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SMLOUVA ]
O KLINICKEM HODNOCENI

CLINICAL TRIAL AGREEMENT

Mezi

Between

PPD Investigator Services LLC se sidlem 929
North Front St, Wilmington, NC 28401, USA
(dale jen “CRO/PPD”)

kterd provadi klinické hodnoceni jako nezavisly
subjekt ve prospéch farmaceutické firmy
CELLTRION, Inc.

se sidlem: 23, Academy-ro, Yeonsu-gu, Incheon,
22014, Republic of Korea, Registra¢ni ¢islo: 135-
011-0034038, s evropskym zastupcem:

Celltrion BioPharma Limited, 1st Floor, 6 Lapp’s
Quay, Cork, T12 VY7W, Irsko

(dale jen ,,Zadavatel®)

PPD Investigator Services LLC with its registered
address at 929 North Front St, Wilmington, NC
28401, USA

(hereinafter referred to as the “CRO/PPD”)

which is conducting as an independent contractor
for the benefit of a pharmaceutical company
CELLTRION, Inc.

Registered office: 23, Academy-ro, Yeonsu-gu,
Incheon, 22014, Republic of Korea, Company ID
no.: 135-011-0034038, with EU  legal
representative: Celltrion BioPharma Limited, Ist
Floor, 6 Lapp’s Quay, Cork, T12 VY7W, Ireland
(hereinafter referred to as the “Sponsor”)

A

AND

Fakultni nemocnici Ostrava, se sidlem 17.
listopadu 1790/5, 708 52 Ostrava - Poruba, Ceska
republika, ve vécech této smlouvy a dodatkl
opravnén jednat a podepisovat:doc. MUDr. Ing.
Jakub Cvek, Ph.D., MBA, naméstek feditele pro
védu, vyzkum a vyuku. Ztizovaci listina MZ CR
ze dne 25. listopadu 1990 ¢.j. OP-054-25.11.90
1C: 00843989

DIC: CZ00843989

(déle jen ,,Centrum*)

Fakultni nemocnice Ostrava, registered address at
17. listopadu 1790/5, 708 52 Ostrava, Czech
Republic, entitled to act and sign: doc. MUDr. Ing.
Jakub Cvek, Ph.D., MBA, associate director for
science, research and education. Incorporation deed
of the Ministry of Health of Czech Republic dated

25th November 1990 no. OP-054-25.11.90
Company ID no.: 00843989

Tax ID no: CZ00843989

(hereinafter referred to as the “Center”)

A AND

(dale jen ,,Hlavni zkouSejici) (hereinafter referred to as the “Principal
Investigator™)

(Centrum a Hlavni zkouSejici dale spolecn¢ | (the Center and the Principal Investigator

oznacovani jako ,,Smluvni partneri”) hereinafter collectively referred to as the

“Contracting Partners”)

uzaviena nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdé¢jsich predpist
(dale jen ,obcéansky zakonik™), (dale jen
H>omlouva®):

entered into on this day, month and year pursuant to
Section 1746 (2) of Act no. 89/2012 of Coll., the
Civil Code, as amended (hereinafter referred to as
the “Civil Code”) (hereinafter referred to as the
“Agreement”)

Preambule

Preamble

VZHLEDEM KTOMU, ZE Zadavatel,

WHEREAS, the Sponsor, through CRO, asked the
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prostiednictvim CRO pozadal Smluvni partnery,
aby provedli klinické hodnoceni s hodnocenym

lé¢ivym  ptipravkem (dale jen
,Hodnoceny 1ék*) s nazvem ,, “ s Cislem

(dale jen ,Studie”), které je blize
popsano v protokolu ¢. ||l ktery bude
Smluvnim partnertim pfedan Zadavatelem/CRO a
ktery mlze byt ¢as od casu Zadavatelem
jednostrann¢  dopliiovan  (dale jen jako
,,Protokol®).

Contracting Partners to conduct a clinical trial
involving the study drug (hereinafter
called the “Study Drug”) named ” with
the number (hereinafter referred to as the
“Study”) as described in more detail in protocol no.
I hich will be provided to the Contracting
Partners by the Sponsor/CRO and which may be
from time to time unilaterally updated by the
Sponsor (hereinafter referred to as the “Protocol”).

VZHLEDEM K TOMU, Ze Smluvni partnefi
disponuji  znalostmi, zkuSenostmi a zdroji
nezbytnymi  k provedeni  Studie, dle jejich
nejlepsiho védomi maji piistup k pozadovanému
poctu subjektti hodnoceni dle kritérii pro zafazeni
nebo vytazeni, jak jsou stanoveny v Protokolu, a
jsou ochotni Studii provést,

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary for
conducting the Study, have - to the best of their
knowledge - access to the required number of trial
subjects based on the inclusion or exclusion criteria
as laid down in the Protocol and are willing to
conduct the Study.

PROTO se smluvni strany (dale jen ,strany“
nebo ,,smluvni strany“) dohodly nasledovné:

THEREFORE, the parties (hereinafter referred to
as the “Parties” or the “Contracting Parties”) have
agreed as follows:

CL 1 - P¥edmét Smlouvy

Article 1 — Subject of the Agreement

1.1 Predmétem této Smlouvy je provedeni
Studie v Centru a rozdéleni povinnosti
souvisejicich se Studii mezi
Zadavatele/CRO a Smluvni partnery.
Predmétem této Smlouvy jsou zavazky
Smluvnich partnerd k provedeni Studie za
podminek sjednanych vtéto Smlouvé a
zavazek Zadavatele/CRO k thradé odmeény
za Ttadné provedeni Studie. Jakékoli
odchylky od Protokolu a dodatky
k Protokolu, v¢etné avsak nejen jakéhokoli
vySetfovani nebo hodnoceni dopliujicich
klinickych ¢i laboratornich parametrd,
vyzaduji pfedchozi pisemny souhlas
Zadavatele.

1.1 The subject of the Agreement is the
performance of the Study at the Center and the
division of Study-related obligations among the
Sponsor/CRO and the Contracting Partners. The
subject of the Agreement are covenants of the
Contracting Partners to conduct the Study under
the terms and conditions agreed herein and the
covenant of the Sponsor/CRO to pay
remuneration for a duly conducted Study. Any
deviations from the Protocol or amendments of
the Protocol, including without limitation, any
investigation or evaluation of additional clinical
or laboratory parameters, require the prior
written approval of the Sponsor.

CL 2 — Povinnosti Smluvnich partneri

Article 2 — Obligations of the Contracting
Partners

2.1. Smluvni partnefi se zavazuji provést a
zdokumentovat  Studii  hospodarné¢ a
snalezitou odbornou péci v piisném
souladu s (a) Protokolem; a (b) podminkami
této Smlouvy; a (c) etickymi zasadami
Helsinské deklarace; a (d)
Harmonizovanym Tfistrannym Guideline
ICH pro spravnou klinickou praxi vcetné
jeho naslednych zmén a obecné€ ptijimanymi
standardy spravné klinické praxe; a (e)
véemi pfislusnymi pravnimi predpisy

2.1 The Contracting Partners shall conduct and
document the Study in a diligent and efficient
manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions of
this Agreement; and (c) the ethical principles of
the Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of Good
Clinical Practice; and (e) all applicable legal
regulations (especially regulations listed
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(zejména predpisy uvedené nize); a (f)
veSkerymi  piikazy a  smérnicemi
prislusnych organt vefejné moci a spravy a
etickych komisi, jsou-li takové. Centrum se
zavazuje poskytnout odpovidajici zdroje a
vybaveni k provadéni Studie. Centrum a
Hlavni zkousejici budou Studii provadeét,
také na zakladé nafizeni ¢. 536/2014 ze dne
16.4.2014 o klinickych  hodnocenich
huménnich 1é¢ivych piipravki a o zruseni
smérnice 2001/20/ES , zakona ¢. 378/2007
Sb., o Ié¢ivech ve znéni pozdéjsich predpist
(dale take jen ,,zakon o 1éCivech®), vyhlasky
¢. 463/2021 Sb., o blizsich podminkach
provadéni klinického hodnoceni humannich
1é¢ivych pripravki ve znéni pozdéjsich
predpisi, zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, ve znéni pozd¢jsich
predpist a zakona ¢. 110/2019 Sb., o
zpracovani osobnich udaji, ve znéni
pozdéjsich predpist.

below); and (f) all orders and directives of
competent public administration authorities and
ethics committees, if any. The Center shall
provide adequate resources and facilities for the
performance of the Study. The Center and the
Principal Investigator will conduct the Study,
also on the basis of Regulation No. 536/2014 of
16 April 2014 on clinical trials of medicinal
products for human use and on the repeal of
Directive 2001/20/EC, Act No. 378/2007 Coll.,
on Pharmaceuticals as amended (hereinafter
also referred to as the "Act on
Pharmaceuticals"), Decree No. 463/2021 Coll.,
on Detailed conditions governing the conduct of
clinical trials on medicinal products as
amended, Act No. 372/2011 Coll., on on
Medical Services as amended, and Act No.
110/2019 Coll,, Processing of personal
information , as amended.

2.2.

Studie bude v Centru provadéna pod
dohledem Hlavniho zkousejiciho, ktery je
odpovédny za jeji fadny prabéh. Hlavni
zkouSejici  je odpovédnym vedoucim
skupiny zkousejicich v ptipad¢, ze Studie je
v Centru provadéna vicero nez jednim
zkouSejicim a osob podilejicich se na
provadéni studie (dale ,.Clenové studijniho
tymu“). Hlavni zkouSejici je odpovédny za
blaho subjektli hodnoceni ucastnicich se
Studie z hlediska poskytovani zdravotnich
sluzeb na nalezit¢ odborné tirovni. Hlavni
zkousSejici provadi Studii v ramci svého
zaméstnaneckého poméru k Centru.

2.2 The Study at the Center shall be conducted under
the supervision of the Principal Investigator
who shall be responsible for due course of the
Study. The Principal Investigator is the
responsible head of the group of investigators in
case the Study is conducted at the Center by
several investigators and persons who perform
the Study in the Center (hereinafter referred as
“Study Team Members”). The Principal
Investigator is responsible for the well-being of
the trial subjects participating in the Study in
terms of professional medical services provided.
The Principal Investigator conducts this Study
as part of his employment relationship with the
Center.

2.3.

Hlavni zkousSejici sou¢asné miize slouzit pro
Zadavatele/CRO jako kontaktni osoba
v Centru ve vztahu ke Studii, pokud neni
nize v této Smlouvée stanoveno jinak.

2.3 The Principal Investigator may also serve as the
contact person for Sponsor/CRO with
relationship to the Study at the Center, unless
this Agreement specifies otherwise.

24.

Centrum se zavazuje umoznit a Hlavni
zkouSejici se zavazuje zajistit, aby
Zkousejici a Clenové studijniho tymu jednali
v souladu s podminkami této Smlouvy.
Centrum se prostiednictvim Hlavniho
zkousejiciho zavazuje zajistit, ze pivodni i
novi Clenové studijniho tymu jsou fadné
proskoleni, kvalifikovani a  vzd¢lani,
obzvlast Ze se zucastiiuji vSech Skolicich
setkani o Studii, véetné Skoleni na spravnou
klinickou praxi vyzadovanych a
zajiStovanych Zadavatelem/CRO (Clenové

2.4 The Center shall allow, and the Principal
Investigator shall ensure that the Investigators
and Study Team Members comply with the
terms and conditions of this Agreement. The
Center shall ensure through the Principal
Investigator that original and new Study Team
Members are appropriately trained, qualified
and educated, in particular that they participate
in all training sessions regarding the Study,
including any good clinical practice training
required and organized by the Sponsor/CRO
(Study Team Members, who have a good
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studijniho tymu vSak nemusi Skoleni na
spravnou klinickou praxi absolvovat, pokud
se prokazi certifikditem =z absolvovaného
Skoleni spravné klinické praxe ne starSim 2
let k datu zahajeni Studie). Zadavatel/CRO
ma pravo odmitnout konkrétni Cleny
studijniho tymu, pokud se Zadavatel/CRO
domniva, ze nejsou prislusné vzdélani
a/nebo kvalifikovani. Clenové studijniho
tymu jsou zaméstnanci Centra. Clenové
studijniho tymu a Hlavni zkousejici se budou
ucastnit $koleni, které v souvislosti se Studii
pro tyto osoby Zadavatel/CRO zorganizuje a
Centrum je povinno takovou ucast umoznit.
Zadavatel prostiednictvim CRO nahradi
piiméiené cestovni a ubytovaci naklady
souvisejici se vzdélavanim podle tohoto
¢lanku, bude-li to tieba, ale za Ucast na
takovém vzdélavani nenalezi ucastnikiim ani
nikomu jinému z4dna odmeéna.

clinical practice certificate that is not older than
two years as of the first day of the Study, are not
required to participate in good clinical practice
training). The Sponsor/CRO shall have the right
to reject specific Study Team Members, if the
Sponsor/CRO deems them not appropriately
educated and/or qualified. Study Team
Members are employees of the Center. Study
Team Members and the Principal Investigator
shall attend trainings organized for them by the
Sponsor/CRO in connection with the Study, and
the Center shall allow such persons to attend.
The Sponsor, through CRO, shall reimburse
reasonable travel and accommodation costs, if
applicable related to the trainings under this
article, but no remuneration shall be provided to
participants or any other persons for attending
such trainings.

Approved for signature_PT/10Apr25

2.5. Centrum se zavazuje umoznit Hlavnimu | 2.5 The Center shall make it possible for the
zkousejicimu a Clenam studijniho tymu, Principal Investigator and Study Team
ucastnit se podle potieby setkani Members, as required, to participate in
zkousejicich a telekonferenci Investigators’ meetings and teleconferences
uskute¢novanych v pribéhu Studie held in the course of the Study to the extent
v rozsahu pozadovaném Zadavatelem/CRO. requested by the Sponsor/CRO.

2.6. Kazdé  smluvni  zajisténi  kterékoli | 2.6 Any subcontracting of any of the Center’s
zpovinnosti Centra na zaklad¢ této obligations under this Agreement to a third party
Smlouvy tfeti stranou vyzaduje predchozi requires the prior written consent of the
pisemny souhlas Zadavatele/CRO. Udéleni Sponsor/CRO. Granting of such consent shall
takového souhlasu je na vyluéném be within the Sponsor’s/CRO’s sole discretion.
rozhodnuti Zadavatele/CRO. V pfipadé In the case that such consent is granted, the
povolené¢ho smluvniho zajisténi povinnosti Center shall:

Centrum:

2.6.1 je povinno zajistit u subjektu, na né&jz svou | 2.6.1 make sure that such subcontractors observe the
povinnost ptrenasi, dodrzovani podminek, terms and conditions (a) that are relevant to the
(a) které jsou vzhledem k charakteru nature of requested services and similar to the
pozadované sluzby relevantni a podobné terms and conditions of this Agreement,
podminkdm této Smlouvy, vcetné, avSak including — without limitation - the timelines
nejen, lhat k plnéni povinnosti, (b) na for fulfilling obligations, (b) based on which
zaklad¢ kterych tieti strana postoupi veskera the third party shall assign all rights with
prava k vysledkiim své c¢innosti/Studie na regard to the results of its performance/the
Centrum anebo Zadavatele a (¢) dle kterych Study to the Center or the Sponsor and (c)
tieti strana umozni Zadavateli nebo tietim based on which the third party shall allow the
stranam smluvné opravnénym Zadavatelem Sponsor or third parties contracted by the
a piislusnym  regulatornim  Ufadim Sponsor and competent regulatory authorities
provedeni auditd a inspekci u takové tieti to perform audits and inspections at such a
strany, coZ soucasné¢ neznamena omezeni third party’ site, whereas this shall not limit the
povinnosti Centra ve vztahu k auditim a Center’s obligations with respect to audits and
inspekcim; a inspections; and

2.6.2 bude nést odpovédnost za tadné plnéni | 2.6.2 be responsible for due performance of all
vSech zajisténych nebo delegovanych delegated or subcontracted duties.
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povinnosti.

2.6.3

Centrum a Hlavni zkousSejici kazdy zvlast
prohlasuje a zarucuje, ze (i) bude jednat a
bude vyzadovat od vsSech osob nebo
subjektl provadé&jicich jakoukoli ¢ast sluzeb
tykajicich se Studie, aby jednaly v souladu
s veSkerymi piislusnymi zékony, pravidly a
predpisy, (ii) zajisti vedeni a dohled nad
vSemi sluzbami provadénymi v souvislosti
se Studii, (iii) bude zaznamenavat pfifazené
funkce a odpovédnosti Clentl studijniho
tymu.

Na zadost CRO vyplni Hlavni zkousSejici
formulaf CIF a vrati jej vyplnény CRO.

2.6.3 The Center and Principal Investigator each
represent and warrant that it/she/he shall: (i)
act and shall require any persons or entities
performing any portion of the Study conduct
services to act, in accordance and compliance
with any and all applicable laws, rules, and
regulations, (ii) provide oversight and
supervision of all Study conduct services, and
(iii) document the roles and responsibilities of
Study Team Members.

On demand of CRO, Principal Investigator
shall complete and sign CIF Form and return
it to CRO

2.7.

Smluvni partnefi se zavazuji vynalozit
veskeré Usili k zatazeni subjektti hodnoceni
do Studie vsouladu spozadavky na
zafazovani a  lhitami  stanovenymi
v Protokolu. Soucasné lhiity vztahujici se
k provadéni Studie jsou nasledujici:

2.7 The Contracting Partners agree to make
maximum efforts to enroll trial subjects in the
Study in accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for conducting
the Study are as follows:

2.7.1

Predpokladany zacatek naboru subjektt
hodnoceni je a predpokladané
ukonceni . Nabor subjektd
hodnoceni se vzdy ftidi aktualnimi
podminkami Protokolu.

