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AMENTMENT # 1 TO THE CLINICAL TRIAL
AGREEMENT PROTOCOL # CNTO1959UCO3001

DODATEK 1 KE SMLOUVE O KLINICKEM HODNOCENI
PROTOKOL # CNTO1959UC0O3001

This Amendment #1 (“Amendment”) to the Clinical Trial
Agreement (“Agreement”) shall enter into effect upon
its publication into the Register of Contracts in the Czech
Republic. The Agreement (“Effective Date”)
Between

Tento dodatek cislo 1 (“Dodatek”) ke smlouvé o klinickém

hodnoceni (,,smlouva®) nabyva ucinnosti k datu uverejnéni

v Registru smluv Ceské republiky (,datum uéinnosti“)
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 —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 zakladé plné moci, ktera je ptilohou této
smlouvy, 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 rejstiiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 99837

Bankovni spojeni: Citibank Europe plc, organizaéni slozka
Cislo G&tu: 2043060205/2600

Datova schranka:8jvdhia

(,Zadavatel”)

and

a

Nemocnice Strakonice, a.s

with its registered seat at: Radomyslska 336,386 29
Strakonice

ID No.: 260 95 181

VAT No.: CZ 699 005 400

Registered with the Commercial Register kept by the
Ceské Budéjovice Court, Section B, Insert 1465
Represented by: MUDr. Bc. Tomas Fiala, MBA, Chairman
of the Board, and Ing. Jiri Svec, a Board Memeber

Nemochnice Strakonice, a.s.

se sidlem: Radomyslskd 336, 386 29 Strakonice
ICO: 260 95 181

DIC: CZ 699 005 400

Zapsana v obchodnim rejstiiku vedeném soudem v Ceskych
Budéjovicich oddil B, viozka 1465

zastoupen: MUDr. Bc. Tomasem Fialou, MBA, predsedou
pfedstavenstva, a Ing. Jitim Svecem, ¢lenem predstavenstva

(hereinafter referred to as the “Center”)

(dale jen ,,Centrum®)

and
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XXXXXXXXXXXXX date of birth:  XXXXXXXX , with
permanent address at XXXXXXXXXXXXXXXXXX
XXXXXXXXXXX

XXXXXXXXXX  nar. XXXXXXXXX

XXXXXXXXXXXXXX

XXXXXX, bytem

(hereinafter referred to as the “Principal Investigator”)

(dale jen ,Hlavni zkousejici”)

(the Center and the Principal Investigator hereinafter
collectively referred to as the “Contracting Partners”)

(Centrum a Hlavni zkousejici dale spolecné oznacovani jako
,Smluvni partnefi”)

Whereas, the Sponsor, Center and Principal Investigator
the Clinical Trial Agreement on
7 January 2021 as amended;

have executed

Vzhledem k tomu, Ze Zadavatel, Centrum a Hlavni
zkousejici uzavreli dne 7. ledna 2021 Smlouvu o provedeni

klinického hodnoceni ve znéni nasledného dodatku;

Whereas, the Contracting Partners have further
expressed their desire to amend certain terms of the

Agreement, as hereinafter set forth.

Vzhledem k tomu, Ze smluvni partnefi vyjadrily své prani
zménit nékterd 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 partnefi, s ohledem na vySe uvedené as
ohledem na vzdjemné dohody a pfisliby uvedené vtomto
dodatku, 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 v tomto Dodatku mit stejny vyznam, jaky
je stanoven ve Smlouvé, pokud neni vyslovné uvedeno
jinak.

1.1
Protocol,
amendments, is binding on the Contracting Partners and

The Contracting Partners agree that the

including any  subsequent Protocol
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 partnefi souhlasi s tim, Ze protokol véetné

partnery zdvazny a predstavuje nedilnou soucast této
smlouvy. Smluvni partnefi se dohodly na tom, Ze protokol
bude k dispozici u Hlavniho zkousejiciho.
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2. Change of paragraph 2.24

The Sponsor and government authorities, such as for
example the US Food and Drug Administration (the
“FDA”) have the right to audit or inspect the Contracting
Partners’ records, any and all other documentation and
the facility relating to the Study at any time during the
Study and/or for another 25 years after completion of
the Study and without the Contracting Partners’ right to
special payment. The Sponsor must announce such audit
or inspection sufficiently in advance, provided that it is
carried out by the Sponsor. The Contracting Partners
must assist the Sponsor, its designated representatives
or all government authorities in performing their tasks
pursuant to the Protocol and take any and all reasonable
actions requested by the Sponsor or government
authorities to remedy deficiencies noted during an audit
or inspection.

The Center’s electronical system, where the Trial
Subject’s record are kept, in accordance with the signed
Informed Consent form (random over the shoulder
control). This inspection will be allowed exclusively with
the presence of Principal Investigator, Sub-Investigator
or a Coordinator who has access to the system. This
inspection has to be agreed in advance.

2. Zména bodu 2.24
2.24
Utad pro potraviny a léky Spojenych statu americkych

Zadavatel a statni organy, jako je napf.

(,FDA“) maji pravo provadét audit ¢i inspekci zaznaml
Smluvnich partnert, veskeré jiné dokumentace a prostor
souvisejicich s provadénim Studie, a to kdykoli v pribéhu
a/nebo po dobu 25 let po skonceni Studie a bez jakychkoli
narok( Smluvnich partner(i na zvlastni platbu. Takovy audit
¢i inspekci je Zadavatel povinen pfiméfené predem ohlasit
v pfipadé, Ze je provddén Zadavatelem. Smluvni partnefi
jsou povinni poskytovat Zadavateli, jim povérenym
zastupclm nebo veskerym statnim organim soucinnost pfi
plnéni jejich dloh vsouladu s Protokolem a podniknout
veskeré primérené kroky pozadované Zadavatelem nebo
statnimi organy za Ucelem odstranéni nedostatk( zjisténych

béhem auditu nebo inspekce.

