enrolled prior to a site’s
reaching its valid subject goal of 4, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a
prorated basis according to confirmed
completed visits and CRFs received by Janssen.
All payments will be made for subject visits
according to the milestone table in Section 2
above. No payment will be made for any subject
excluded from analysis because of Protocol
violations within the Study personnel’s control.
Reimbursement for expenses related to screen
failures will be made as outlined in Section 3
above.

kompetitivné. Bude-li celkového poctu 650
vyhovujicich subjektl dosazeno dfive, nez
Poskytovatel zafadi sv(j vy$e stanoveny cilovy
pocet az 4 vyhovujici subjekty, veskery dalsi
nébor je ukoncéen. Za subjekty, které klinické
hodnoceni nedokon¢i, se vyplaci pomérné castky
podle poctu schvalenych a dokoncenych navstév
a zaznamuU subjektl hodnoceni, jez spolecnost
Janssen  obdrZi. Platby vzdy odpovidaji
navstévam, které subjekt podstoupil dle vyse
uvedeného rozpisu. Za subjekt, ktery byl z analyzy
vytazen kvlli poruseni Protokolu, pficemz toto
porudeni bylo v kompetenci personalu klinického
hodnoceni, se nevyplaci nic. Uhrada vydaji za
neldspésné vstupni vysSetfeni se provadi podle
¢lanku 3.

b) Institution acknowledges this is a
multicenter 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 viawritten 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 subjectsinthe 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.

b) Poskytovatel bere na védomi, Ze se jedna
o multicentrické klinické hodnoceni, které ma
vyhodnotit pfedem stanoveny pocet subjektd.
Ocekava se, Ze kazdy poskytovatel, ktery se
klinického hodnoceni (castni, do néj zaradi
takovy pocet subjektl, knémuz se smluvné
zavazal. Déale, pokud v prabéhu klinického
hodnoceni jednotlivy poskytovatelé dosahnou
stanoveného poctu subjektl, spolecnost Janssen
je mulze vyzvat, aby vprocesu zafazovani
pokracovala. Pokud stim poskytovatel souhlasi,
spole¢nost Janssen zaSle pisemné oznédmeni,
vnémz ndbor dalSich subjektl povoluje.
Poskytovatel bere dale na védomi, Zze je proto
mozné, ze se mu do klinického hodnoceni vyse
stanoveny pocet subjektl nepodafi zaradit.
Pracovisté provadéjici hodnoceni, ktera smluveny
pocet subjektd dosud nezaradila, budou o
dosazeni cilového pocltu zatazenych subjekt(
informovana a dostanou pokyn, aby v dalSim
néboru jiz nepokracovala.

C) Sponsor will provide n the base of
handover protocol, below listed Equipment for
use as called for in the Protocol. Serial numbers
will be listed in the handover protocol. Upon
termination of the Study at Institution, the
Equipment will be returned in accordance with
Sponsor’s or designee’s instructions.

c) Pro potfeby plnéni protokolu poskytne
spolec¢nost Janssen na zakladé predavaciho
protokolu nize uvedené vybaveni, pro potfeby
plnéni protokolu. Sériova ¢&isla poskytnutého
vybaveni  budou uvedena v pFedavacim
protokolu. Po ukonceni klinického hodnoceni
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bude toto vybaveni vraceno podle pokynl
zadavatele.

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 mark-up for each calibration.
Processing of payment will begin upon receipt of

d) Kalibrace vybaveni: Udrzbu a kalibraci
véeho vybaveni, které poskytovatel vlastni a
pouZiva vsouladu stouto smlouvou, podle
doporuceni vyrobce, pfip. Castéji dle pozadavk(
spole¢nosti Janssen, ma na starosti poskytovatel.
Zaznamy potvrzujici provedeni kalibrace a udrzZby
vybaveni musi byt spoleCnosti Janssen na
pozadani predlozeny. Kazdou jednotlivou
kalibraci, kterou si spoleCnost Janssen vyslovné
vyzadal, a kterd neni soucasti doporuéeného
rozvrhu od vyrobce, poskytovateli proplati ve vysi
skuteénych nékladd bez jakychkoliv prirazek.
Uhrada se provadi po obdrzeni faktury a
pfislusnych podklad( v souladu s odstavcem f)
nize.

or a Janssen -approved Sub-Investigator
designee, and a Study nurse/coordinator to
attend meetings, including but not limited to an
Investigator’s Meeting. Janssen through a third
party vendor shall 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 meetingsis
reasonable and necessary to ensure all parties

invoice and supporting documentation in

accordance with paragraph (f) below.