2.7.1 Recruitment of trial subjects is expected to

begin in [l and to be completed by

Recruitment of trial subjects is

always governed by current terms and
conditions of the Protocol.

2.7.2 Nabor pacientil do studie (dale jen ,,subjekti

hodnoceni) je kompetitivni. Hlavni
zkousejici tedy muze do konce naborového
obdobi zaradit tolik subjekti hodnoceni,
kolik je schopen. Bez ohledu na ptfedchozi
vétu Hlavni zkouSejici okamzité na zadost
Zadavatele nebo CRO nabor subjektl
hodnoceni zastavi.

2.7.2  The recruitment of study patients (“trial
subjects”) shall be performed on
competitive basis. Principal Investigator is
free to enroll as many trial subjects as
he/she can until the recruitment period ends.
Notwithstanding the foregoing sentence,
Principal Investigator shall stop the trial
subject recruitment immediately upon the
request of Sponsor or CRO.

2.8

Hlavni zkousSejici se zavazuje do Studie
zafadit pouze fadné zpusobilé subjekty
hodnoceni v souladu s Protokolem.
Predpokladany pocet subjekti hodnoceni
zatazenych na Centru je

2.8 The Principal Investigator agrees to include in
the Study only such trial subjects that are duly
suitable for the Study in compliance with the
Protocol. The expected number of subjects to
be enrolled in the Center is

2.9

Smluvni partnefi se zavazuji zajistit, ze
Studie  bude  provadéna v souladu
s povolenim nebo souhlasem k ohlaseni
vydanym Regulatornimi ufady. Smluvni
partnefi se zavazuji poskytnout
Zadavateli/CRO soucinnost pii priprave
dokumentt tykajicich se Studie a predat
Zadavateli nebo tieti strané urcené
Zadavatelem bezodkladné veskera
prohlaSeni nezbytnd k povoleni Studie
regulatornimi  organy a/nebo etickymi

2.9 The Contracting Partners agree to ensure that
the Study shall be conducted in compliance
with the approval or consent with notification
issued by the Regulatory Authorities. The
Contracting Partners agree to cooperate with
the Sponsor/CRO in preparing documents
concerning the Study and to immediately
provide the Sponsor or a third party specified
by the Sponsor with all declarations necessary
for the approval of the Study by Regulatory
Authorities and/or  ethics committees,

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party)
Approved for signature_PT/10Apr25

Page 5 of 43




komisemi, vEetn¢ avSak nejen (i) prohlaseni including without limitation, if applicable, (i)

o finan¢nich zajmech, (ii)) CV a (iii) Financial Interest Declarations, (ii)) CVs and
potvrzeni o odpovidajicim vybaveni Centra. (iii) confirmation of adequate Center facilities.
Smluvni partnefi se zavazuji zajistit, Ze The Contracting Partners shall ensure that the
poskytnuté dokumenty tykajici se Studie provided Study documents are complete and
jsou uplné a spravné. Napiiklad, prohlaseni correct. For example, the Financial Interest
o finan¢nich zijmech musi obsahovat Declarations shall contain all financial
veskeré finanéni vztahy mezi Hlavnim relations between, and financial interests of,
zkousejicim a kterymkoli Clenem studijniho the Principal Investigator and any Study Team
tymu, a jejich finanéni z4jmy, na jedné Member, on one hand, and the Sponsor or any
stran€ a Zadavatelem anebo kteroukoli of the Sponsor’s affiliates, on the other hand,
spole¢nosti propojenou se Zadavatelem, na including - but not limited to - remuneration or
stran¢ druhé, vcetné — avSak nejen — odmény other financial benefits received by each of
nebo jin¢ho finanéniho prospéchu piijatého them from the Sponsor/CRO or any of the
kazdym znich od Zadavatele/CRO nebo Sponsor’s/CRO’s affiliates for consultations
kterékoli ze spolecnosti propojenych se or other services not covered in this
Zadavatelem/CRO za konzultacni Cinnosti Agreement. The Financial Interest
nebo jiné sluzby nepokryté touto Smlouvou. Declarations should be submitted in the course
Potvrzeni o finan¢nich zajmech by méla byt of the Study, upon a change in the Study and
predlozena v pribéhu Studie, pii jejich one year after completion of the Study.
zmén€¢ a jeden rok po skonceni Studie. “Affiliate” shall mean any legal entity or
,Propojenou osobou“ se rozumi jakakoli company, which directly or indirectly, through
pravnicka osoba nebo spolecnost, ktera one or more intermediaries, controls, 1is
pfimo nebo nepifimo, prostiednictvim controlled by or is under joint control with a
jednoho ¢i vice prostfednikd, vykonava Contracting Party.

kontrolu, je kontrolovana anebo je pod
spolecnou kontrolou se smluvni stranou.

2.10 Hlavni zkouSejici se zavazuje vSechny | 2.10 The Principal Investigator agrees to

subjekty hodnoceni odpovidajicim appropriately inform all trial subjects of the
zplsobem informovat o cilech, metodach, aims, methods, expected benefits and potential
predpokladanych pfinosech a potencialnich risks of the Study and the circumstances under
rizicich Studie a o okolnostech, za kterych which their personal data might be disclosed
by jejich osobni 1udaje mohly byt to the Sponsor/CRO, its Affiliates, competent
zptistupnény Zadavateli/CRO, jeho authorities, third parties providing services for
Propojenym osobam, piislusSnym organtim, the Sponsor/CRO and/or ethics committees or
tretim stranam, jez poskytuji sluzby Regulatory  Authorities. The  Principal
Zadavateli/CRO a/nebo etickym komisim ¢i Investigator agrees to ensure that the trial
regulatornim organiim. Hlavni zkousejici se subjects shall not participate in the Study until
zavazuje zajistit, ze subjekty hodnoceni se after they sign their informed consent
zucCastni Studie teprve poté, co podepisi provided by the Sponsor/CRO. The Principal
informovany souhlas subjektu hodnoceni Investigator shall keep the original of such
poskytnuty  Zadavatelem/CRO. Hlavni consent in the trial subjects’ medical records.
zkouSejici uchovd original takového If such consent is revoked in the course of the
souhlasu ve zdravotnické dokumentaci Study, no further Study-related procedures
subjektu  hodnoceni. Pokud  subjekt may be performed by the Contracting Partners
hodnoceni sviij souhlas v pribéhu Studie with regard to the respective trial subject,
odvola, Smluvni partnefi nesmi ve vztahu except for any Study-related follow-up
k tomuto subjektu hodnoceni provést zadné monitoring laid down in the Protocol and
dalsi postupy vramci Studie vyjma consented to by the trial subject. Subsequent
pfipadnych  opatfeni  tykajicich  se treatment of the trial subject, which is not
nasledného sledovani predepsanych related to the Study, lies in the sole medical
Protokolem, snimiz subjekt hodnoceni responsibility and legal liability of the
souhlasil. ~ Nésledna 1écba  subjektu Contracting Partners.

hodnoceni, kterd nesouvisi se Studii, je

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party) Page 6 of 43
Approved for signature_PT/10Apr25



vyhradni I€kafskou a pravni odpovédnosti
Smluvnich partnert.

2.11 Smluvni partnefi se zavazuji zajistit, Ze | 2.11 The Contracting Partners shall ensure that the

subjekty hodnoceni zafazené do Studie se v trial subjects included in the Study do not
Centru nebudou ucastnit specifického participate in a specific treatment program
lécebného programu dle § 49 zakona . according to Section 49 of Act No. 378/2007
378/2007 Sb., o l1écivech (dale jen ,,zakon o Coll., on Medicinal Products (“Act on
l1écivech®) ani jiného klinického hodnocenti, Medicinal Products”) or in any other clinical
pti kterém by subjekty hodnoceni uzivaly trial in which the trial subjects would use
v Ceské republice neregistrovany 16&ivy medicinal products not registered in the Czech
pripravek v prib&hu Studie ani béhem doby Republic in the course of the Study or during
preruSeni Studie specifikované v Protokolu any suspension period specified in the
bez ptredchoziho pisemného souhlasu Protocol without the prior written consent of
Zadavatele. the Sponsor.

2.12 Pokud v pribéhu Studie v Centru dojde | 2.12If in the course of the Study at the Center trial

k poskozeni zdravi subjektu hodnoceni, subjects' health is harmed, the Contracting
Smluvni partnefi se zavazuji informovat o Partners shall inform the Sponsor/CRO of any
kazdé takové udalosti Zadavatele/CRO (i) such event (i) in case of any serious adverse
v pfipad¢ zavazného nezadouciho ucinku effect and/or serious adverse events and/or, if
a/nebo zavazné nezadouci piithody a/nebo applicable, in case of pregnancy, within 24
v piipadech téhotenstvi, jsou-li takové, hours at the latest and (ii) in case of any
nejpozdéji do 24 hodin a (ii) v pfipade adverse effect and/or adverse event
nezadouciho Uc€inku a/nebo nezadouci immediately within the timelines specified in
ptihody  neprodlené¢ v ramci Thit the Protocol and other instructions on safety-
stanovenych v Protokolu a jinych pokynech related data reporting provided by the
danych Zadavatelem/CRO o hlaseni dat Sponsor/CRO. Such reporting must also
tykajicich  se  bezpeCnosti.  Soucasti include an assessment of causality. Any other
takového hlaseni musi byt také posouzeni harm to health of trial subjects or any serious
pricinné souvislosti. O jakémkoliv jiném breach of the Protocol or good clinical practice
poskozeni zdravi subjektu hodnoceni nebo guidelines must be reported to the
jakémkoliv zavazném poruseni Protokolu Sponsor/CRO without undue delay.

nebo pokynt spravné klinické praxe musi

Smluvni partnefi informovat

Zadavatele/CRO bez zbyte¢ného odkladu.

2.13  Smluvni partneti se zavazuji bez zbytecného | 2.13 The Contracting Partners agree to immediately

prodleni zodpovédét vSechny dotazy answer any questions of the Sponsor or
Zadavatele nebo osob  povéfenych persons authorized by the Sponsor regarding
Zadavatelem tykajici se dokumentace adverse event documentation. This includes -
nezadouci udalosti. Toto zahrnuje zejména but is not limited to - active follow-up
aktivni nasledné sledovani a objasnéni monitoring and clarification of relevant
prislusnych  nesrovnalosti v hlasenich inconsistencies in adverse event and
nezadoucich pifihod a pfipadl téhotenstvi. pregnancy reports. For the purposes of adverse
Za tucelem hlaseni nezadoucich ptihod a event and pregnancy reporting, the
pripadd téhotenstvi jsou Smluvni partnefi Contracting Partners must use the forms
povinni pouzivat formulafe poskytnuté provided by the Sponsor/CRO, if applicable.

Zadavatelem/CRO, jsou-li takové.

2.14 Béhem a po skonCeni Studie se zavazuji | 2.14 During and after completion of the Study, the

Smluvni partneti piedlozit Zadavateli/CRO Contracting Partners shall submit to the

veSkeré dokumenty pfijaté od ufadd, Sponsor/CRO all documents received from

etickych  komisi a/nebo  pfislusnych authorities, ethics committee/s, and/or

regulatornich organt tykajici se jakychkoli competent regulatory authorities regarding
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souhlasit nebo povoleni nebo prislusné
komunikace vztahujici se k bezpe¢nosti ve
vztahu ke Studii do 24 hodin od jejich
obdrZeni.

any consent or authorization or safety- related
communication with respect to the Study
within 24 hours following their receipt.

2.15

Smluvni partnefi se zavazuji pouzivat
Hodnoceny 1€k vyhradné pro ucely
provadéni Studie a pouze zplisobem
specifikovanym v Protokolu.  Smluvni
partneti jsou odpovédni za fadné piijimani,
pouzivani, nakladani, skladovani a vedeni
dikladné a piesné evidence zachazeni s
Hodnocenym 1ékem v prubéhu Studie
v souladu s pozadavky spravné klinické
praxe, spravné Iékarenské praxe a
Protokolem. Navic se Smluvni partnefi
zavazuji vratit nepouzity Hodnoceny lék,
Zadavateli (na naklady Zadavatele).

2.15 The Contracting Partners agree to use the Study
Drug exclusively for the purposes of
conducting the Study and only as specified in
the Protocol. The Contracting Partners are
responsible for the proper receipt, use,
handling, storage and keeping detailed and
accurate records of handling of the Study Drug
in the course of the Study pursuant to the
requirements of good clinical practice, good
pharmacy practice and Protocol. The
Contracting Partners agree to return any
unused Study Drug to Sponsor (at the expense
of the Sponsor).

2.16

Centrum se timto zavazuje zajistit
uskladnéni, pfipravu, kontrolu a distribuci
Hodnoceného 1éku v souladu s ustanovenim
Protokolu, platnych zakont a v souladu se
vSemi ustanovenimi pokynu LEK-12
Statniho ustavu pro kontrolu 1é¢iv. Smluvni
partnefi nebudou vyzadovat zaplaceni
Hodnoceného 1éku nebo jakékoliv sluzby
hrazené Zadavatelem/CRO podle této
Smlouvy po subjektu hodnoceni nebo tieti
strané, jako je naptiklad zdravotni
pojistovna.

2.16 The Center hereby agrees to ensure that the
Study Drug is stored, prepared, inspected and
distributed in compliance with the Protocol,
the applicable law and all provisions of the
LEK-12 guideline issued by the State Institute
for Drug Control. The Contracting Partners
shall not charge any trial subject or third party,
such as a health insurance company, for the
Study Drug or for any services paid for by the
Sponsor/CRO under this Agreement.

2.17 Centrum se zavazuje jmenovat dostateCny

pocCet zastupcu, ktefi spliuji kvalifikacni
pozadavky na vykon povolani farmaceuta
ve smyslu zdkona ¢. 95/2004 Sb.,
o podminkach ziskdvani a uznavani
odborné¢ zpusobilosti a specializované
zpasobilosti k vykonu zdravotnického
povolani 1ékare, zubniho 1ékate
a farmaceuta, ve znéni pozd¢jsich predpistl,
nebo farmaceutického asistenta ve smyslu
zakona ¢. 96/2004 Sb.,
o nelékarskych zdravotnickych povolanich,
ve znéni pozd¢&jsich predpist. Tito zastupci
budou odpoveédni za nakladani
s Hodnocenym Iékem a za vedeni
souvisejicich zdznamid a dokumentace.
Zasilka  Hodnoceného  1éku  bude
dodana vyhradné na adresu:

Lékarna FN Ostrava

17. listopadu 1790/5

70 852 Ostrava — Poruba
Ceska republika

2.17 The Center agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the position of
a pharmacist pursuant to Act no. 95/2004
Coll.,, on conditions for acquisition and
recognition of professional qualifications and
specialized qualifications for physicians,
dentists and pharmacists, as amended, or for
pharmaceutical assistants pursuant to Act no.
96/2004 of Coll., on non-medical health
professions, as amended. These
representatives shall be responsible for
handling the Study Drug and for keeping
related records and documentation.

Shipment of the Study Drug will be delivered
only to address:

Lékarna FN Ostrava

17. listopadu 1790/5

70 852 Ostrava — Poruba
Czech Republic
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S oznacenim -

Piijem veSkerych zasilek probiha Po-Pa mezi 7.00
a 15.00

Monitoraéni navstévy budou ohlaseny alespon 3-5
dni pfedem.

With reference: -

Receipt of all the shipments will be Mon-Fri from
7am to 3pm.

Monitoring visits will be announced at least 3-5
business days in advance.

2.18 Hlavni zkousSejici se zavazuje odebirat

Hodnoceny 1€k v souladu s Protokolem, a to
v davkovani potiebném pro kazdou
jednotlivou navstévu subjektu hodnoceni.

2.18 The Principal Investigator agrees to draw the

Study Drug in compliance with the Protocol
and in doses required for every visit of the
trial subject.

2.19 Kdykoli o to Zadavatel/CRO pozada, | 2.19 The Contracting Partners agree to report on
zavazuji se Smluvni partnefi podat hlaseni o the progress of the Study at the Center,
postupu ve Studii v Centru v¢etné udaji o including information about the enrolment of
zafazovani subjektd hodnoceni. trial subjects, upon the Sponsor’s/CRO’s

request.