Elektronicky systém centra, kde jsou vedeny zaznamy o
Subjektech  klinického v souladu
s podepsanym  Informovanym Subjektu
klinického hodnoceni (namatkova kontrola pfes rameno), a

hodnoceni, a to

souhlasem

to vyhradné za pritomnosti Hlavniho zkousejiciho,

spoluzkousejiciho nebo koordinatora, ktery ma do systému
pfistup. Tato kontrola bude vidy pfedem dohodnuta.

3 Change of paragraph 2.7.1
The paragraph 2.7.1 was changed followed:

Recruitment of trial subjects is expected to begin on
XXXXX XXXX and to be completed by XXXXXXXX.
Recruitment of trial subjects is always governed by
current terms and conditions of the Protocol.

It is planned to include X of Subjects in the Clinical Trial.,
Should the planned number of Human Subjects be
exceeded, a prior approval of Janssen must be obtained.

3. Zména bodu 2.7.1
Bod 2.7.1 se méni nasledovné

Predpokladany zacatek naboru subjektd hodnoceni je XXXX
XXXX a predpoklddané ukonceni je XXXXXXXX.Nabor
subjektll hodnoceni se vidy fidi aktudlnimi podminkami
Protokolu.

Podle planu ma byt do klinického hodnoceni zahrnuto
X subjektl. Pokud by byl planovany pocet lidskych subjektt
prekrocen, je nutno obstarat pfedem souhlas spole¢nosti
Janssen.

4. Appendix 1 change

The parties agree that Section Appendix 1 — Financial
terms shall be replaced by the new wording which is
annex of this Amendment. Appendix 1 — Financial terms

4 Zména pfilohy 1 — Financ¢ni podminky

Smluvni strany se dohodly na novém znéni pfilohy 1-
Financni podminky, které je ptilohou tohoto Dodatku a
zcela nahrazuje dosavadni znéni. Znéni pfilohy 1 - Financni
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is updated due to protocol Amendment 2 dated from 3
August 2021.

podminky se méni z dlivodu dodatku protokolu €. €islo 2 ze
dne 3. srpna 2021.

5 Appendix 6 change

The parties agree that Section Appendix 6 - Rules for
Reimbursement of Trial Subject’s Costs shall be replaced
by the new wording which is annex of this Amendment
due to new version of ICF 0.7.

5. Zména prilohy 6

Smluvni strany se dohodly na novém znéni pfilohy 6 -
Pravidla pro vyplaceni nakladd subjektu hodnoceni,

které je prilohou tohoto Dodatku a zcela nahrazuje
dosavadni znéni z dlivodu nové verze ICF 0.7.

The Contracting Partners have expressly agreed with
retroactive effect of the provision set out in this
Amendment No. 1:

Actions performed in scope of item “XXXXXXXX XXXXX
XXXXXXXX  XXXXXXXX”
Section 4 of Appendix 1 will be reimbursed retroactively
from XXXXXXXX included.

mentioned in schedule in

Smluvni partnefi se vyslovné dohodly na zpétné ucinnosti
vybraného ustanoveni uvedeného v tomto Dodatku ¢. 1:
Ukony provedené v ramci polozky ,XXXXXXXX XXXXXXXX
XXXXXXXX  XXXXXXXX XXXXXXXX XXXXXXXX” z tabulky
samostatné fakturovatelnych poloZek v sekci 4 pfilohy 1
budou uhrazeny zpétné ode dne XXXXXXXX vcetné.

IN WITNESS WHEREOF, the Contracting Partners 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 partnefi dohodli, Ze tento
Dodatek bude vyhotoven ve tfech (3) vyhotovenich, z nichz
kazda ze smluvnich stran obdrzi po jednom (1) vyhotoveni.

Appendices:
Annex 1 - Financial Terms

Appendix 6: Rules for Reimbursement of Trial Subject’s
Costs

Prilohy:

Pfiloha 1 — Financ¢ni podminky

Priloha ¢. 6:  Pravidla pro vyplaceni nakladd subjektu
hodnoceni

Zadavatel / Sponsor

On behalf of/ Za spoleénost Janssen - Cilag International N. V.
Janssen-Cilag s.r.o.,
Represented by Vladimira Filipova, M.D., Authorized Signatory, GCO Country Head/

zastoupend MUDr. Vladimirou Filipovou prokuristkou, GCO Country Head
Misto / Place: Praha/ Prague

Datum / Date:

Jméno a pfijmeni / First and last name: MUDr. Vladimira Filipova

Funkce / Position: prokuristkou, GCO Country Head/ Authorized Signatory, GCO Country Head
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Centrum / Center
Nemocnice Strakonice, a.s.
Misto / Place: Strakonice

Datum / Date:

Jméno a pfijmeni / First and last name: MUDr. Bc. Tomas Fiala, MBA
Funkce / Position: Director/ Reditel

Hlavni zkousejici / Principal Investigator
Misto / Place: Strakonice

Datum / Date:
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Pfiloha €. 1:Finan¢ni podminky / Appendix 1: Financial Terms
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Pfiloha €. 6: Pravidla pro vyplaceni nakladt subjektu hodnoceni/
Appendix 6: Rules for Reimbursement of Trial Subject’s Costs




