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NON COMMERCIAL CLINICAL TRIAL AGREEMENT (,,Agreement “)
SMLOUVA O NEKOMERCNIM KLINICKEM HODNOCENI (,,Smlouva“)

entered into by and between the following
parties:

uzaviena mezi nasledujicimi stranami:

CEEGOG z.s.
Identification number: 03185664

With its registered office at Na Folimance
2155/15, Vinohrady, 120 00 Prague 2,

Registered in the register of civil associations
kept by Municipal court in Prague, file no. L

61045,

Represented by prof. MUDr. David Cibula, CSc.,
chairman,

hereinafter only “Sponsor” or ,,CEEGOG“

CEEGOG z.s.
IC: 03185664

se sidlem Na Folimance 2155/15, Vinohrady,
120 00 Praha 2,

zapsany ve spolkovém rejsttiku vedeném u
Méstského soudu v Praze spisova znacka L

61045,

zastoupen prof. MUDr. Davidem Cibulou, CSc.,
predsedou spolku,

dale jen ,Zadavatel” nebo ,CEEGOG“

University Hospital Hradec Kralové

With its registered seat at Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové

Identification number: 00179906
Tax identification number: CZ00179906

Represented by MUDr. AleS Herman, Ph.D.,
director

hereinafter only ,Site” or “Center”

with his place of professional activity at the
Department of Obstetrics and Gynecology,
Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Krdlové

hereinafter only the ,,Principal investigator”

Fakultni nemocnice Hradec Kralové

se sidlem Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové

IC: 00179906
DIC: CZ00179906

Zastoupend MUDr. Alesem Hermanem, Ph.D.,
feditelem

dale jen ,Poskytovatel”

s mistem vykonu Cinnosti Porodnickd a
gynekologicka klinika Fakultni nemocnice
Hradec Kralové, Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové

dale jen ,Hlavni zkousejici“

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

(Poskytovatel a Hlavni zkousejici dale spolecné
oznacovani jako ,,Smluvni partnefi”)
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AS FOLLOWS: TAKTO:
PREAMBLE PREAMBULE

CEEGOG is a not-for-profit civil association of
practicing clinicians and academics specialized in
oncogynecology. One of CEEGOG’s main
purposes is to advance and support academical
oncogynecological clinical research.

CEEGOG initiated an international clinical trial
“CERVANTES” (specification of which is provided
below in Article 1.1.) and is also its Sponsor in the
meaning of the respective laws and regulations
governing clinical trials.

The clinical trial is of a non-commercial nature, it
is not funded by any pharmaceutical or
biotechnological company, nor shall it serve to
produce intellectual property in support of any
commercial medicinal product or medical
device.

CEEGOG je neziskovym spolkem sdruzujicim
lékare a akademiky specializujici se na obor
onkogynekologie. Jednim z hlavnich ucell
CEEGOGu je podpora onkogynekologického
akademického klinického vyzkumu.

CEEGOG je inicidtorem klinického hodnoceni
oznaceného zkracené jako ,CERVANTES”, jak je
specifikovano v ¢l. 1.1 této Smlouvy, a je zaroven
jeho zadavatelem ve smyslu pravnich predpist
upravujicich klinické hodnoceni.

Klinické hodnoceni ma nekomercni charakter,
neni financovano Zadnou farmaceutickou nebo
biotechnologickou spole¢nosti a nema ani slouzit
k vytvofeni nehmotnych prav  dusevniho
vlastnictvi slouzicich k podpore komercniho
|éCiva Ci zdravotnického prostiedku.

Site is a heath care provider and a clinical trial
site for CERVANTES within the meaning of the
respective legislation governing clinical trials.

Poskytovatel je poskytovatelem zdravotnich
sluzeb a mistem klinického hodnoceni studie
CERVANTES ve smyslu prdvnich predpisl
upravujicich klinické hodnoceni.

Principal Investigator is an employee of the Site
and shall assume the role of a principal
investigator for CERVANTES at the Site within the

Hlavni zkousejici je zaméstnancem
Poskytovatele a hlavnim zkousejicim klinického
hodnoceni studie CERVANTES u Poskytovatele

meaning of the respective legislation governing | ve smyslu pravnich predpisi upravujicich
clinical trials. klinické hodnoceni.
The Contracting Partners possess knowledge, | Smluvni partnefi disponuiji znalostmi,

experience and resources necessary for
conducting the Trial (specification of which is
provided below in Article 1.1.), 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 Trial.

zkusenostmi a zdroji nezbytnymi k provedeni
Studie, jak je specifikovdana v¢l. 1.1 této
Smlouvy, dle jejich nejlepsiho védomi maji
pristup k poZadovanému pocétu subjektl
hodnoceni dle kritérii pro zarazeni nebo
vyfazeni, jak jsou stanoveny v Protokolu, a jsou
ochotni Studii provést.