2.20 Hlavni zkousSejici je povinen shromazd’ovat | 2.20 The Principal Investigator must collect data

data a vkladat je do péti (5) pracovnich dni
od jejich vytvofeni do elektronickych
zaznamovych listi (dale jen ,,CRF*)
vsouladu  snalezitostmi  stanovenymi
v Protokolu. Hlavni zkousejici se zavazuje
pravidelné predavat Zadavateli/CRO CRF a
veSkerou  dokumentaci  vyZadovanou
Protokolem, aby je Zadavatel/CRO mohl
pfimo ¢i prostfednictvim jin¢ho subjektu
prabézné zpracovavat. V piipadé prodleni
delsim nez deset (10) pracovnich dnt
s vkladanim 0daji  je Zadavatel/CRO
opravnén, na zaklad¢ pisemného oznameni
doruceného  Hlavnimu  zkouSejicimu,
zastavit zafazovani subjektd hodnoceni
Hlavnim zkousejicim az do doby, kdy je
vkladani udaji aktualizované. Pokud bude
mit toto za nésledek prodleni v zatazovani
subjekt  hodnoceni, = Zadavateli/CRO
prislusi prava stanovena v ¢l. 12.4. Ve lhate
5 pracovnich dnil po osetfeni posledniho ze
subjektl hodnoceni, musi byt dokonceno
vloZzeni  veskerych  zbyvajicich CREF,
souvisejici dokumentace a rovnéz nepouzité
CRF v listinné podobg, jsou-li takové, musi
byt predany Zadavateli/CRO anebo na
pozadani Zadavatele/CRO zniceny.
Smluvni partneti se zavazuji poskytovat
souCinnost pifi pohotovém objasniovani
jakychkoli dotazl tykajicich se idaji v CRF
a vénovat se témto dotazim a zodpovidat je
nejpozdéji ve lhuté 10 (deseti) pracovnich
dnti. Zadavatel/CRO mulze pozadovat
odpoveédi 1 v kratSim casovém useku
s ohledem na klicova stadia Studie, jako

and enter them within five (5) working days of
their generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in
the Protocol. The Principal Investigator agrees
to regularly forward CRFs and any
documentation required in the Protocol to the
Sponsor/CRO so that the Sponsor/CRO could
process them directly or through another entity
on a continuous basis. In case of a delay with
data entering for more than ten (10) working
days, the Sponsor/CRO shall have the right by
giving written notice to the Principal
Investigator to stop the recruitment of trial
subjects by the Principal Investigator until
data entering is up to date. If this results in a
delay with recruiting trial subjects, the
Sponsor/CRO shall have the rights set forth in
Article 12.4. Within five working days of the
last trial subject’s treatment, all outstanding
CRFs must be entered and related
documentation as well as unused paper CRFs,
if applicable, must be forwarded to the
Sponsor/CRO or destroyed wupon the
Sponsor’s/CRO’s request. The Contracting
Partners agree to assist in promptly clarifying
any questions concerning CRF data and to
address and answer such questions within 10
(ten) working days. The Sponsor/CRO may
request answers sooner than that due to key
Study milestones, such as a clean database.
Furthermore, the Contracting Partners agree to
reasonably assist in preparing the overall
Study report upon the Sponsor’s/CRO’s
request. The Center shall ensure that CRFs
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napi. Cistd databaze. Smluvni partnefi se shall not be available to any persons other than

dale na Zadost Zadavatele/CRO zavazuji Study Team Members and the Principal
poskytovat pfiméfenou soucinnost pii Investigator and that access to CRFs, if they
ptipravé celkové zpravy o Studii. Centrum are in electronic form, shall be protected by
zajisti, Zze CRF nebudou pristupné nikomu user name and password.

jinému nez Clenim studijniho tymu a CRO/Sponsor will provide access to third-
Hlavnimu zkouSejicimu a pfistup k nim, party systems (eCRF, IRT, eCOA etc.) in
pokud budou v elektronické podob¢, bude relation to list of Study Team Members
chranén pristupovym jménem a heslem. delegated by the Principal Investigator and
CRO/Zadavatel zajisti pristup do systémi confirmed by Center for conduction this
tretich stran (eCRF; IRT; eCOA apod.) v Study.  Before Center’s activation, the
navaznosti na Centrem potvrzeny seznam functionality of access to third-party systems
Cleni  tymu delegovanych  Hlavnim will be verified by a representative of the
zkouSejicim pro provadéni dané Studie. CRO/Sponsor.

Pred aktivaci centra bude ovéfena funk¢énost
pristupti do systémt tietich stran zastupcem

CRO/Zadavatele.

2.21 Hlavni zkouSejici je povinen zajistit, Ze | 2.21 The Principal Investigator shall ensure that all
vSechny CRF poskytnuté Zadavateli/CRO CRFs submitted to the Sponsor/CRO are true,
jsou pravdive, piesné a fadné vyplnény a Ze complete, correct and accurate and reflect the
jsou vérnym odrazem skute¢nych vysledki actual results of the Study.

Studie.

2.22 Veskeré zdznamy tykajici se Studie musi | 2.22 All records relating to the Study shall be

byt uchovavany po dobu nejméné 25 maintained for at least 25 (twenty five) years,
(dvaceti péti) let nebo delsi dobu, pokud to or longer if required by applicable laws or
vyzaduji pfislusné pravni ptredpisy. Doba policy. The period of retention starts with the
archivace zacina dnem ukonceni Studie termination of the Study at the Center. Study
v Centru. Studijni dokumentace musi byt documentation must be kept in a suitable
uchovavana na vhodném misté¢ a vhodnym location and manner, and the Center must keep
zpusobem a Centrum je povinno vést record of the location where Study
zaznamy o misté, kde je dokumentace documentation is stored to ensure that it is
Studie uchovavana, aby tato byla pohotové readily available upon the request of the
k dispozici na Zadost povéteného zastupce Sponsor’s appointed representative, the ethics
Zadavatele, etické komise, auditora nebo committee, an auditor or competent
prislusnych uradd. Zadavatel nebo CRO authorities. Sponsor or CRO must be informed
musi byt pisemné informovani o jakékoli in writing of any change of address or
zmén¢ adresy nebo premisténi studijni relocation of Study files during the retention
dokumentace béhem obdobi pozadované period.

archivace.

2.23 Smluvni partnefi jsou si védomi, Ze | 2.23 The Contracting Partners understand that the

Zadavatel nebo jeho jménem tfeti strana Sponsor or a third party on behalf of the
dikladné¢ monitoruje provadéni Studie a Sponsor closely monitors the performance of
pravidelné navstévuje Centrum. Smluvni the Study and regularly visits the Center. The
partnefi se zavazuji pfimefené podporovat Contracting Partners agree to appropriately
tyto monitorovaci aktivity, vcetné ale bez support such monitoring activities, including
omezeni, poskytnutim pfistupu povéfenému without limitation, by providing the Sponsor’s
zastupci Zadavatele do prostor a k datiim dle appointed representative with access to the
potieby a spolupracovat se Zadavatelem facilities and data as necessary and to
nebo pfislusnou treti stranou v tomto cooperate with the Sponsor or the relevant
ohledu. Na zadost Zadavatele/CRO jsou third party in this regard. The Principal
Hlavni zkousejici a Clenové studijniho tymu Investigator and Study Team Members must
povinni se zucCastnit osobni diskuze. participate in personal discussions upon the
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request of the Sponsor/CRO.

2.24

Zadavatel/CRO a statni organy, jako je napf.
Statni ustav pro kontrolu 1é¢iv (,SUKL®),
Utad pro potraviny a 1éky Spojenych statu
americkych (,FDA®“) maji pravo provadét
audit ¢i inspekci zdznamt Smluvnich
partneri, veskeré jiné dokumentace a
prostor souvisejicich s provadénim Studie, a
to kdykoli v pribéhu a/nebo po dobu 15 let
po skonceni Studie a bez jakychkoli narokt
Smluvnich partnerii na zvlastni platbu.
Takovy audit ¢i inspekci je Zadavatel/CRO
povinen  pfiméfen¢ predem  ohlasit
v piipade¢, 7e je provadén
Zadavatelem/CRO. Smluvni partneti jsou
povinni poskytovat Zadavateli/CRO, jim
povéfenym zéstupcim nebo veSkerym
statnim organiim soucinnost pii plnéni jejich
uloh v souladu s Protokolem a podniknout
veskeré pfimétené kroky pozadované
Zadavatelem/CRO nebo statnimi organy za
ucelem odstranéni nedostatkti  zjisténych
b&hem auditu nebo inspekce.

2.24 The Sponsor/CRO and government authorities,
such as for example Statni stav pro kontrolu
1é¢iv (“SUKL”), 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 15 years
after completion of the Study and without the
Contracting Partners’ right to special payment.
The Sponsor/CRO must announce such audit
or inspection sufficiently in advance, provided
that it is carried out by the Sponsor/CRO. The
Contracting Partners must assist the
Sponsor/CRO, 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/CRO or government authorities to
remedy deficiencies noted during an audit or
inspection.

2.25

Smluvni partnefi se zavazuji, ze béhem a po
skon¢eni  Studie, umozni a budou
podporovat vesker¢ kontroly odpovédnych
ufadt bez jakychkoli narokli na zvlastni
odménu ¢i nahradu. Smluvni partnefi jsou
povinni informovat Zadavatele/CRO o
kazdé takové inspekci €i zaméru takovou
inspekci provést ihned poté, co se o nich
dozvi. Smluvni partnefi se zavazuji
umoznit, aby Zadavatel/CRO mohl byt
pfitomen na kazdé inspekci provadéné
ufady nebo podobnymi institucemi. Pred
vyjadrenim se k nalezlim takové inspekce,
budou-li n¢&jaké, jsou Smluvni partnefi
povinni odpovéd posoudit a prodiskutovat
se Zadavatelem/CRO. Smluvni partnefi bez
zbytecné¢ho odkladu poskytnou Zadavateli
kopie jakychkoliv zjisténi nebo kontrol
odpovédnych tradt ve vztahu ke Studii.

2.25 The Contracting Partners shall, during and after
the Study, allow and support any inspections
of responsible authorities without any right to
special payment or reimbursement. The
Contracting Partners must inform the
Sponsor/CRO about any such inspection or the
intent to conduct such inspection as soon as the
Contracting Partners learn about it. The
Contracting Partners shall allow the
Sponsor/CRO to be present at any inspection
conducted by authorities or  similar
institutions. Prior to responding to the findings
of any such inspection, if any, the Contracting
Partners must review and discuss such
response with the Sponsor/CRO. The
Contracting Partners shall promptly provide
the Sponsor with copies of any findings or
inspections of responsible authorities in
relation to the Study.

2.26

Smluvni partnefi nesmi védomé vyuzivat
sluzeb, bez ohledu na jejich objem, zadnych
osob, jim bylo poskytovani téchto sluzeb
zakdazano FDA nebo kterymkoli jinym
pfislusnym organem v pribéhu provadéni
Studie. Smluvni partneti déle zavazné
prohlasuji, Ze dle jejich znalosti ani jim ani
jejich  zaméstnancim, zmocnéncim ¢i
zastupcim, ktefi se ucastni provadéni
Studie, nebylo zakazano provadét Cinnosti,

2.26 The Contracting Partners may not knowingly
use the services, regardless of their volume, of
any person prohibited to provide such services
by the FDA or any other competent authority
in the course of the Study. Furthermore, the
Contracting Partners represent and warrant
that, as far as they know, neither them nor their
employees, agents or representatives, who are
involved in the Study, have been prohibited by
the FDA or any other competent authority to
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jez jsou provadéné v ramci Studie, ze strany perform the activities that are performed

FDA ¢i jiného organu, ani podle jejich during the Study, nor that they are currently,
nejlepsiho  védomi v soucasné  dobé to the best of their knowledge, the subject of
neprobiha zadné fizeni tykajici se takového proceedings concerning such prohibition by
zakazu ve vztahu k témto osobam, zejména the FDA or any other authority, in particular
na zakladé (i) United States 21 U.S.C. on the basis of (i) United States 21 U.S.C.
§ 335a a (ii) Hlavy 21 Code of Federal Section 335a and (ii) Title 21 Code of Federal
Regulation § 312.70. Smluvni partnefi se Regulation, Section 312.70. During the Study
zavazuji v prib&hu Studie a po dobu 3 let po and for a period of 3 years after its completion,
jejim  ukonCeni  ihmed  informovat the Contracting Partners agree to promptly
Zadavatele/CRO, pokud se dozvi, Ze bude notify the Sponsor/CRO about any such
zahajeno takové fizeni ve vztahu proceedings initiated against the Principal
k Hlavnimu  zkousejicimu, Centru ¢i Investigator, the Center or Study Team
nékterému z Clentl studijniho tymu. Member. Furthermore, the Contracting
Smluvni partnefi dale zaruCuji a zavazuji se, Partners represent and warrant that, as far as
ze dle jejich znalosti nejsou subjektem they know, they are not the subject of any past
pfedchozich ani probihajicich Setieni, or current investigations, inquiries, warnings
vyzev, upozornéni nebo  vymahani or enforced decisions of public administration
rozhodnuti organt statni spravy authorities that concern the clinical trial and
vztahujicich se ke klinickému hodnoceni, have not been disclosed to the Sponsor/CRO.
které by nebyly oznameny Zadavateli/CRO. The Contracting Partners shall notify the
V ptipadé, ze nastane skute¢nost podle Sponsor/CRO about the fact described in the
predchozi véty ve vztahu ke Studii, Smluvni previous sentence without undue delay.
partnefi to bez zbytecné¢ho odkladu sdéli

Zadavateli/CRO.

2.27 V ptipad¢, ze Hlavni zkousSejici v pribéhu | 2.27 In the event that the Principal Investigator

Studie ukonéi pracovnépravni vztah s terminates his or her employment at the
Centrem, Centrum je povinno o této Center, the Center shall inform the
skute¢nosti informovat Zadavatele/CRO Sponsor/CRO as soon as it learns about it and
neprodlen¢ poté, co se o tom dozvi, a shall propose a duly qualified person acting as
soucasn¢ navrhnout fadné¢ kvalifikovanou a new principal investigator.  The
osobu jako nového hlavniho zkouSejiciho. Sponsor/CRO shall have the right to object to
Zadavatel/CRO ma pravo vznést namitky such replacement. The Center shall make
vii¢i tomuto nahrazeni. Centrum se zavazuje maximum efforts to require the new principal
s vynaloZenim maximalniho sili pozadovat investigator to agree in writing to the terms
po novém hlavnim zkouSejicim, aby se and conditions stipulated in this Agreement. If
pisemn¢ zavazal k dodrzovéni podminek the Center and the Sponsor/CRO are unable to
sjednanych v této Smlouvé. Pokud Centrum agree on the new principal investigator or if
a Zadavatel/CRO nejsou schopni domluvit the new principal investigator is unwilling to
se na osob¢ nového hlavniho zkousejiciho agree to the terms and conditions stipulated in
anebo pokud novy hlavni zkouSejici neni this Agreement, the contracting parties shall
ochoten  zavazat se  k podminkam have the right to terminate this Agreement in
stanovenym touto Smlouvou, jsou smluvni accordance with Article 12.5. The Center and
strany opravnény vypoveédét tuto Smlouvu the Principal Investigator must immediately
vsouladu s¢l. 12.5. Centrum a Hlavni inform the Sponsor/CRO in writing about any
zkousejici jsou povinni neprodlené pisemné and all changes having an impact on the
informovat Zadavatele/CRO o vSech availability of resources and/or Study Team
zménach, které maji vliv na dostupnost Members conducting the Study.

zdroji  a/mebo Clend studijniho tymu
provadéjiciho Studii.

2.28 Smluvni partnefi se zavazuji pifimo a | 2.28 The Contracting Partners agree to inform the

neprodlené informovat Sponsor/CRO CELLTRION, Inc., 23,
Zadavatele/CRO CELLTRION, Inc., 23, Academy-ro, Yeonsu-gu, Incheon, 22014,
CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party) Page 12 of 43
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Academy-ro, Yeonsu-gu, Incheon, 22014,
Republic of Korea , Tel: | R
v ptipadé, Ze subjekt hodnoceni ucastnici se
Studie oznami ¢i vyjadii nazor, Ze doslo
k poskozeni jeho zdravi v dusledku ucasti
ve Studii, a Ze ma proto pravo na finan¢ni
nahradu.

Republic of Korea, Phone number: || |
directly and immediately in the case that a trial
subject participating in the Study announces or
opines that his or her health has been damaged
due to his or her participation in the Study and
that he/she is therefore entitled to financial
compensation.

2.29

Smluvni partneti se zavazuji umoznit
smluvnim  vyzkumnym  organizacim,
smluvné zajiStéenym Zadavatelem/CRO
nebo kteroukoli z Propojenych osob, aby
jménem  Zadavatele/CRO  vykonavaly
kterékoli Z prav a povinnosti
Zadavatele/CRO na zakladé této Smlouvy,
v ptipadé, ze se prokazi povérenim ¢i plnou
moci, ze které jejich opravnéni vykondvat
prava a povinnosti Zadavatele/CRO
vyplyva. Smluvni partnefi se zavazuji
spolupracovat s témito smluvnimi
vyzkumnymi organizacemi.

2.29 The Contracting Partners agree to allow
research organizations contracted by the
Sponsor/CRO or any of its Affiliates to
exercise any of the Sponsor’s/CRO’s rights
and to perform any of the Sponsor’s/CRO’s
obligations under this Agreement on behalf of
the Sponsor/CRO, provided that they have
authorization or a power of attorney to
exercise the Sponsor’s/CRO’s rights and to
perform the Sponsor’s/CRO’s obligations.
The Contracting Partners agree to cooperate
with such research organizations.

2.30

Smluvni partnefi se zavazuji poskytovat
zdravotni sluzby subjektlim, jejichz Gcast ve
Studii neskoncila, v pfipad¢ castecného
uzavieni Studie, a dale také subjektim
zafazenym do nasledného sledovani po
skonceni Studie, vsouladu s etickymi
pravidly.

2.30 The Contracting Partners undertake to provide
medical services to trial subjects whose
participation in the Study has not yet ended, in
the case of a partial closure of the Study, as
well as to subjects included in the post Study
follow-up in compliance with ethics rules.

231

V pripadé, ze pti Studii pouziva Centrum,
Hlavni zkousejici nebo Clenové studijniho
tymu piistrojové vybaveni, které vyzaduje
servis, kalibraci nebo jinou zvlastni péci,
Centrum se zavazuje udrzovat takové
pristrojové vybaveni zpusobilé fadného
provozu, 0 ¢emz  je povinno
Zadavateli/CRO na vyzadani poskytnout
odpovidajici dokumentaci.

2.31 In the case that the Center, the Principal
Investigator or Study Team Members use in
the course of the Study devices that require
servicing, calibration or any other special care,
the Center agrees to maintain such devices in
due operational condition and to provide
relevant documentation thereof to the
Sponsor/CRO upon the request of the
Sponsor/CRO.

Cl. 3 — Povinnosti Zadavatele

Article 3 — Obligations of the Sponsor

3.1.

Kontaktnimi osobami Zadavatele/CRO ve
vztahu ke Studii jsou:

3.1 The Sponsor’s/CRO’s contact persons regarding
the Study are:

monitor Studie

Study monitor

nebo kterékoli dalsi osoby pisemné
oznamené Centru a Hlavnimu
zkousejicimu.

Smluvni strany souhlasi, Ze v piipadé
zmény monitora Studie neni potiebné
uzaviit pisemny dodatek ke Smlouve.