e) Investigator Meetings: Janssen may | e) Investigatorsky meeting: Spolecnost
recommend or require the Principal Investigator, | Janssen  mlze  navrhnout nebo  ulozit

zkousejicimu a zdravotni sestfe/koordinatorovi
klinického hodnoceni, aby se zucastnili rGznych
schlizi, vletné zejména &koleni zkous$ejicich.
Soolecnosti Janssen zajisti a uhradi
prostiednictvim tfetistrany veskeré stim spojené
pfimérené cestovni vydaje, véetné standardniho
ubytovani a stravy, jez jsou soucasti takového
setkani. Strany se shoduji, ze Ucast na téchto
setkanich je opodstatnéna a nezbytna k tomu,
aby se vsichni, kdo se na klinickém hodnoceni
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engaged in the Study have a clear understanding
of the Protocol and its requirements.

podileji, fadné seznamili s protokolem a jeho
pozadavky.

f) To be eligible for any payment, the
procedures must be performed in full compliance
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,
on a calendar half-yea. These payments will
include milestone payments, as well as, all
invoiced and approved costs from the prior
payment cycle. Ongoing reconciliations will be
performed during the course of the Study. Any
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 vykonany zcela v souladu s protokolem a
touto smlouvou, pfi¢emz predlozené tdaje musi
byt Uplné a spravné a musi byt zadany pomoci
EDC (sbér elektronickych Gdajl) podle pokynl
spole€nosti Janssen a této smlouvy. Platby se
budou provadét minimainé 2x rocné (za
kalendafni pololeti). Platby zahrnuji jak platby za
subjekt hodnoceni dle navstév, tak vyfakturované
a schvalené naklady z predchoziho platebniho
cyklu. SpoleCnost Janssen bude provadét
prabéznou kontrolu plateb. Chybné poskytnuté
platby budou poskytovateli odecteny v
nasledujicich platbach. Pokud ovSem jiz nebude
mit poskytovatel narok na zadnou dalsi platbu,
chybné proplacené castky neprodlené vrati
spolecnosti Janssen podle jeho instrukci.

Original invoices pertaining to this Study should
be submitted for reimbursement to the following
address:

Originaly faktur ktomuto klinickému hodnoceni
musi byt vystaveny na tuto fakturacni adresu:

Janssen-Cilag s.r.o.

W alterovo nameésti 329/ 1
158 00 Praha 5

Czech Republic

IC: CZ27146928

DIC: CZ27146928

Original invoices pertaining to this Study should
be sent to the following address:

Janssen-Cilag s.r.o.

W alterovo nameésti 329/ 1
158 00 Praha 5

Ceska republika

IC: CZ27146928

DIC: CZ27146928

Originaly faktur k tomuto klinickému hodnoceni
se k proplaceni zasilaji na adresu:
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Please note that invoices must contain the
following information or they will be returned,
delaying payment:

e Institution name

e Principal Investigator name

e Protocol number

e Invoice number and date

e Date & description of services provided

e Supporting documentation (i.e. third
party invoices, receipts)

e Janssen name

e Janssen billing address

e Janssen Identification number

e Janssen VAT

e PO number: purchase order number will
be announced to Institution by
representative of customer. PO number
is essential for processing of invoice.

Vezméte prosim na védomi, Zze faktury musi
obsahovat nasledujici idaje, v opacném pfipadé
budou vraceny a platby pozdrzeny:

e Nazev poskytovatele

e Jméno hlavniho zkousejicih

e (Cislo protokolu

e (islo a datum faktury

e Datum a popis poskytovanych sluzeb

e Veskeré doprovodné dokumenty (tj.
faktury tfetich stran, doklady o platbé)

e Nazev spolecnosti Janssen

e Fakturacni adressu spole¢nosti Janssen

e IC spolegnosti Janssen

e DIC spoleénosti Janssen

e (islo

objednavky: Cislo oznami
poskytovateli zastupce Objednatele.
Cislo objednavky je nezbytné pro

zpracovani faktury Objednatelem.

If there isachangeinthe invoicing address or VAT
number, the Janssen is obliged to immediately
inform the Institution (Dasa ProkUpkova - Legal
Department, Ing. Jtka HaleSova - Finance and
Analysis Department).

Pokud dojde k zmé&né fakturaéni adresy nebo DIC
je  Zadavatel/Spole€nost  Janssen  povina
neprodlené informovat Poskytovatele (Dasa
ProkUpkova — pravni odbor, Ing. Jtka Halesova —
Odbor finance a analyz).