Sdéleni ur¢ena Centru budou adresovana:
Fakultni nemocnice Ostrava

or any other person announced to the
Principal Investigator and Center in writting.
The Parties agree that in the event of a change
in the Study Monitor, it is not necessary to
enter into a written amendment to the
Agreement.

Notifications for Center will be addressed to:
Fakultni nemocnice Ostrava

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party)
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3.2.

Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Telefon: ||| N

Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba
Czech Republic

Phone:

Zadavatel se zavazuje, prostfednictvim
CRO, Smluvnim partnerim poskytnout
zdarma v mnoZstvi a ¢asovych intervalech
pro fadné provedeni Studie Hodnoceny 1ék,
nezbytné vzory CRF a dalsi informace a
dalsi  1éCivo/placebo  vyzadované pro
provadéni Studie.

3.2 The Sponsor agrees, through CRO, to provide

the Contracting Partners with the Study Drug,
necessary CRF templates, other information
and other drugs/placebo required for the
performance of the Study free of charge and in
the quantity and frequency necessary for the
proper performance of the Study.

3.3.

Hodnoceny 1ék (jakoz i dalsi Iécivo,
placebo, je-li vyZzadovano Protokolem) bude
dodavan v souladu s clankem 2.17 této
smlouvy

3.3

The Study Drug (as well as any other drugs,
placebo, if required by the Protocol) shall be
delivered in accordance with provision 2.17
of this Agreement.

3.4.

Hodnoceny 1ék, nezbytné vzory CRF a dalsi
informace vyZadované pro provadéni Studie
poskytnut¢ Centru jsou a zlstavaji
vlastnictvim Zadavatele. Zadavatel
prostfednictvim CRO, prohlasuje, ze jsou
splnény veskeré podminky stanovené
prislusnymi pravnimi pfedpisy pro vyrobu
(dovoz) dodavaného Hodnoceného 1éku a
jeho distribuci do Centra.

3.4 The Study Drug, necessary CRF templates and

other information required for the
performance of the Study and provided to the
Center are and shall remain the Sponsor’s
property. The Sponsor, through CRO,
declares that all conditions stipulated in
applicable laws regulating the production
(import) of the provided Study Drug and the
distribution of the Study Drug to the Center
have been met.

3.5.

Zadavatel se zavazuje, prostfednictvim
CRO, poskytovat Hlavnimu zkouSejicimi
prislusné nové informace o bezpeénosti
tykajici se Hodnoceného 1éku bez
zbyte¢ného odkladu.

3.5 The Sponsor agrees to provide the Principal

Investigator with new information regarding
the safety of the Study Drug without undue
delay through CRO.

3.6.

Zadavatel se zavazuje, prostfednictvim
CRO, poskytnout vybaveni Smluvnim
partnerim pro ucely jeho vyhradniho
pouziti ve Studii. V pfipadé zaphjéeni
jakéhokoli  vybaveni bude uzaviena
separatni smlouva o vypujcce.

3.6

Sponsor agrees to provide the Contracting
Partners with equipment, through CRO, for
the purposes of its exclusive use in the Study.
In case some equipment is provided, separate
loan agreement will be concluded.

Cl. 4 — Odména

Article 4 — Remuneration

4.1.

Zadavatel se zavazuje zaplatit Smluvnim
partnerim, prostfednictvim CRO, za fadné
provedené Cinnosti na zaklad¢ této Smlouvy
véetné pievodu prav dle ¢l. 5 odménu ve
vysi, zpisobem a za podminek sjednanych
stranami dale v tomto ¢lanku Smlouvy a
priloze ¢. 1, pfiCemZz smluvni strany
prohlasuji, ze predpokladana vySe odmény
¢ini 3.183.368,- K¢&. Jedinym pfijemcem
veSkerych Castek dle této Smlouvy bude

4.1

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5, the Sponsor agrees to
provide the Contracting Partners with
remuneration, through CRO, in the amount,
by means and under the terms agreed by the
Parties below herein and in Appendix 1,
whereas the Parties hereto represent that the
anticipated remuneration amount is CZK
3.183.368,-. The Center shall be the only

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party)
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Centrum, které se =zavazuje vyplatit
pfislusnou  ¢ast odmény  Hlavnimu
Zkousejicimu a Clentim studijniho tymu
vsouladu se svymiinternimi piedpisy.
Zadavatel/CRO prohlasuje, ze neuzaviel a
neuzavie se zaméstnanci Centra Zadnou
separatni dohodu na odménu, jejimz
pfedmétem by bylo poskytnuti plnéni
v souvislosti se Studii.

recipient of all payments hereunder and
agrees to pay a relevant part of the
remuneration to the Principal Investigator
and Study Team Members pursuant to its
internal rules. The Sponsor/CRO represents
and warrants that it did not and will not
conclude any separate agreement about the
remuneration for performance of the Study
with any employee of the Center.

4.2.

Smluvni partnefi nemaji narok na zadnou
jinou odménu ¢i nahradu kromé téch, které
jsou uvedeny v této Smlouvé nebo priloze ¢.
1 nebo jinych smlouvach uzavienych se
Zadavatelem/CRO, ledaze je piedem
pisemné schvali Zadavatel.

4.2

The Contracting Partners are not entitled to
any remuneration or reimbursement other
than that set forth in this Agreement and its
Appendix 1 or other agreements concluded
with the Sponsor/CRO, unless approved in
advance by the Sponsor in writing.

4.3.

Smluvni partnefi si jsou védomi, ze
Zadavatel/CRO muze zvefejnit na webové
strince ~ www.transparentnispoluprace.cz
vlastnéné a  provozované  Asociaci
inovativniho  farmaceutického primyslu
platby a jina plnéni tykajici se vyzkumu a
vyvoje, tj. (1) platby provedené ze strany
Zadavatele/CRO na zaklad¢ této Smlouvy a
(2) veskeré vydaje na ubytovani, souvisejici
vydaje na pohos$téni a dopravu Smluvnich
partnert, které Zadavatel, prostfednictvim
CRO, uhradi na zaklad¢ této Smlouvy a (3)
veskeré kongresové registracni poplatky,
ucastnické  poplatky nebo  obdobné
poplatky, které Zadavatel, prostfednictvim
CRO, uhradi na zaklad¢ této Smlouvy, a to
anonymnim zpdsobem, tj. na agregované
urovni. Tyto informace mohou byt rovnéz
publikovany jako soucast této Smlouvy
vregistru smluv na zakladé zakona C¢.
340/2015 Sb., o Registru Smluv (dale jen
,»Zakon o registru smluv*). Bez ohledu na
vyse uvedené muze Zadavatel/CRO
zvetejnit  prevod  jakékoliv  hodnoty
poskytnuté v ramci této Smlouvy. Smluvni
strany se dohodly, Ze tato smlouva bude
zvetejnéna vyhradné v rozsahu a podobé
dohodnuté¢ mezi Zadavatelem/CRO a
Centrem. Zadavatel/CRO se zavazuje k
dodani redigované verze této Smlouvy pro
zvetejnéni jesté pred jejim podpisem.

43

The Contracting Partners understand that the
Sponsor/CRO may disclose on the website
www.transparentnispoluprace.cz owned and
operated by the Association of Innovative
Pharmaceutical Industry any payment and any
transfer of value relating to research and
development, i.e. (1) payments made by
Sponsor/CRO under this Agreement and (2)
any cost of accommodation, refreshments and
travel of the Contracting Partners, which
Sponsor, through CRO, covers under this
Agreement and (3) any congress registration
or participation fees or similar fees, which
Sponsor, through CRO, covers under this
Agreement, all this in an anonymized way, i.e.
on aggregated level. This information may
also be disclosed as a part of this Agreement
in the Agreements Register pursuant to Act
No. 340/2015 Coll., on the agreements register
(hereinafter referred to as the “Agreements
Register  Act”). Notwithstanding the
aforementioned, the Sponsor/CRO may also
disclose any transfer of value under this
Agreement. The Contracting Parties have
agreed that this Agreement shall be disclosed
exclusively in the scope and form agreed
between  Sponsor/CRO  and  Center.
Sponsor/CRO agrees to provide the redacted
version of the Agreement for publication
before signature of the Agreement.

Cl. 5 — Prava k vysledkim

Article 5 — Rights to Results

5.1.

Centrum a Hlavni zkousejici souhlasi s tim,
ze veSkeré vynalezy, objevy (at jsou
pfedmétem patentové ochrany ¢i nikoli),
inovace, navrhy, napady, zpravy nebo jina

5.1

Center and Principal Investigator agree any
inventions, discoveries (whether patentable or
not), innovations, suggestions, ideas, reports
or other intellectual property made or

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party)
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dusSevni vlastnictvi vytvofena nebo vyvinuta developed by Center or Principal Investigator

Centrem nebo Hlavnim zkousSejicim béhem during the Term of this Agreement during or
doby platnosti této Smlouvy nebo v as a result of any deliverables provided by the
dasledku jakychkoli vystupti poskytnutych Center, the Principal Investigator or CRO or
Centrem, Hlavnim zkousSejicim nebo CRO conducting the Study under this Agreement
nebo provadénim Studie podle této Smlouvy (collectively, the “Inventions”) shall be
(spolecné ,,Vynalezy*) budou neprodlené promptly disclosed to Sponsor and shall
sdéleny Zadavateli a stanou se vyhradnim become the sole and exclusive property of
vlastnictvim Zadavatele. Sponsor.

5.2. Vsechna zdravotnickd dokumentace a | 5.2 All medical records and original source

puvodni zdrojovd dokumentace zistane documents shall remain the property of the
majetkem Centra; nicméné, Zadavatel je Center; however, the Sponsor shall be
opravnén je pouzit v souladu s touto permitted to use them in accordance with this
Smlouvou a souhlasem subjektti hodnoceni. Agreement and based on the consent of trial
Zpftistupnéni vysledkt jakémukoli subjektu, subjects. Disclosure of Inventions to any
véetn¢ smluvni vyzkumné organizace ¢i subject, including a contracted research
etické komise anebo regulatorniho organu organization, ethics committee or regulatory
nebude povazovano za udéleni vlastnického authority, shall not be deemed as granting the
prava k témto informacim témto subjekttim. ownership of such information to these
entities.

Po ukonceni Studie budou vSechny takové Upon termination of the Study, all such
materialy, informace a data nachazejici se v materials, information, and data in Center’s /
Centru/u Hlavniho zkousejiciho, s vyjimkou Principal Investigator’s custody, except as
ptipadd, kdy je vyzadovana archivace podle required for archiving under ICH GCP and
ICH GCP a pfislusnych narodnich a applicable national and local regulations, shall
mistnich pfedpisti, neprodlen¢ doruceny be promptly delivered to CRO.

CRO.

5.3. Vrozsahu, vjakém prava duSevniho | 5.3 To the extent intellectual property rights to
vlastnictvi k vysledkiim nejsou Inventions are legally not assignable, the
prevoditelna, udéluji timto Smluvni partnefi Sponsor is hereby granted by the Contracting
Zadavateli ~ vyhradni,  neodvolatelnou Partners an exclusive, worldwide, sub-
v mist¢ a ¢ase neomezenou licenci s pravem licensable, time-unlimited and irrevocable
udélovat podlicence a to ke vSem zpiisobtiim license for unlimited use of these results. The
uziti téchto vysledki. Odména za tuto royalty fee for this license is already included
licenci je jiz zahrnuta v odméné Smluvnich in the remuneration of the Contracting
partner dle ¢l. 4. Centrum se zavazuje Partners under Article 4. The Center shall
vyvinout maximalni usili k tomu, aby make maximum efforts so that the actual
skute¢ni vlastnici téchto prav duSevniho owners of the intellectual property rights, i.e.
vlastnictvi, tzn. zaméstnanci Centra a/nebo employees of the Center and/or involved third
zaCastnéné ftreti strany, umoznili Centru parties, would allow the Center to grant the
udélit vySe uvedenou licenci Zadavateli. aforementioned license to the Sponsor.

Zadavatel neni povinen licenci vyuZit.

54 Pro odstranéni pochybnosti plati, Ze | 5.4 To eliminate any doubts, an invention that is

vynalezy, které jsou vylepSenimi, nebo an improvement, a new use or a new drug form
novym pouzitim ¢i novymi lékovymi of the Study Drug shall be the sole property of
formami Hodnoceného 1éku jsou vyluénym the Sponsor.

vlastnictvim Zadavatele.

5.5 Smluvni partnefi se zavazuji zajistit, ze | 5.5 The Contracting Partners agree to ensure that

veskeré Vynalezy, u¢inéné Cleny studijniho all Inventions made by Study Team Members

tymu nebo jinymi stranami zahrnutymi or other parties included in the Study by the

Smluvnimi partnery do provadéni Studie, Contracting Partners shall be reported to the
CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party) Page 16 of 43
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budou bezodkladné oznameny Zadavateli. Sponsor without undue delay.

5.6  Zadavatel anebo kterakoli s nim Propojena | 5.6 The Sponsor or any of its Affiliates shall have

osoba jsou opravnéni podat pfihlasku the right to file a patent application for such
patentu pro tyto Vynalezy svym vlastnim Inventions under its own name or under the
jménem anebo jménem urcené tieti strany, name of a designated third party and at its own
na vlastni naklady, suvedenim jména expense, with the inventor(s) named in the
vynalezce(-it) v ptihlaSce patentu. Smluvni patent application. The Contracting Partners
partnefi se zavazuji podepsat a zajistit, aby agree to sign and to have Study Team
Clenové studijniho tymu a dal3i subjekty Members and other parties involved in the
zahrnuté Smluvnimi partnery do provadéni Study by the Contracting Parties sign all
Studie podepsali vesSkeré dokumenty a documents and give such testimony as the
poskytli takova svédectvi, jaké Zadavatel Sponsor deems necessary for filing a patent
uzna za nezbytné pro ucely podani piihlasky application and for obtaining a patent in order
patentu a ziskani patentu za G¢elem ochrany to protect its intellectual property interests
opravnénych zajmu Zadavatele arising from the Study.

k dusevnimu vlastnictvi, které vzniknou ze

Studie.

5.7 Zadavatel a jeho Propojené osoby smi | 5.7 The Sponsor and its Affiliates may utilize,

uZzivat, rozmnoZovat a prevadeét reproduce  and  transform  anonymized
anonymizované radiologické/diagnostické radiological/diagnostic images made in the
snimky  pofizené v prubéhu  Studie course of the Study, in compliance with the
v souladu s ustanovenimi informovaného provisions of the informed consent and to the
souhlasu a v rozsahu tam stanoveném, pro extent specified in the informed consent, for any
veskeré ucely, védecké a/nebo komercni, scientific and/or commercial purposes, in any
v jakékoli formé a jakymikoli zpisoby, form and by any means, -electronic or
elektronickymi nebo mechanickymi, vCetné mechanical, including making photocopies,
pofizovani  fotokopii,  elektronickych electronic recordings (e.g. on CD-ROM),
zaznamu (napt. na CD-ROM), mikro-kopii, micro-copies, or by any data storage and
nebo prostrednictvim systémil uchovavani a retrieval systems, including data banks and the
obnovovani dat, vcetn¢ databank a Internet. The Contracting Partners hereby grant
internetu. Za timto G¢elem udéluji Smluvni to the Sponsor an exclusive, worldwide and
partnefi Zadavateli vyhradni, mistem irrevocable license, with the right to grant a
neomezenou a neodvolatelnou licenci, sublicense to the Sponsor’s Affiliates, for the
véetné  prava  udélovat  podlicence use of aforementioned images. The royalty fee
Propojenym osobam Zadavatele, k uzivani for this license is already included in the
vySe uvedenych snimkii. Odména za tuto remuneration of the Contracting Partners under
licenci je jiz zahrnuta v odméné Smluvnich Article 4. In the case that the Center or the
partnerd dle ¢l. 4. Nejsou-li Centrum anebo Principal Investigator is not the owner of these
Hlavni zkouSejici vlastniky prav k témto rights to such images, the Center and/or the
snimklim,  Centrum  a/nebo  Hlavni Principal Investigator agree to ensure that the
zkousejici se zavazuji zajistit, aby skuteény actual owner of these rights, i.e. Study Team
vlastnik t&chto prav, tzn. Clenové studijniho Members and/or third parties involved in the
tymu a/nebo tfeti osoby zahrnut¢ do Study, would allow the Contracting Partners to
provadéni Studie, umoznili Smluvnim grant the aforementioned license to the Sponsor.
stranam ud¢lit vySe uvedenou licenci The Contracting Partners confirm that all such
Zadavateli. Smluvni partnefi potvrzuji, Ze images shall be obtained with trial
veskeré takové snimky budou ziskané se subjects‘consent that shall be submitted to the
souhlasem subjektu hodnoceni, ktery Center by the Sponsor and that the images shall
Centru pfedd Zadavatel a ze nebudou not contain any information, through which the
obsahovat Zzadné informace, jejichz relevant trial subject could be identified.

prostiednictvim by mohl byt identifikovan
konkrétni subjekt hodnoceni.

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party) Page 17 of 43
Approved for signature_PT/10Apr25



5.8 Zadavatel udéluje Smluvnim partnerim | 5.8 The Sponsor provides the Contracting Partners

nevyhradni licenci k vysledkiim with a non-exclusive license to results created
vytvofenym v Centru  pro interni at the Center for internal non-commercial
nekomercni vyzkumné a vzdélavaci ucely research and educational purposes, subject to
pii  dodrzeni podminek zachovavani confidentiality and publication terms specified
diavérnosti a podminek pro publikovani, jez in this Agreement. Such license does not allow
jsou obsazeny v této Smlouvé. Tato licence for granting any sub-licenses.
neopraviiuje  k udélovani  jakychkoliv
podlicenci.

CL 6 — Zachovavani divérnosti Article 6 — Confidentiality

6.1. Smluvni partnefi se zavazuji zachazet se | 6.1 The Contracting Partners agree to treat as

vsemi informacemi oznacenymi jako strictly confidential all information marked as
,Divérné* a pfijatymi od Zadavatele nebo “Confidential” and received from or on behalf
jeho jménem anebo od Propojenych osob of the Sponsor or any of its Affiliates in
Zadavatele  vsouvislosti se  Studii, relation to the Study, the Study Drug, the
Hodnocenym Iékem, Protokolem nebo touto Protocol or this Agreement as well as results
Smlouvou a s vysledky (dale jen ,,Davérné (hereinafter referred to as “Confidential
informace®) pfisn¢ davérné. Smluvni Information”). The Contracting Parties agree
strany zaroven sjednavaji, Ze jsou povinny that they must also treat as strictly confidential
zachazet jako sdavérnymi 1 stémi any information that is not marked as
informacemi, které sice jako ,,Duverné“ “Confidential” but can be considered
nejsou  oznacCeny, ale mohou byt Confidential Information based on its nature
povaZovany za Duvérné informace, a to na or conditions under which it was provided or
zaklad¢ jejich povahy ¢i podminek, které se disclosed, including any data concerning the
vztahovaly  kjejich  poskytnuti  ¢i Study, information for internal use only or
zptistupnéni, véetné vSech udaju tykajicich information created based on the Study, for
se Studie, udaju pro vnitini potifebu, anebo example including the Protocol, the dataset for
informaci vytvofenych na zakladé Studie, a the investigator or preliminary results of the
to napiiklad vcetné¢ Protokolu, souboru Study. The Contracting Partners may use
informaci pro zkousejiciho ¢i pfedbéznych Confidential Information only for the purposes
Vysledkti Studie. Smluvni partnefi smi of performance of this Agreement and agree
pouzivat Duvérné informace pouze pro not to disclose such Confidential Information
ucely plnéni této Smlouvy a zavazuji se to any third party other than parties authorized
nezpfistupnit takové Duavérné informace by the Sponsor without the Sponsor’s prior
zadné tieti strané mimo stran povéfenych written consent. The Contracting  Parties
Zadavatelem bez ptfedchoziho pisemného agree to provide access to Confidential
souhlasu Zadavatele. Smluvni strany se Information only to persons that need to know
zavazuji umoznit pfistup k Davérnym Confidential Information for the purpose of
informacim pouze osobam, jez se s providing services based on this Agreement
Dlvérnymi informacemi maji potiebu and only if such persons were provably bound
seznamovat pro ucely poskytovani sluzeb na by the Contracting Parties to observe
zaklad¢ této Smlouvy a i to pouze tehdy, conditions that are at least as stringent as the
pokud tyto osoby byly Smluvnimi stranami conditions under this Article 6.

prokazatelné¢  zavdzany  k dodrZovani
podminek alespon tak ptisnych, jako jsou
podminky dle tohoto ¢l. 6.

6.2. Povinnost k zachovavani duve€rnosti se | 6.2 The confidentiality obligation shall not apply

nevztahuje na ty pfipady, kdy Smluvni as long as the Contracting Partners have the
partneti jsou opravnéni publikovat Divérné right to publish Confidential Information in
Informace v souladu s €l. 7. accordance with Article 7.

6.3. Pojem Duvérné informace, jak je pouzivan | 6.3 The term Confidential Information, as used in
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v této Smlouvé, se nevztahuje na data a this Agreement, does not apply to data and

informace, u nichZ mohou Smluvni partnefi information where the Contracting Partners
prokazat, ze (i) jimi Centrum nebo Hlavni can prove that such data and information (i)
zkousejici disponovali bez povinnosti were already in possession of the Center or the
mlcenlivosti vdobé, kdy jim byly Principal Investigator without the
zptistupnéné Zadavatelem nebo jeho confidentiality obligation at the time of their
Propojenymi osobami, anebo jménem disclosure to them by or on behalf of the
nékterych znich, (ii) jsou nebo se stanou Sponsor or any of its Affiliates, (ii) are or
soucasti vefejnych informaci jinak nez become a part of public information by means
jednanim ¢i opomenutim Centra nebo other than by an act or omission on the part of
Hlavniho zkouSejiciho, (iii) je Centrum the Center or the Principal Investigator, (iii)
nebo Hlavni zkous$ejici pravem nabyli od were legally acquired by the Center or the
treti strany, ktera neni vi¢i Zadavateli nebo Principal Investigator from a third party not
jeho Propojenym osobam vazana vyslovnou bound to the Sponsor or its Affiliates by an
nebo predpokladanou povinnosti explicit or implied confidentiality obligation
mlcenlivosti, nebo (iv) byly vytvofeny or (iv) were created independently by the
nezavisle  Centrem nebo  Hlavnim Center or the Principal Investigator without
zkousejicim bez odkazovani se na Dlvérné reference to Confidential Information or its
informace nebo jejich pouZiti. use.

6.4. Navic jsou Smluvni partnefi opravnéni | 6.4  Furthermore, the Contracting Partners may

zptistupnit Daveérné informace v takovém disclose Confidential Information to the extent
rozsahu, vjakém je takové zpristupnéni required by law or an enforceable court order,
vyzadovano pravnimi pfedpisy nebo provided, however, that the Contracting
vykonatelnym soudnim rozhodnutim, avSak Partners shall give the Sponsor reasonable
za podminky, Ze Smluvni partnefi o takové advance notice and shall cooperate with the
skutecnosti v pfiméfeném casovém Sponsor/CRO to seek a protective order or any
predstihu informuji Zadavatele/CRO a na other appropriate remedy upon the request of
jeho Zadost s nim budou spolupracovat ve the Sponsor. The Contracting Partners agree to
snaze dosahnout opatfeni za i¢elem ochrany make maximum reasonable efforts to ensure
nebo jiného pfiméfen¢ho  pravniho confidential treatment of any Confidential
prostfedku. Smluvni partnefi se zavazuji Information that shall be disclosed.

vyvinout vSechno piiméfené TUsili, aby
zabezpecili divérné zachazeni s kteroukoli
z Davérnych informaci,  jez bude
zptistupnéna.

6.5. Tyto povinnosti k zachovavani ml¢enlivosti | 6.5 This confidentiality obligation and the

a zakazu pouzivani Davérnych informaci prohibition to use Confidential Information as
dle této Smlouvy zdstanou v platnosti i po specified in this Agreement shall remain in
skonceni této Smlouvy. effect even after this Agreement is terminated.

6.6.Smluvni partnefi se zavazuji na Zzadost | 6.6 The Contracting Partners agree to liquidate and

Zadavatele/CRO  zlikvidovat a smazat delete any Confidential Information in their
Dutvéme informace, jimiz disponuji anebo je possession or to return it to the Sponsor upon
vratit Zadavateli. Centrum si ponecha 1 paré the request of the Sponsor/CRO. The site
Duvérnych informaci Zadavatele pro potieby keeps 1 set of Confidential information for
archivace. filing purposes.

6.7. Veskeré dohody existujici pfed uzavienim | 6.7 All pre-existing agreements regarding the

této Smlouvy a tykajici se zachovavani confidentiality obligation with regard to the
mlCenlivosti ve vztahu ke Studii, se Study shall be superseded by this Agreement
nahrazuji touto Smlouvou a pouze ve vztahu and only with regard to the Study.
ke Studii.
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6.8.Zadavatel/CRO se zavazuje zachovavat | 6.8 The Sponsor/CRO agrees not to disclose any
mlcenlivost o skuteCnostech, které Centrum fact that the Center designates as confidential.
oznaci jako skutecnosti diveérné.
Cl. 7 — Publikovéni a propagace Article 7 — Publication and Publicity
7.1 Zjisténi z této studie jsou vyhradnim | 7.1 The findings of this Study are the exclusive
vlastnictvim  Zadavatele a  nebudou property of Sponsor and shall not be
publikovana bez pifedchoziho pisemného published without prior written approval of
souhlasu Zadavatele. Material k vefejnému Sponsor. The material for  public
Sifeni bude pfedlozen Zadavateli ke kontrole dissemination will be submitted to the
a pripominkovani nejméné Sedesat (60) dni Sponsor for review and comment at least sixty
pied predlozenim k publikaci, prezentaci (60) days prior to submission for publication,
nebo jinému zpiisobu zpracovani, které by presentation, or any other ways which could
mohlo vést k odhaleni metod a vysledkt lead exposure of methods and results of the
Studie Study.

7.1.1 Pokud by podle vyhradniho tsudku |7.1.1 If in the Sponsor's sole judgment, publication
Zadavatele mohla publikace nebo or presentation at a given time would hinder
prezentace v urCité dobé branit Zadavateli the Sponsor's development of the Study Drug,
ve vyvoji Hodnoceného 1éku, Hlavni Principal Investigator shall modify the
zkouSejici  odpovidajicim  zplisobem publication or presentation schedules
Casové plany publikaci nebo prezentaci accordingly. All reasonable comments made
upravi. Hlavni zkouSejici zahrne do by Sponsor in relation to a proposed
publikace vSechny piiméfené pfipominky, publication by Principal Investigator will be
jez Zadavatel vznese v souvislosti incorporated by Principal Investigator into the
s publikaci, kterou Hlavni zkouSejici publication.
navrhuje.

7.1.2  Protoze Studie je soucasti [7.1.2 As the Study is part of multi-centered clinical
multicentrického klinického hodnoceni, trial, Principal Investigator shall not make any
Hlavni zkousejici neuskutecni pted prvni publication or presentation based on the
multicentrickou publikaci zadnou results obtained at Center before the first
publikaci ani prezentaci zaloZenou na multi-center publication.
vysledcich ziskanych v Centru.

7.1.3  Publikace nebo prezentace Centra nebo | 7.1.3 The publication or presentation by Center or
Hlavniho zkousejiciho bude odkazovat na Principal Investigator shall make reference to
prislusné multicentrické publikace. the relevant multi-center publication(s).

7.1.4 Zadavatel ma také pravo zvefejnit | 7.1.4 The Sponsor shall also have the right to
vysledky Studie. V ptipadé, ze Zadavatel publish the results of the Study. In the event
bude koordinovat multicentrickou the Sponsor coordinates a multi-center
publikaci, bude oucasti Hlavniho publication, the participation of Principal
zkousejiciho jakozto uvedeného autora Investigator as a named author shall be
rozhodnuto vsouladu se zasadami determined in accordance with the Sponsor’s
Zadavatele a obecné prijimanymi policy and generally accepted standards for
normami pro autorstvi. authorship.

7.1.5 Zadavatel ma pravo pouzivat, zminovat | 7.1.5 Sponsor shall have the right to use, refer to,
a sifit dotisky védeckych, lékatrskych and disseminate reprints of scientific, medical,
ajinych publikovanych ¢lank®, které and other published articles which disclose the
uvadéji jméno Centra a/nebo Hlavniho name of Institution and/or Principal
zkousejiciho v souladu s platnymi Investigator consistent with U.S. or other
americkymi  nebo  jinymi  pravnimi applicable copyright laws, provided such use
piedpisy o autorskych pravech, ato za does not constitute an endorsement of any
predpokladu, ze  takové  pouziti commercial product or service by Institution
nepiedstavuje  schvaleni  jakéhokoli or Principal Investigator.
komeréniho vyrobku nebo sluzby ze
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strany Centra nebo Hlavniho zkousejiciho.

7.2 Smluvni partneti se zavazuji zavazat | 7.2 The Contracting Partners agree to impose the

stejnymi povinnostmi a pozadavky na same obligations and requirements for
publikovani, které jsou stanoveny v ¢l. 7.1 publications as set forth in Article 7.1 on all
také vSechny Cleny studijniho tymu. Study Team Members.

7.3 Povinnosti stanové v¢l. 7.1 zistanou | 7.3 The obligations set forth in Article 7.1 shall

v platnosti dalSich patnact (15) let po remain in effect for another fifteen (15) years
pred¢asném ukonéeni nebo fadném uplynuti after early termination or expiration of this
této Smlouvy. Agreement.
C1. 8 — Odpovédnost a od$kodnéni Article 8 — Liability and Indemnity

8.1. Smluvni partneti se zavazuji | 8.1 The Contracting Partners agree to indemnify
Zadavateli/CRO nahradit Ujmu (vCetné the Sponsor/CRO for any damage (including
ujmy nemajetkové) vzniklou z divodu (i) non-pecuniary damage) incurred as a result of
nedbalostniho nebo umyslného (i) a negligent or willful illegal act or omission
protipravniho jednani ¢i opomenuti a/nebo and/or (ii) a breach of any obligations assumed
(i1) poruSeni kterékoli z povinnosti pfijatych under this Agreement by either of them or any
na zaklad¢ této Smlouvy kterymkoli z nich, Study Team Members or contractors used for
nebo kterymkoli z Clend studijniho tymu the purposes of fulfilment of this Agreement.

nebo smluvnich partnerd, jichZ pouziji pro
ucely plnéni této Smlouvy.

8.2. Zadavatel souhlasi stim, ze odSkodni | 8.2 Sponsor agrees to indemnify Center and

Centrum a Hlavniho zkouSejiciho v souladu Principal Investigator in accordance with the
s platnymi pravnimi predpisy, které upravuji applicable laws governing patient injury
nahradu Gjmy na pacientové zdravi. compensation.

8.3. Vznikne-li subjektu Studie v dusledku | 8.3 If the trial subject suffers property or non-

provadéni Studie v souladu s protokolem property damage as a result of participating the
majetkova nebo nemajetkova Gjma, a to Study in accordance with the Protocol,
zejména na zivot¢ nebo na zdravi, je particularly to life or health, Sponsor is
Zadavatel povinen ji nahradit v souladu s obliged to compensate it in accordance with
platnymi pravnimi piedpisy (dale spolecné: applicable legal regulations (collectively
,Narok (Naroky)“) , ovSem pouze pokud hereafter: “Claim(s)*), however, that Sponsor
Zadavatel nebude mit podle této Smlouvy shall have no duty under this Agreement with
zadnou povinnost, ktera se tyka jakéhokoli respect to any Claim to the extent it arises
Naroku v rozsahu, v némz vyplyva z: from:

8.3.1 hrubé nedbalosti nebo nezodpovédného | 8.3.1 the gross negligence of, or reckless or

¢i umyslného pochybeni ze strany Centra intentional misconduct by Center and
a Hlavniho zkousejiciho nebo kteréhokoli Principal Investigator or any of its or their
Z jejich zamgéstnanc, jakéhokoli employees, or from any material breach by
zavazného poruSeni podstatnych Center and Principal Investigator or any of
podminek této Smlouvy ze strany Centra its or their material terms or conditions
a Hlavniho zkousejiciho nebo kteréhokoli under this Agreement, including without
zjejich zaméstnancl, mimo jiné vcetné limitation, a significant departure from the
vyznamného odchyleni od Protokolu, Protocol, malpractice, and/or negligence of
zanedbani péle a/nebo  nedbalosti Principal Investigator or Center and
Hlavniho zkouSejiciho nebo Centra Principal Investigator’s failure to deal
aopomenuti  Hlavniho  zkousejiciho adequately with an adverse reaction; or

vov v

nalezité fesit nezadouci reakcei; nebo
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naroku a/mebo  zalobé v maximalnim
mozném rozsahu, jez spadaji nebo by mohly
spadat pod tato ustanoveni o nahrad¢ ujmy, a
to do patnacti (15) dni ode dne, kdy se o nich
doveédél, a soucasné umoznit
Zadavateli/CRO, aby schvaloval vsechny
ukony a obranu proti takovému naroku nebo
zalobé v€etné rozhodovani o jeho urovnani,
je-li tento postup v souladu s pravnimi
predpisy; a

8.3.2 skutecnosti, Ze Hodnoceny I¢k nema | 8.3.2 the failure of the Study Drug to have its
zamySleny ucinek nebo jakykoli jiny intended effect or to provide any other
prospéch pro subjekt hodnoceni; nebo benefit to the trial subject; or

8.3.3 spoluzavinéni z nedbalosti subjektu | 8.3.3  contributory negligence by the trial subject
hodnoceni

8.4 Smluvni partnefi se zavazuji pisemné | 8.4 The Contracting Partners agree to notify the

informovat Zadavatele/CRO o kazdém Sponsor/CRO in writing and as much as

possible about a Claim and/or lawsuit that falls
or could fall under these provisions on
indemnification within fifteen (15) days of
learning about such a Claim or lawsuit and to
allow the Sponsor/CRO to approve all acts and
defense against such a Claim or lawsuit,
including the right to decide on its settlement
if the approach is in accordance with the legal
regulations; and

anezbytné lécebné vylohy, které vznikly
Centru a které nejsou hrazeny platci tfetich
stran v souvislosti s lécbou vzniklé nebo
hrozici fyzické Gjmy subjektu hodnoceni, a
to:

(a) v reakci na Hodnoceny 1ék nebo
(b) zptisobené 1éCbou ¢i postupy pozadované
Protokolem, které by subjekt hodnoceni
neutrpél, pokud by se Studie neucastnil,
s vyjimkou pfipadt, kdy je pfi¢inou takové
fyzické ujmy:
(1) nedodrzeni ustanoveni  této
Smlouvy, Protokolu, pisemnych pokynt
Zadavatele tykajicich se Studie nebo
pravnich predpisti; nebo
(i1)) nedbalost ¢i zamémé pochybeni
ze strany Centra , Hlavniho
Zkousejiciho nebo jakéhokoli zjejich
prislusnych pracovnikd.

v souhladu s platnymi pravnimi predpisy

8.5 Smluvni partnefi jsou povinni spolupracovat | 8.5 The Contracting Partners must cooperate and
se Zadavatelem/CRO a jeho pravnimi require its employees/Study Team Members to
zastupci a pojistiteli pfi  obrané proti cooperate, with the Sponsor/CRO and its
takovému naroku nebo Zzalobé&, a zajistit attorneys and insurers in the defense of such a
takovou spolupréci také u Cleni studijniho claim or lawsuit; and
tymu; a

8.6 Smluvni partnefi nesmi uznat ani urovnat | 8.6 The Contracting Partners may not recognize or
zadny takovy narok nebo soudni fizeni bez settle any such claim or lawsuit without the
predchoziho pisemného souhlasu prior written consent of the Sponsor/CRO.
Zadavatele/CRO.