Q) This agreement reflects all fixed and
variable costs related to Study activities. Items
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 tablesin Section
2 above. No additional reimbursement for these
costsis otherwise provided.

9) Tato smlouva zohledfiuje v8echny fixni i
variabilni naklady spojené s klinickym
hodnocenim. Naklady a jejich Ghrada za Cinnosti
apolozky, které nejsou vyslovné uvedeny v ¢l. 3 a
4 vyse, véetné zejména mzdovych nékladd,
laboratornich poplatkli, rentgenovych snimk,
dotaznikd (na kvalitu Zvota atd.), svyjimkou
prispévkd, které byly upfesnény ve smlouvé na
KH a relevantnich pfilohach k této smlouvé, tvofi
soucast plateb vyplacenych za jeden subjekt
vsouladu sé&l. (2). Zadné daléi Ghrady téchto
néklad( se neposkytuji.
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h) Taxes: Janssen is under no obligation
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 feesmentioned in Sections 2, 3, and 4 of
this exhibit B in case the site provides an original
invoice to Jannsen-Cilag s.r.o.

h) Dané: Z plateb, které spolecnost Janssen
hradi poskytovateli, nevyplyvd spolecnosti
Janssen jind dafova povinnost neZz povinnost
platit DPH. DPH je mozno platit pouze z ¢astek
uvedenych v €l. 2 az 4 této Pfilohy Bato jenv
pfipadé, ze poskytovatel predlozi original faktury
vystavené na Jannsen-Cilag s.r.o.

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

i) Pro uptesnéni — zajistovani veskerych
odmén, prispévkl ¢ pojisténi personalu
klinického hodnoceni je povinnosti

poskytovatele. Déle je tfeba vzit na védomi a
vyslovné potvrdit, Ze zkou$ejici ani personal

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. The partiesagree the
payee designated below is the proper payee for
this Agreement and payments under this
Agreement will be made only to the following
payee. Change of the bank details of this payee
shall be notified to Janssen in written but no
Amendment is needed.

expressly acknowledged that the Investigator and | hodnoceni nemaji narok na zadné
the investigational staff are not eligible to | zaméstnanecké vyhody, benefity, programy,
participate in, nor are they eligible for coverage | postupy ¢i pojisténi spolecnosti Janssen.

under, any of the Janssen’s benefit plans,

programs, employment policies, procedures or

workers compensation insurance.

i) The parties agree this EXHIBIT Bis part of | j) Smluvni strany se dohodly, ze tato

PRILOHA B tvofi soucast smlouvy a specifikuje
platby za Ukony, které ze smlouvy vyplyvaji.
Platby se provadéji v souladu s ustanovenimi této
PRILOHY B, pficemz posledni platba prob&hne az
poté, co poskytovatel spini vSechny své zavazky
vyplyvajici ztéto smlouvy a jejich dodatkd.
Zkousejici prohlasuje a souhlasi, Ze odména,
kterou poskytovatel obdrzi na zakladé této
smlouvy, nikterak neovlivni jeho Usudek ohledné
rad a péce, jez pacientim poskytuje. Smluvni
strany se dohodly, Ze nize uvedeny pfijemce
platby je pro potfeby této smlouvy Fadnym
pfijemcem platby, a ze Ghrady provedené na
zékladé této smlouvy budou urceny vyhradné
tomuto pfijemci. Zména bankovnich dajl
pfijemce platby musi byt ozndmena pisemné
spole¢nosti Janssen, ale neni vyzadovan dodatek
smlouvy.

PAYEE NAM E/ NAZEV PRiJEM CE PLATBY:

(This should be a business name and must match the
business name used to file for your tax EIN or other tax ID
number) / (Zde by mél byt obchodni nazev firmy, ktery se
musi shodovat s nazvem, k némuz je ptirazeno IC & DIC)

Fakultni nemocnice Hradec Kralové
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TAX ID NUMBER/DIC

obchodnimu nazvu firmy)

(Tax ID must exactly match the payee name indicated
above)/ (DIC musi odpovidat vy$e uvedenému

CZ00179906

PAYEE ADDRESS' ADRESA PRiJEM CE PLATBY:

Fakultni nemocnice Hradec Kralové
Odbor financi a analyz — Ing. Jtka
HaleSova

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové, Ceska republika

CONTACT DETAILS KONTAKTNIi UDAJE:
(Jméno, telefonni ¢islo, e-mail)

Jmnéno: Ing. Jitka HaleSova
E-mail: jitka.halesova@fnhk.cz
Tel. +420 495 833 827
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