Zadavatel uhradi  Centru, pfiméfené Sponsor will reimburse the Center for

reasonable and necessary medical expenses
incurred by Center in connection with the
treatment of the physical harm or possible
physical harm of the trial subject, but not
covered by third party payers, related to:

(a) Reaction to Study Drug
(b) Caused by the treatment or procedures
required by Protocol, which trial subject would
not have suffered if he had not participated in
the Study, except when the cause of such
physical harm is:
(1) non-compliance with the terms of
this Agreement, the Protocol, the written
instructions from Sponsor regarding the
Study or legal regulations; or

(ii) negligence or willful misconduct of

the Center, the Principal Investigator or any
of their respective personnel.
(ii1)

in accordance with binding legal regulations

Cl. 9 — Poji§téni

Article 9 — Insurance

CT-P53 3.1_CZE_PI Hradilek_3-way CTAg (CRO party)
Approved for signature_PT/10Apr25

Page 22 of 43




9.1. Zadavatel odpovida za zajisténi pojisténi
pro ucely Studie v souladu s piislusnymi
pravnimi predpisy. Za timto ucelem
Zadavatel prohlaSuje, ze zajistil pojisténi
odpovédnosti  Zadavatele a Hlavniho
zkousejiciho za Skodu (vcetné nemajetkové
ujmy, vyjma nemajetkové ujmy zplisobené
poruSenim prav na ochranu osobnosti ¢i
jména, urazkou na cti, pomluvou, Sikanou,
obtéZovanim, nerovnym zachazenim ¢i
jinymi  zpasoby diskriminace), jehoz
prostfednictvim je zajisténo i odskodnéni v
pfipad¢ smrti subjektu hodnoceni nebo v
pripadé Gjmy vzniklé na zdravi subjektu
hodnoceni v dusledku provadéni Studie
v souladu s § 58 odst. 2 zakona ¢. 378/2007
zakona o léCivech. Pro vylouceni
pochybnosti Zadavatel a Smluvni partnefi
prohlasuji, Ze pojisténi podle tohoto
odstavce nenahrazuje pojisténi vztahujici se
k aktivitam, které nesouvisi se Studii, napf.
b&zné poskytovani zdravotnich sluzeb.

9.1 The Sponsor shall be responsible for taking
out insurance for the purposes of the Study in
compliance with applicable legal regulations.
For these purposes, the Sponsor represents and
warrants that it took out insurance of liability
of the Sponsor and the Principal Investigator
for damage (including the non-pecuniary
damage, with the exception of non-pecuniary
damage caused by violation of personality or
name protection rights, by defamation,
slander, bullying, harassment, unequal
treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Study
performance pursuant to par 58 prov. 2 of Act
378/2007. In order to eliminate any doubts, the
Sponsor and the Contracting Partners
represent and warrant that this insurance does
not replace insurance covering activities
which are not related to the Study, e.g. a
regular provision of medical services.

C1. 10 Ochrana udaji

10. Data Protection

10.1 Definice

»Zakony na ochranu osobnich udaja‘“ znamenaji
vSechny platné zakony, predpisy a regulacni
pozadavky a nafizeni souvisejici s ochranou
osobnich udaji a soukromi obecn¢ vcetné: (a)
obecného nafizeni o ochrané¢ osobnich udaju
2016/679 (dale jen ,,NarFizeni®); (b) kteréhokoliv
pravniho ptedpisu zajistujiciho provedeni tohoto
Natizeni nebo souvisejici pravni piedpisy
kteréhokoli ~ ¢lenského  statu  Evropského
Hospodatského Prostoru; nebo (c) jakéhokoliv
jintho zakona vramci kterékoliv  soudni
pravomoci, at’ jiz platného v soucasnosti nebo

v budoucnu, postihujici zpracovani osobnich
udajt kterékoliv strany této smlouvy.
,Osobni udaje“, ,Zpracovani“, ,Spravce®,

wZpracovatel“, | Posouzeni vlivu na ochranu
osobnich udaji“, ,,Zaznamy o c¢innostech
zpracovani“ a ,,Subjekt udaju“ maji stejny
vyznam jako v Natizeni a zahrnuji také podminky
nebo odpovidajici podminky jak jsou definovany
jinymi zakony na ochranu osobnich tdajt. Osobni
udaje zahrnuji kodované udaje a snimky pacientd.

10.1 Definitions

“Data Protection and Privacy Laws” mean all
applicable laws, regulations, and regulatory
requirements and guidance relating to data
protection and privacy globally, including (a) the
General Data Protection Regulation 2016/679
(“Regulation”); (b) any legislation transposing the
Regulation or related legislation of any member
state of the European Economic Area; or (¢) any
other law now in force or that may in future come
into force, in any relevant jurisdiction, governing
the Processing of Personal Data applicable to any
party to this Agreement.

“Personal Data”, “Process/Processing”,
“Controller”, “Processor” “Data Protection
Impact Assessment”, “Record of Processing
Activities” and “Data Subject” shall have the same
meaning as in the Regulation and shall also include
these terms, or corresponding terms, as defined
under any other Data Protection and Privacy Laws.
Personal Data shall include patient-level key-coded
data and images.
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10.2 Soulad

Smluvni strany se vzajemné zavazuji, ze budou
nakladat s osobnimi udaji v souladu se vSemi
zakony na ochranu osobnich tdajt a s pokyny pro
spravnou klinickou praxi Mezinarodni konference
o harmonizaci (ICH-GCP).

10.2 _Compliance

The Parties warrant to each other that they will
Process Personal Data in compliance with all Data
Protection and Privacy Laws, and in compliance
with the International Conference on Harmonization
Guideline for Good Clinical Practice (ICH-GCP).

10.3 Role a odpovédnosti stran podle Nafizeni

Centrum a Zadavatel jsou povazovani za nezavislé
Spravce; Centrum je povazovano za Spravce ve
vztahu k tCelu poskytovani zdravotni péce
subjektim podle zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach.

Zadavatel je povazovan za Spravce ve vztahu k
ucelu provadeéni Studie. CRO je povazovana za
Zpracovatele  vykonavajici  zpracovani  pro
Zadavatele.

Uplatnéni prav na ochranu udaji:

Vzhledem k tomu, ze pouze Centrum bude mit
pristup k identité¢ subjektl hodnoceni, zajisti
dodrzovani povinnosti vyplyvajicich z Nafizeni,
pokud jde o vykon prav na ochranu tidaji Subjektii
udaji. Subjekty hodnoceni by se meély snazit
uplatnit sva prédva tim, ze nejprve kontaktuji
Hlavniho  zkouSejictho a  prostfednictvim
Povéience pro ochranu osobnich udaji (,,Data
Protection Officer, DPO“) jmenovaného
Centrem podle ¢lanku 37 Natizeni. V pripad¢, kdy
Hlavni zkousejici ani DPO Centra nemtize dotaz
zodpovédet, Hlavni zkouSejici se miize obratit na
Zadavatele jménem subjektu hodnoceni, aby
zachoval divérnost jeho identity, jak je
predepsano ICH-GCP. Strany se dohodly, Zze
budou spolupracovat, aby v mozném rozsahu
vyhovély pozadavku subjektu hodnoceni.

Kategorie Subjektt udaji, jejich osobni tdaje

budou predavany:

- Subjekty klinického hodnoceni

- Zkousejici klinického hodnoceni a Clenové
tymu

- Dodavatelé a poradci

Kategorie pfedavanych osobnich udaji:

Predavani osobnich udaju se tykaji nasledujicich
kategorii udajt:

- Udaje o zdravotnim stavu pacienta a vzorky tkani
a/nebo krve (zakddované s ID subjektu) (véetné
udajt o farmakovigilanci)

- Obchodni kontaktni udaje zkouSejicich na

10.3 Roles and Responsibilities of the parties
under the Regulation

The Center and the Sponsor are independent
Controllers; the Center is Controller in respect to the
purpose of providing medical care to subjects in
accordance with Act 372/2011 Coll. On Medical
Services.

Sponsor is Controller in respect to the purpose of
conducting the Study. CRO is a Processor to the
Sponsor.

Exercising data protection rights:

Because Center will solely have access to the
identity of trial subjects, it shall ensure compliance
with the obligations under the Regulation as regards
the exercising of the data protection rights of Data
subjects. Trial subjects should seek to exercise their
rights by first contacting the Principal Investigator
and through the Data Protection Officer (“DPQ”)
that is be appointed by the Institution under Article
37 of the Regulation. When the query cannot be
addressed by the Principal Investigator nor by the
Institution DPO, the Principal Investigator can
approach the Sponsor on behalf of the trial subject,
so as to maintain confidentiality of their identity as
prescribed by the ICH-GCP. The parties agree to
cooperate in order to satisfy, to the extent possible,
the request made by the trial subject.

Categories of data subjects whose personal data is
transferred

- Clinical trial participants

- Clinical investigators and site staff

- Vendor staff and consultants

Categories of personal data transferred

The personal data transferred concern the following
categories of data:

- Patient health data and tissue and/or blood samples
(encoded  with  subject ID)  (including
pharmacovigilance data)

- Business contact information of clinical site
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klinickém pracovisti a delegovaného personalu
(jméno a pfijmeni, adresa, telefon, fax, e-mail a
prislusné informace obsazené v Zivotopisech na
podporu regulacnich podani)

- Obchodni kontaktni udaje dodavateli a
konzultantl vyvozce dat (jméno a piijmeni, adresa,
telefon, fax a e-mail na podporu regulacnich
podani)

Povaha zpracovani

Predavani Osobnich udajii se provadi za ucelem
splnéni jejich regulacnich povinnosti tykajicich se
podavani zprav a zajisténi vysokych standardt
kvality a bezpeCnosti zdravotni péce a lécivych
pripravki; a ptipadné pro jiné ucely pozadované
nebo povolené zakonem nebo s nimiz souhlasi
subjekty udaju.

Ugel (Ggely) pienosu dat a daliho zpracovani:
Védecka spoluprace

Osobni tdaje budou uchovavany po dobu nezbytné
nutnou ke splnéni uceld, pro které byly udaje
shromazdény a piedany, vcetné regulacnich a
pravnich povinnosti, pozadavkl na
farmakovigilanci, védeckého vyzkumu a ucely
archivace ve vefejném zajmu. Pokud konkrétni
doby uchovavani nejsou zdkonem nafizeny,
vyvozce a dovozce udaji ur¢i dobu uchovavani na
zaklad¢ nasledujicich kritérii:

- Doba trvani klinického hodnoceni nebo studie

- Platné regulaéni pozadavky v jurisdikci
(jurisdikcich) vyvozce a dovozce udaji

- Zakonné promlceci lhity pro piipadné pravni
naroky

- Staly védecky nebo bezpecnostni vyznam tdajt

Predmét: Podpirné sluzby souvisejici s
provadénim klinickych studii, vetné spravy dat,
farmakovigilance, statistické analyzy, regulacnich
podani a monitorovani.

Povaha zpracovani: Shromazd’ovani,
uchovavani, piistup, prenos, pseudonymizace,
analyza a hlaSeni osobnich idaji souvisejicich s
provadénim klinickych hodnoceni a dodrzovanim
platnych zakont a predpisti.

Doba zpracovani: Zpracovani bude pokracovat
po dobu trvani prislusného klinického hodnoceni a
naslednych povinnosti po skonceni hodnoceni,
vCetné archivace udaji, regulacnich inspekci a
monitorovani farmakovigilance, a bude v souladu
s platnymi poZadavky na uchovavani tdaju.

Poskytovani informaci subjektu hodnoceni:

investigators and site staff delegates (first and last
name, address, phone, fax, email and relevant
information contained in CVs in support of
regulatory submissions)

- Business contact information of data exporter’s
vendors and consultants (first and last name,
address, phone, fax and email in support of
regulatory submissions)

Nature of the processing

The transfer of Personal Data is made to comply
with its reporting regulatory obligations and to
ensure high standards of quality and safety of health
care and of medicinal products; and, if applicable,
for other purposes required or allowed by law or
consented to by the data subjects.

Purpose(s) of the data transfer and further
processing: Scientific Collaboration

Personal data will be retained for as long as
necessary to fulfill the purposes for which the data
was collected and transferred, including regulatory
and legal  obligations, pharmacovigilance
requirements, scientific research, and archiving
purposes in the public interest.
Where specific retention periods are not legally
mandated, the data exporter and importer will
determine the retention period based on the
following criteria:
- The duration of the clinical trial or study
- Applicable regulatory requirements in the
jurisdiction(s) of the data exporter and importer
- Statutory limitation periods for potential legal
claims

- Ongoing scientific or safety relevance of the data

Subject matter: Support services related to the
conduct of clinical trials, including data
management, pharmacovigilance, statistical
analysis, regulatory submissions, and monitoring.
Nature of the processing: Collection, storage,
access, transfer, pseudonymization, analysis, and
reporting of personal data related to clinical trial
operations and compliance with applicable laws and
regulations.

Duration of the processing: The processing will
continue for the duration of the relevant clinical trial
and subsequent post-trial obligations, including data
archiving, regulatory inspections, and
pharmacovigilance monitoring, and will comply
with applicable data retention requirements.

Provision of information to trial subject:
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Zadavatel zahrne informace, které musi byt
poskytnuty subjektu hodnoceni, jak vyzaduje
¢lanek 13 Nafizeni, do formulait informovaného
souhlasu  subjektu  hodnoceni. Centrum
prostfednictvim Hlavniho zkouSejiciho nebo
povéfené osoby ziska nezbytné informované
souhlasy od subjektl hodnoceni, aby byla zajisténa
zakonnost zpracovani udaju.

Oznameni bezpecnostnich incidentiiu

Centrum je odpovédné za vySetfeni a napravu
jakéhokoli skutecného nebo ptredpokladaného
bezpec¢nostniho incidentu, ktery zahrnuje nebo o
kterém se Centrum divodné domniva, ze zahrnuje
neopravnény piistup, pouziti, zvefejnéni, ztratu,
zni¢eni nebo zménu osobnich udaji a divérnych
informaci (“Bezpe€nostni incident"), ke kterému
dosSlo v souvislosti s cinnostmi provadénymi
Centrem a ovliviiujici bud systémy, vcetné
pisemnynych  vlastnénych  Centrem  nebo
pouzivanych Centrem a poskytnuté Zadavatelem
nebo tfetimi stranami pro ucely provadéni Studie.

Centrum  okamzit¢ informuje  Zadavatele
prostfednictvim CRO o jakémkoli bezpe¢nostnim
incidentu. Takové oznameni bude zaslano e-
mailem na adresu [l bude shrnovat
piiméfené podrobné¢ dopad Bezpe¢nostniho
incidentu na Zadavatele a CRO (a jeho pridruzené
spolecnosti) a napravna opatfeni, kterd ma
Centrum pfijmout.

Pokud to vyzaduji zdkony o ochrané¢ udaji a
soukromi, Centrum ohlasi bezpe¢nostni incidenty
ovlivitujici  systémy ve vlastnictvi Centra
dotéenym  jednotliveim a prislusnému
dozorujicimu uradu.

Zadavatel je odpovédny za vySetfeni a napravu
jakéhokoli  skutecného  nebo  domnélého
Bezpecnostniho incidentu, ktery zahrnuje nebo o
kterém se Zadavatel divodné domniva, Ze
ovlivituje bud’ systémy vlastnéné¢ Zadavatelem
nebo poskytované tretimi stranami na zaklads
smluv uzavienych Zadavatelem za uUcelem
provedeni Studie.

Zadavatel, pokud to vyzaduji zdkony na ochranu
udaji a soukromi, nahlasi Bezpec¢nostni incidenty
ovlivitujici ~ systémy  vlastnéné Zadavatelem
dotéenym jednotlivelim prostiednictvim Hlavniho
zkousejiciho nebo DPO Centra a prisluSnému
dozorujicimu uradu.

Sponsor shall include the information that must be
provided to trial subjects as required by Article 13
of the Regulation in subject informed consent forms.
Center via the Principal Investigator or delegate,
shall gain necessary informed consents from trial
subjects to ensure the lawfulness of data Processing.

Notification of Security Incidents

Center shall be responsible for investigating and
remediating any actual or suspected Security
Incident that involves, or which Center reasonably
believes involves, the unauthorized access, use,
disclosure, loss, destruction, or alteration of
Personal Data and Confidential Information
(“Security Incident”) that has occurred in the
context of activities carried out by the Center and
affecting either systems, including paper based,
owned by the Center or used by Center and provided
by Sponsor or third parties for the purposes of
conducting the Study.

Center shall notify Sponsor via CRO immediately
of any Security Incident. Such notice shall be sent
by email to and shall summarize in
reasonable detail the impact on Sponsor and CRO
(and its Affiliates) of the Security Incident and the
corrective action to be taken by Center.

Center shall, where required by Data Protection and
Privacy Laws, report Security Incidents affecting
systems owned by the Center to the affected
individuals and to the competent supervisory
authority.

Sponsor shall be responsible for investigating and
remediating any actual or suspected Security
Incident affecting either systems owned by the
Sponsor or provided by third parties contracted by
the Sponsor for the purposes of conducting the
Study.

Sponsor shall, where required by Data Protection
and Privacy Laws, report Security Incidents
affecting systems owned by the Sponsor to the
affected individuals, via the Principal Investigator
or the Center DPO, and to the competent
supervisory authority.

Responding to communication related to data
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Odpovéd’ na komunikaci tykajici se ochrany
udaju:

Centrum neprodlené pisemné uvédomi Zadavatele
prostfednictvim CRO na e-mailové adrese
B ookud obdrzi jakoukoli komunikaci
tykajici se ochrany udaji od subjektu hodnoceni
(v€etné pozadavkll na seznameni se s obsahem
stiznosti), dozorujiciho Ufadu nebo jiného
regulac¢niho organu a poskytne Zadavateli a CRO
plnou soucinnost a pomoc ve vztahu k jakékoli
takové komunikaci, a to bez dodate¢nych nakladu
pro CRO nebo Zadavatele.

V ptipadé stiznosti na to, jak Centrum
zpracovavalo osobni udaje subjektu hodnoceni,
bude takova stiznost spravovana Centrem a
Centrum bude Zadavatele prub¢ézné informovat az
do uzavieni zalezitosti.

Zodpovédnost a vedeni zaznamii:

Centrum a Zadavatel, kazdy a nezavisle na sob¢,
provedou své vlastni Posouzeni vlivu na ochranu
osobnich udaji a budou udrzovat zdznamy o
¢innostech zpracovani, jak to vyzaduji zakony o
ochran¢ udajii a soukromi.

Zveiejnéni obsahu ujednani
Subjektiim udaju:

Zpracovateli

Centrum prostfednictvim Hlavniho zkouSejiciho
nebo DPO Centra na pozadani zpfistupni
subjektim hodnoceni obsah ujednani podle tohoto
oddilu 10.3, a pfipadné je odkaze na formular
informovaného souhlasu.

protection:

Center shall promptly notify the Sponsor in writing,
via. CRO at | if they receive any
communication with regards to data protection
relating to the services from a trial subject
(including requests to know the content of the joint
Controllership arrangements or complaints), a
supervisory authority or other regulatory authority
and provide Sponsor and CRO with full cooperation
and assistance in relation to any such
communication, at no additional cost to CRO or
Sponsor.

In case of a complaint on how the Center Processed
the trial subject Personal Data, such complaint will
be managed by the Center and Center will keep the
Sponsor updated until the conclusion of the matter.

Accountability and record keeping:

Center and Sponsor shall, each and independently
one from the other, carry out their own Data
Protection impact assessment and maintain record
of processing activities as required by Data
Protection and Privacy Laws.

Disclosing content of
arrangements to Study subjects:

Controllership

Center, via the Principal Investigator or the Center
DPO shall, upon request, make available the content
of arrangements under this Section 10.3, to trial
subjects, also by referring to them to the informed
consent form where applicable.

104 Bezpecénost informaci

Vsechny smluvni strany zavedou fadna technicka
a organizacni opatieni k ochrané osobnich udajt a
davérnych informaci, jak je pozadovano ICH-GCP
a zadkony na ochranu osobnich udaju. Smluvni
strany zajisti, aby se osoby opravnéné zpracovavat
osobni udaje ptedem zavazaly mlcenlivosti, pokud
se na né tato povinnost nevztahuje jiz ze zakona.
Zejména pak bude Centrum uplatiiovat pfisnou
kontrolu  azajisti, Zze pavodni lékatska
dokumentace subjektil udaji bude zabezpecena
viéi neopravnénému piistupu a nahodné ztraté.
Zadavatel a/nebo PPD mohou mit k piivodnim
l¢kafskym  zdznamim pfistup za Ucelem
monitorovani a budou stémito dokumenty
zachazet jako s ptisné davérnymi.

10.4 Information Security

All Parties shall implement appropriate technical
and organisational measures to protect the Personal
Data and Confidential Information as required by
ICH-GCP and Data Protection and Privacy Laws.
The Parties shall ensure that persons authorized to
Process Personal Data have committed themselves
to confidentiality or are under an appropriate
statutory obligation of confidentiality. Center shall
in particular apply strict controls to ensure Study
subjects’ original medical documents are secured
from unauthorized access and accidental loss.
Sponsor and/or CRO may access original medical
records to perform monitoring activities and shall
handle such documents in the strictest confidence.
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10.5 Prevody udaju

Centrum bude nakladat nebo jinak pfevadét osobni
udaje mimo Evropsky hospodaisky prostor (staty
Evropské Unie plus Norsko, Island a
Lichtenstejnsko) pouze tak, jak je uvedeno v této
Smlouvé ¢i v Protokolu studie. Pfitom Centrum
odpovida za soulad s pozadavky kapitoly V
Natizeni.

10.5 Data Transfers

Center shall only Process or otherwise transfer
Personal Data outside the European Economic Area
(member states of the European Union plus,
Norway, Iceland & Liechtenstein) as set out in this
Agreement or the Protocol. In doing so, Center shall
be responsible for compliance with the requirements
of Chapter V of the Regulation.

10.6 Dusledky vyprSeni nebo ukonéeni

Povinnosti obsazené vtomto Clanku pfetrvaji
ukonceni nebo vyprseni této Smlouvy.

10.6 Consequences of Expiry or Termination.

The obligations contained in this Section shall
survive the termination or expiry of this Agreement.

10.7  Soulad s Obecnym nafizenim o ochrané

10.7 GDPR Compliance

osobnich udajii (GDPR)

Zadavatel je dale v souladu s nafizenim EU ¢.
536/2014 o klinickych hodnocenich (dale jen
»Nafizeni o klinickych hodnocenich®) povinen
pouzivat  Informacni  systémy  klinickych
hodnoceni (CTIS) k predkladani a sprave
informaci tykajicich se klinickych hodnoceni
provadénych v EU. Kvilli transparentnosti, jak ji
vyzaduje Nafizeni o klinickych hodnocenich,
mize byt Zadavatel povinen prostiednictvim CTIS
zptistupnit Osobni udaje (jak je tento termin
definovan v GDPR EU), ale vzdy v souladu s
Natizenim o klinickych hodnocenich a GDPR.
Osobni udaje, které mohou byt zpfistupnény,
zahrnuji mimo jiné osobni udaje Hlavniho
zkousejiciho a osobni udaje Pacientd ve Studii
(pseudonymizované/anonymizované udaje). CRO
zajisti, aby Smlouva o klinickém hodnoceni
povolovala zpfistupnéni téchto Osobnich udaji
prostiednictvim CTIS, jak to vyzaduje Nafizeni o
klinickych hodnocenich, ale vzdy v souladu s
GDPR.

Furthermore, in line with the Clinical Trials
Regulation (EU) No. 536/2014 (the “Clinical Trial
Regulation™), Sponsor is required to use the Clinical
Trial Information Systems (CTIS) to submit and
manage information related to clinical trials
conducted within the EU. For transparency reasons
as mandated by the Clinical Trial Regulation,
Sponsor may be required to disclose Personal Data
(as such term is defined in the EU GDPR regulation)
through the CTIS but always in compliance with
Clinical Trial Regulation and GDPR. The Personal
Data that may be disclosed include, but are not
necessarily limited to, Principal Investigator
personal data and personal data of Study Patients
(pseudonymized / anonymized data). CRO shall
ensure that the CTA shall allow for disclosure of
such Personal Data through the CTIS as required by
the Clinical Trial Regulation but always in
compliance with EU GDPR.
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CL 11 — Trvani Smlouvy

Article 11 — Term of the Agreement

Smlouvu podanim pisemné vypovédi Centru
a Hlavnimu zkousejicimu s vypoveédni lhiitou
tiicet (30) dni bez udani divodu abez
odpovédnosti nebo okamzit¢ podanim
pisemného oznameni Centru a Hlavnimu
zkousejicimu bez odpovédnosti v ptipadé, Ze
Zadavatel podle svého vyhradniho uvazeni
dojde k zavéru, ze:

12.1.1 dostupné udaje naznacuji, Ze neni bezpecné
pokracovat v podavani Hodnoceného 1éku
pacientiim;

12.1.2 Centrum nebo Zkousejici porusuji jakékoli
podminky této Smlouvy (mimo jiné véetné
jakekoli zaruky nebo zavazku);

12.1.3 néabor platnych subjektd hodnoceni do
Studie je prili§ pomaly na to, aby bylo
mozné dodrzet naplanovany harmonogram
Zadavatele;

12.1.4 dodrZzovani Protokolu je Spatné nebo je
zaznam dat vyznamné nepfesny nebo
neuplny;

12.1.5 byl splnén celkovy cil ndboru do Studie,
i kdyz nabor podle této Smlouvy nebyl
dokoncen; nebo

12.1.6 Hlavni zkousejici jiz neni schopen plisobit

11.1. Tato Smlouva nabyva ucinnosti svym | 11.1 This Agreement shall come into force upon
zvefejnénim v registru smluv a skonci its disclosure in the agreements register and
dnem kdy (a) bude dokoncena celkova shall end on the day (a) the overall Study
zprava o Studii, nebo (b) bude provedena report is completed or (b) the Sponsor, or
posledni platba Zadavatelem nebo through CRO, makes its last payment,
prostiednictvim CRO, pti¢emz rozhodujici whichever occurs later. The expected
je ta ztéchto skuteCnosti, ktera nastane duration of the Study at the Center is from the
pozdéji. Pfedpokladana doba trvani Studie date of the last signature of this Agreement
na Centru je od podpisu této smlouvy do till |} Possible deviation of the actual
-Pfipadné odchylka skute¢né doby duration from expected duration longer then
trvani od predpokladané doby trvani 12 months would require change of the
presahujici tuto dobu o vice nez 12 mésict Agreement by written amendment to the
vyzaduje zménu této smlouvy ve forme Agreement.
pisemného dodatku.

11.2. Prava a povinnosti Zadavatele/CRO a | 11.2 The rights and obligations of the Sponsor/CRO
Smluvnich partnert stanovené v této and the Contracting Partners that are set forth
Smlouve¢, které s ohledem na svou povahu in this Agreement and by nature are to survive
maji pretrvat i po skonceni této Smlouvy this Agreement (including, without limitation,
(v€etné¢ prav sohledem na vlastnictvi, rights with respect to ownership, Inventions,
Vynalezy, zachovavani  mlcenlivosti, confidentiality, publication, anti-bribery,
publikace, protikorupénich ustanoveni, liability and indemnification) shall remain in
odpovédnosti a odskodnéni), zlstavaji effect even after this Agreement is terminated
v platnosti i po skonceni nebo splnéni této or completely performed.

Smlouvy.
CL 12 — Ukonéeni Article 12 — Termination
12.1. Zadavatel ma pravo kdykoli ukoncit tuto |12.1 Sponsor shall have the right to terminate this

Agreement at any time upon thirty (30) days
prior written notice to Center and Principal
Investigator without cause and without
liability, or immediately upon written
notification to Center and Principal
Investigator without liability, in case Sponsor,
at its sole discretion, concludes that:

12.1.1 available data indicate that it is not safe to
continue to administer the Study Drug to
patients;

12.1.2 Center or Investigator is in breach of any term
of this Agreement (including but not limited to
any warranty or undertaking);

12.1.3 the enrolment of valid trial subjects for the
Study is too slow to meet the Sponsor’s
scheduled timeline;

12.1.4 adherence to the Protocol is poor or data
recording is materially inaccurate or
incomplete;

12.1.5 the overall Study enrolment target has been
met, even if enrolment under this Agreement
has not been completed; or

12.1.6 Principal Investigator is no longer able to act
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jako Hlavni zkouSejici anelze nalézt
zadného nahradniho hlavniho zkousSejiciho,
ktery by byl pfiijatelny pro Centrum i pro
Zadavatele. V tomto pifipadé ma moZznost
vypovédét Smlouvu také Centrum.

as Principal Investigator and no replacement
principal investigator mutually acceptable to
Center and Sponsor can be found. Center also
has the right to terminate this Agreement in
this case.

zavazuji vratit Zadavateli/CRO veskery
nespotfebovany material a predméty, jez
jim byly poskytnuty v souvislosti se Studii,
a to nejpozdéji do tficeti (30) pracovnich
dni od data ukonceni Smlouvy.

12.2 Po ukonceni této Smlouvy budou Centrum | 12.2 Upon the termination of this Agreement,
a Hlavni  zkouSejici  spolupracovat se Center and Principal Investigator shall
Zadavatelem na fadném ukoncéeni Studie cooperate with Sponsor to provide for an
provadéné na zakladé této Smlouvy. Pokud orderly wind-down of the Study conducted
v ptipad¢ predCasného ukonceni Zadavatel hereunder. In the event of early termination, if
jiz  zaplatil Centru a/nebo Hlavnimu payment (whether for salaries or otherwise)
zkouSejicimu (v ramci plati nebo jinak) has been made by Sponsor to Center and/or
pfedem za neprovedenou préci, budou tyto Principal Investigator in advance for work not
penize vraceny do Ctyficeti péti (45) dnl ode completed, such monies shall be refunded
dne takového ukonceni. within forty five (45) days after the date of

such termination..

12.3 Zadavatel je povinen, prostfednictvim CRO, | 12.3 he Sponsor must pay, through CRO, all
uhradit vSechny dluzné castky za tadné outstanding amounts for the services properly
poskytnuté sluzby Smluvnimi partnery na provided by the Contracting Partners based on
zaklad¢é této Smlouvy a naklady, které jim this Agreement and all reasonably incurred
odiuvodnéné vznikly, ke dni doruceni costs, as of the day of receipt of the notice or,
vypoveédi anebo v pfipadé skonceni této in the case that this Agreement is terminated
Smlouvy dle ¢l. 12.1 kposlednimu dni pursuant to Article 12.1, as of the last day of
vypovédni lhity anebo v piipadé skonceni the termination period or, in the case that this
této Smlouvy dle ¢l. 12.3 ke dni doruceni tam Agreement is terminated pursuant to Article
uveden¢ho konecného zamitnuti. Pokud 12.3, as of the day of receipt of the final
Centrum prokazatelné obdrzelo vyssi Castky rejection. In the case that the Center probably
odmény a nakladi, na néz mu podle skute¢né received higher payments than the payments
provedenych ¢innosti vznikl narok v souladu due according to the work actually performed
s touto Smlouvou, Centrum se pfislusny based on this Agreement, the Center shall
rozdil zavazuje zaplatit zpét Zadavateli/CRO refund the balance to the Sponsor/CRO
bez zbyte¢ného odkladu. without undue delay.

12.4 Pti skon¢eni Smlouvy se Smluvni partnefi | 12.4 Upon termination of this Agreement, the

Contracting Partners shall return to the
Sponsor/CRO all unused materials and items
provided to the Contracting Partners in
relation to the Study within thirty (30) working
days of the day of termination of this
Agreement.

Cl. 13 — Riizn4 ustanoveni

Article 13 — Miscellaneous

13.1 Uzavieni této Smlouvy neni podminéno
zadnym  existuyjicim ¢ budoucim
obchodnim vztahem mezi Smluvnimi
partnery a Zadavatelem/CRO ani na
7adném obchodnim rozhodnuti, které

Smluvni partnefi ucinili anebo uéini vici

13.1 The conclusion of this Agreement is not
contingent on any existing or future business
relationship between the Sponsor/CRO and the
Contracting Partners or on any business
decision that the Contracting Partners made or
shall make with respect to the Sponsor/CRO or

Zadavateli/CRO nebo vyrobkim the products sold by the Sponsor.
obchodovanym Zadavatelem.
13.2 Zadavatel/CRO a Hlavni zkouSejici | 13.2 Sponsor/CRO and Principal Investigator
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prohlasuji, Ze mezi sebou neuzaviou zadny
pravni vztah bez ohledu na to, zda se
vztahuje ktéto Studii, aniz by s tim
Centrum vyjadrtilo souhlas. Smluvni strany
timto prohlasuji, Ze z jejich strany
neexistuje zadny stfet zajmu finanéni ¢i
nefinancni povahy, ktery by brénil fadné
realizaci Studie v souladu s obecné
platnymi  pfedpisy a  regula¢nimi
pozadavky (zejména se spravnou klinickou
praxi).

declare, that they will not enter into any legal
relationship between themselves regardless if
it is related to this Study, without Center’s
consent. Contracting parties hereby declare,
that there is no conflict of interest of financial
or non-financial nature on their part that would
prevent proper conduct of the Study in
accordance  with  generally  applicable
regulations and regulatory requirements
(especially Good Clinical Practice).

133

Smluvni partnefi se zavazuji plnit svoje

povinnosti na zakladé¢ této Smlouvy
zpisobem, ktery  bude v souladu
s prislusnymi pravnimi predpisy

zamefenymi proti korupci a uplaceni a
ptilohou ¢. 2. Smluvni partnefi z&vazné
prohlasuji, Ze v souvislosti se Studii
neposkytli ani neposkytnou zadnou platbu
ani prospéch, pfimo ¢i nepfimo, Ufedni
osob¢, zakazniklim, obchodnim partnerdm,
odbornikiim ve zdravotnictvi ani zadné jiné
osobé za UCelem zajiSténi nepatiicného
prospéchu nebo nekalé obchodni vyhody,

nebudou ovliviiovat rozhodovani
v soukromé ani vetejné sféfe,
pfedepisovani, ani nebudou nikoho
podnécovat  k porusovani  profesnich

povinnosti ¢i pravidel. Smluvni partnefi se

133

The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws and Appendix 2. The
Contracting Partners represent and warrant
that in connection with the Study they did not
provide and shall not provide any payment or
benefit, directly or indirectly, to government
officials, customers, business partners,
healthcare professionals or any other persons
in order to secure an improper benefit or unfair
business advantage, shall not influence private
or official decision-making, shall not influence
prescribing and shall not instigate anyone to
breach professional duties or rules. The
Contracting Partners agree to immediately
report to the Sponsor/CRO in writing any
suspected or detected violation of the above

zavazuji neprodlené¢ v pisemné podobé principles in  connection  with  the
nahlasit Zadavateli/CRO kazdé podezieni Sponsor’s/CRO’s business activity and, in
€1 zjisténé poruseni vyse uvedenych zasad such cases, shall cooperate with the
v souvislosti s obchodni ¢innosti Sponsor/CRO in reviewing the matter.
Zadavatele/CRO a budou v takovych
pripadech spolupracovat se
Zadavatelem/CRO pfi proSetfeni takové
zaleZitosti.

13.4 Smluvni strany prohlasuji, ze nemaji v | 13.4 The Contracting Partners represent and

soucasné dob¢ uzavienou zadnou smlouvu
¢i zavazek, jejichz plnéni by negativné
ovlivnilo  plnéni  povinnosti  vuéi
Zadavateli, na zaklad¢ této Smlouvy a
souCasn¢ se zavazuji po celou dobu
priabéhu klinického hodnoceni Studie
zadnou takovou smlouvu neuzavtit ani
zadny takovy zavazek neptijmout. Hlavni
zkousejici ruéi za to, ze zadny z Clend
studijniho tymu nema v soucCasné dobé
uzavienou zadnou takovou smlouvu, a
zavazuje se zajistit, ze zadny z Cleni
studijniho  tymu  takovou  smlouvu
neuzavie.

warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations
with respect to the Sponsor based on this
Agreement and agree not to enter into any such
agreement or accept any such obligation in the
course of the Study. The Principal
Investigator warrants that no Study Team
Member is presently under any such
agreement and agrees to ensure that no Study
Team Member shall enter into any such
agreement.
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13.5 Tato Smlouva obsahuje Uplné ujednani o
pfedmétu Smlouvy a vSech naleZitostech,
které smluvni strany mély a chtély ve
Smlouvé ujednat, a které povazuji za
dalezité.  Soucasné smluvni  strany
prohlasuji, Ze si navzajem sdé¢lily vSechny
informace, které povazuji za dulezité¢ a
podstatné pro uzavieni této Smlouvy.

13.5 This Agreement represents an entire agreement
about the subject-matter herecof and all
matters that the Contracting Parties were and
wished to negotiate herein and consider
important. The Contracting Parties represent
and warrant that they provided to each other
all information they consider important and
substantial for entering into this Agreement.

13.6 Smluvni strany si nepreji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich stran
dovozovany z dosavadni ¢i budouci praxe
zavedené mezi nimi ¢ zvyklosti
zachovavanych obecné ¢i v odvétvi
tykajicim se pfedmétu plnéni této Smlouvy.

13.6  The Contracting Parties do not wish to have
any of their rights and obligations implied from
current or future practice established between
them or from usages observed in general or in
the industry related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.

13.7 Kazda ze smluvnich stran jedna jako
nezavisly subjekt a pro Zadné ucéely neni v
postaveni  partnera, zprostfedkovatele,
zamestnance ani zastupce druhé smluvni
strany.

13.7 Each Contracting Party shall act as an
independent entity and shall not be construed
for any purposes as a partner, agent, employee
or representative to the other Contracting
Party.

13.8 Zadavatel/CRO ma pravo postoupit tuto
Smlouvu zcela anebo z¢asti na kteroukoli
ze svych Propojenych osob. Kromé vyse
uvedeného neni zadna ze Smluvnich stran
opravnéna postoupit svd prava a/mebo
povinnosti zcela ani zCasti na tfeti stranu
bez predchoziho pisemného souhlasu
ostatnich Smluvnich stran. Tato Smlouva
zavazuje jeji jednotlivé Smluvni strany,
jakoz 1 jejich pravni nastupce a osoby, na
néZ budou prava a zavazky smluvnich stran
v souladu s timto ¢lankem postoupené.

13.8 The Sponsor/CRO shall have the right to assign
this Agreement, in whole or in part, to any of
its Affiliates. Save for the foregoing, neither
Party may assign its rights or obligations under
this Agreement, in whole or in part, to a third
party without the prior written consent of the
other Parties. This Agreement is binding for
all Parties as well as their legal successors and
parties to which the rights and obligations of
the Contracting Parties shall be assigned in
compliance with this Article.

13.9 Neplatnost nebo nevymahatelnost
konkrétniho ustanoveni této Smlouvy nema
vliv na platnost ostatnich ustanoveni.
Smluvni strany se zavazuji nahradit
neplatné a nevymahatelné ustanoveni
platnym a vymahatelnym ustanovenim,
podle potieby, jimz bude co mozna nejblize
dosazeno umyslu, jez Smluvni strany mély
v dob¢ uzavieni této Smlouvy.

13.9 The invalidity or unenforceability of a
particular provision of this Agreement shall
not prejudice the validity of the remaining
provisions. The Contracting Parties agree to
replace the invalid or unenforceable provision
with a valid or enforceable provision that shall
correspond as much as possible to the intent of
the Parties at the time they entered into this
Agreement.

13.10 Jednostranné vzdani se prava anebo mlc¢ky
dany souhlas anebo netspésné dovolani se
poruseni kteréhokoli ustanoveni této
Smlouvy smluvni stranou nezaklada
jednostranné vzdani se prava v souvislosti
s jakymkoli naslednym poruSenim
kteréhokoli ustanoveni této Smlouvy.

13.10 A unilateral waiver of a right or acquiescence
or failure to claim a breach of any provision of
this Agreement by either Contracting Party
shall not establish a unilateral waiver of such
right with respect to any subsequent breach of
any provision of this Agreement.

13.11 Smluvni strany se dohodly, ze tato

13.11 The Contracting Parties have agreed that this
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Smlouva mize byt s dale uvedenou Agreement may be changed, excluding the

vyjimkou ménéna pouze pisemné exception mentioned below, only through
prostiednictvim  vzestupné Cislovanych written consecutively numbered amendments
dodatkdt podepsanych vSemi Smluvnimi signed by all Contracting Parties. The
stranami. Smluvni strany nemusi uzavirat Contracting Parties are not obliged to execute
dodatek k této Smlouvé v ptipadé tzv. an amendment to this Agreement in case of so-
nepodstatnych zmén Protokolu. called minor changes in the Protocol. A minor
Nepodstatnou zmeénou Protokolu se pfitom change in the Protocol means a change in the
rozumi takova zména Protokolu, ktera Protocol that does not change the scope or
nemeéni rozsah ¢i zplsob provadéni ukoni manner of procedures (in particular
(zejména vySetieni) provadénych examination) performed by the Contracting
Smluvnimi partnery v ramci Studie a nema Partners as part of the Study and has no impact
tedy jakykoli vliv na vysi odmény za on remuneration for performing the Study or
provadéni Studie ¢i jiné ceny uvedené v on any other prices specified in this
této  Smlouvé. Nepodstatné zmény Agreement. Minor changes in the Protocol
Protokolu jsou u¢inné dnem jejich doruceni shall come into effect on the day of their
Centru. delivery to the Center.

13.12 Tato Smlouva je vytvorena a fidi se ¢eskym [13.12 This Agreement is construed and governed by

pravem bez ohledu na ustanoveni jeho the Czech law, regardless of the provisions of

koliznich norem. Smluvni strany se its collision norms. The Contracting Parties

dohodly, ze veskeré spory vzniklé z této have agreed that any dispute arising from this

Smlouvy budou feSeny vécné a mistné Agreement shall be decided by materially and

ptislusnymi soudy Ceské republiky. locally competent courts of the Czech
Republic.

13.13 Tato Smlouva je sepsana v ¢eském a [13.13 This Agreement has been drawn up in the
anglickém jazyce a Smluvni strany Czech and English language, and the
povazuji obé jazykové verze za Contracting Parties consider both language
rovnocenné, avsak pro ptipad vykladovych versions to be equal; however, in case of any
nesrovnalosti mezi jednotlivymi verzemi se interpretation  discrepancy between the
smluvni strany dohodly, ze prednost ma individual versions, the Czech version shall
Ceska verze Smlouvy. Tato Smlouva a prevail as agreed by the Contracting Parties.
vsechny jeji pfilohy pfedstavuji Uplnou This Agreement and all of its Appendices
dohodu smluvnich stran o predmétu této represent an entire agreement of the
Smlouvy. Contracting Parties with respect to the subject-

matter of this Agreement.

13.14 'V ptipadé rozporu mezi touto Smlouvou | 13.14 In case of any discrepancy between this

a jejimi prilohami maji pfednost ustanoveni Agreement andt its appendices, the terms of
této Smlouvy, neni-li ve smlouvé vyslovné the Agreement always prevail if not stated
uvedeno jinak. V piipadé¢ jakéhokoli otherwise in the Agreement. In case of any
nesouladu mezi touto Smlouvou a discrepancy between this Agreement and the
Protokolem ma Protokol piednost v Protocol, the Protocol prevails in the matter
medicinskych a védeckych zalezitostech a v of medical and scientific questions, and the
otazkach provadéni Studie; jinak maji Agreement prevails in the matter of question
prednost ustanoveni této Smlouvy. related to Study conduct

13.15 Tato Smlouva je vyhotovena v elektronické | 13.15 This Agreement is prepared in electronic

podobé, pficemzZ vSechny Smluvni strany version and each Contracting Party shall

obdrzi jeji elektronicky original opatieny receive electronic copy with electronic

elektronickymi podpisy. V pfipad¢, Ze se signatures. In case the Contracting Parties

smluvni strany na elektronické podobé will not agree on electronic version, the

neshodnou, bude Smlouva vyhotovena ve Agreement will be made in three counterparts

trech stejnopisech s platnosti originalu, z each considered for original, each
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nichz po jednom obdrzi kazda ze

Smluvnich stran.

Contracting Party shall receive one original.

CL 14 — P¥ilohy

Article 14 — Appendices

Nasledujici piilohy tvofi nedilnou soucast této
Smlouvy, nestanovi-li tato Smlouva jinak:

The following Appendices constitute an integral
part of this Agreement, unless set forth otherwise
herein:

Priloha ¢. 1:  Finan¢ni podminky

Appendix 1: Financial Terms

Priloha ¢. 2:  Protikorupéni pravidla

Appendix 2: Anti-Bribery Rules
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CRO

Podpis / Sinature:

Datum / Date:

Jméno / Name:

Funkce / Title:

Centrum / Center

Podpis / Sinature:

Datum / Date:

Jméno / Name:

Funkce / Title:

Hlavni zkousSejici / Principal Investigator

Podpis / Sinature:

Datum / Date:

Jméno / Name:
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Priloha 1 Appendix 1
Finanéni podminky Financial Terms

Zadavatel Celltrion, Inc. Sponsor Celltrion, Inc.

ﬁ

i

Tabulky plateb / Tables of Payments

TN | 1
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Priloha ¢.2:  Protikorupéni pravidla

Appendix 2: Anti-Bribery Rules

Centrum a Hlavni zkouSejici se zavazuji, Ze
neucini, nezapiicini ani nepovoli ucinit, pfimo ani
nepiimo prostfednictvim tfeti strany, jakykoli
krok, ktery (i) je podle platnych zakont ¢i pravidel
nezakonny nebo (ii) by vedl ktomu, ze by
Zadavatel nebo CRO porusili platné protikorupéni
zakony (spole¢né oznacované jako
»protikorup¢ni zakony*).

Centrum a Hlavni zkousejici pfimo ani nepfimo
prostfednictvim  tfeti  strany  neposkytnou,
nenabidnou ani nepfislibi Zadnému ,,zastupci
vefejné moci“ (podle definice v této pfriloze)
zadnou platbu, dar ani jinou cennost s cilem
nepatficné (i) ovlivnit jakékoli oficialni jednani ¢i
rozhodnuti tohoto zastupce vetejné moci nebo (ii)
jinak napomoci Zadavateli, CRO ¢i jeji mistni
pobocce nebo dcefiné spolecnosti ziskat ¢i si
udrzet obchodni c¢innost, smérovat obchodni
¢innost na kteroukoliv osobu nebo ziskat
neopravnénou vyhodu.

Centrum a Hlavni zkouSejici nenajmou ani jinak
nevyuziji zastupce zadné tieti strany v souvislosti
s plnénim podle této smlouvy bez predchoziho
pisemného souhlasu Zadavatele nebo CRO (ktery
mize Zadavatel nebo CRO podle svého
vyhradniho uvézeni odepftit). Centrum a Hlavni
zkousejici se dale zavazuji, ze bez ptedchoziho
pisemného souhlasu Zadavatele nebo CRO (ktery
mize Zadavatel nebo CRO podle svého
vyhradniho uvazeni odepfit) neposkytnou jménem
nebo ve prospéch Zadavatele nebo CRO ¢i mistni
pobocky CRO nebo dcefiné spolecnosti zadné tieti
stran¢ zadné penize, dary ani jiné cennosti.

. Centrum a Hlavni zkousejici se dale zavazuji, Ze
bez ptedchoziho pisemného souhlasu Zadavatele
nebo CRO (ktery miize Zadavatel nebo CRO
podle svého vyhradniho uvaZeni odepfit)
nezaméstnaji ani nevyuziji sluzeb ,,zastupce
vefejné moci‘, aby jednal za Zadavatele nebo CRO
nebo jejich jménem.

Pokud Centrum a Hlavni zkousejici kterékoli
prohlaseni, zaruku ¢i zavazek uvedeny v této
priloze ¢. 2 porusi, potom: (i) Zadavatel a/nebo
CRO budou mit okamzité pravo tuto smlouvu
divodné vypovédeét a uplatnit veskera dalsi
napravna opatieni, jeZ maji podle zakona (i
zvykového préava k dispozici, a (ii) zrusi se veSkeré
zavazky Zadavatele/CRO uhradit Centru a

Center and Principal Investigator agree that they
shall neither undertake, nor cause, nor permit to be
undertaken, directly or indirectly through any third
party, any activity which (i) is illegal under any
applicable laws, rules, or (ii) would have the effect
of Sponsor or CRO to be in violation of applicable
anti-corruption laws (collectively, “the Anti-
Corruption Laws”).

Center and Principal Investigator shall not, directly
or indirectly through any third party, give, offer, or
promise any payment, gift, or other thing of value to
any individual “government official” (as defined
herein), in order to improperly (i) influence any
official act or decision of such government official,
or (ii) otherwise assist Sponsor, CRO, or CRO local
affiliate, in obtaining or retaining business, in
directing business to any person, or in securing an
improper advantage.

Center and Principal Investigator shall not engage
or otherwise use any third party agents in connection
with its performance hereunder without the Sponsor
or CRO’s advance written approval (which may be
withheld by Sponsor or CRO in their sole
discretion). Center and Principal Investigator
further agree that no payments of money, gifts or
other things of value shall be made to any such third
parties on behalf of or for the benefit of Sponsor or
CRO, or CRO local affiliate, without Sponsor or
CRO’s advance written approval (which may be
withheld by Sponsor CRO in their sole discretion).

The Center and Principal Investigator also covenant
that they shall not employ or engage any
“government official” to act for or on behalf of
Sponsor or CRO without Sponsor’s or CRO’s
advance written approval (which may be withheld
by Sponsor or CRO in their sole discretion).

If Center and Principal Investigator breaches any of
the representations, warranties or covenants set
forth in this Appendix no. 2, then: (i) Sponsor
and/or CRO shall have the immediate right to
terminate this Agreement for cause and the right to
exercise any other remedies available at law or in
equity; and (ii) all obligations of Sponsor/CRO to
compensate Center and Principal Investigator for
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Hlavnimu zkouSejicimu odménu za sluzby

poskytnuté podle této smlouvy.

Centrum a Hlavni zkouSejici budou Zadavatele a
CRO (a jejich vedouci pracovniky, feditele,
zaméstnance, zastupce, poboCky a dcefiné
spolecnosti) chranit, odSkodni je a zajisti, aby
neutrpéli Zadny postih, ztratu a nevznikly jim
zadné zavazky ani vydaje v dusledku poruSeni
kterychkoli povinnosti ze strany Centra a Hlavniho
zkousejiciho podle této prilohy €. 2. Na povinnost
odSkodnit Zadavatele a CRO podle této prilohy ¢.
2 za poruseni protikorupéniho zakona se
nevztahuje omezeni odpovédnosti stanovené
v ¢lanku 8 této smlouvy.

Pro ucely této prilohy ¢&. 2 se terminem ,,zastupce
vefejné moci“ rozumi (i) jakykoli vedouci
pracovnik, zaméstnanec nebo jinad osoba jednajici
z moci svého postaveni za vladu nebo kterékoli
ministerstvo nebo statni ufad nebo jejich jménem
¢i jako jejich prostiednik, (ii) jakykoli vedouci
pracovnik, zaméstnanec nebo jina osoba jednajici
oficialné za nckterou vefejnou mezinarodni
organizaci (jako je Organizace spojenych narodu,
Svétova banka nebo Svétova zdravotnicka
organizace) ¢i jejim jménem, (iii) jakakoli
politickd strana ¢i jeji funkciondf nebo jakykoli
kandidat na politicky ufad a (iv) kterykoli rodinny
prislusnik nebo zastupce jakychkoli osob
uvedenych vyse.

services provided under this Agreement shall cease.

Center and Principal Investigator shall defend,
indemnify and hold Sponsor and CRO (and their
officers, directors, employees, agents and affiliates)
harmless from any penalties, losses, liabilities and
expenses incurred by Sponsor or CRO as a result of
Center and Principal Investigator’s breach of any of
its obligations under this Appendix no. 2. The
obligation to indemnify Sponsor and CRO under
this Appendix no. 2 for violations of an Anti-
Corruption Law shall not be subject to the limitation
of liability set out in Article 8. of the Agreement.

For the purpose of this Appendix no. 2, the term
“government official” means (i) any officer,
employee or other person acting in an official
capacity for or on behalf of a government or any
department, agency or instrumentality thereof, (ii)
any officer, employee or other person acting in an
official capacity for or on behalf of a public
international organization (such as the United
Nations, World Bank, or World Health
Organization), (iii) any political party or official
thereof or any candidate for political office, and (iv)
any family members or representatives of any of the
individuals listed above.
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