The purpose of the present agreement is to

e set forth the terms and conditions
for conducting the CERVANTES
clinical trial sponsored by CEEGOG
and performed at the Site under the
direction of Principal Investigator,

e document the responsibilities,
obligation and right of the parties to
this Agreement, and

J¢elem této smlouvy je:

e stanovit podminky a pravidla
klinického hodnoceni CERVANTES
uskute¢iovaného Zadavatelem a
Poskytovatelem  pod vedenim
Hlavniho zkousejiciho,

e zdokumentovat odpovédnost, prava
a povinnosti stran této Smlouvy, a
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e adjust the fact that the CERVANTES e zohlednit skutecnost, Ze klinické

clinical trial is a not-for-profit hodnoceni CERVANTES je

academic clinical trial. nekomerénim akademickym

klinickym hodnocenim.

1. SUBJECT MATTER OF THE AGREEMENT

1. PREDMET SMLOUVY

1.1. The subject matter of this Agreement is | 1.1. Pfedmétem této Smlouvy je provedeni
the conduct, for and on behalf of the | klinického hodnoceni nazvaného ,Role radikdini
Sponsor, of the clinical trial entitled “An | chirurgie a adjuvantni terapie v IéCbé pacientek s
international randomized trial of radical | Casnym stddiem a stfednim rizikem karcinomu
surgery followed by adjuvant therapy | délozniho hrdla: Prospektivni multicentrickd
versus no further treatment in patients with | mezindrodni studie CERVANTES.“, zkracené
early-stage,  intermediate-risk  cervical | oznaceného ,CERVANTES“, CEEGOG (islo:
cancer  patients”, abbreviated as | CEEGOG CX-05, ENGOT cislo: ENGOT-
»CERVANTES” CERVical cancer: AdjuvaNt | cx16/CEEGOG/CERVANTES, ClinicalTrials.gov
ThErapy and radical Surgery, CEEGOG | Cislo: NCT04989647, EU CT number: 2023-
number: CEEGOG CX-05, ENGOT number: | 504973-19-01 (dale jen ,Hodnoceni”), které
ENGOT-cx16/CEEGOG/CERVANTES, bude provedeno pro Zadavatele Poskytovatelem
ClinicalTrials.gov number: NCT04989647, | pod vedenim Hlavniho zkousejiciho.

EU CT number: 2023-504973-19-01
(hereinafter only ,Trial“) which will be
conducted within the Site’s facilities and
under the direction of the Principal
Investigator.
1.2. The Contracting Partners undertake to | 1.2. Smluvni partnefi se zavazuji provést a

conduct and document the Trial with the
due professional care and in compliance
with:

e the Protocol, including its
amendments adopted in the
course of the Trial;

e this Agreement;

e all terms set forth by
competent authorities and/or
ethics committees in their
decisions, approvals or
opinions related to the Trial;

® the World Medical Association
Declaration of Helsinki titled
“Ethical Principles for Medical
Research Involving Human
Subjects”, as amended,;

e the ICH Harmonized Tripartite
Guideline for Good Clinical
Practice ICH E6 (R2), as
amended from time to time;

e all applicable laws and
regulations as amended from
time to time, especially with
Act No. 378/2007 Coll.,, on

zdokumentovat  Hodnoceni s  nalezitou
odbornou péciavsouladu s
e Protokolem, vcetné jeho zmén

pfijatych v prlibéhu Hodnoceni;

e touto dohodou;

e vSemi podminkami stanovenymi
pFislusnymi Urady a/nebo etickymi
komisemi v jejich rozhodnutich,
schvdlenich  nebo  stanoviscich
tykajicich se Hodnoceni;

e Helsinskou deklaraci  Svétové
lékarské organizace s nazvem
»Etické principy lékarského vyzkumu
zahrnujiciho lidské subjekty”, ve
znéni pozdéjsich predpis(;

e Harmonizovanou trojstrannou
smérnici ICH o spravné klinické praxi
ICH E6 (R2), v platném a ucinném
znéni;

e vSemi platnymi zadkony a pravnimi
predpisy v platném a ucinném znéni,
a to zejména zdkonem ¢&. 378/2007
Sb., o lécivech, ve znéni pozdéjsich
predpisd, nafizenim Evropského
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Pharmaceuticals, as amended,
Regulation (EU) No. 536/2014
of the European Parliament
and of the Council of 16 April
2014 on clinical trials on
medicinal products for human
use, Act No. 372/2011 Coll., on
Health Services, and Decree
No. 463/2021 Coll., on detailed

conditions  for  conducting
clinical trials of medicinal
products for human use, as well
as all applicable national
legislation, European
regulations, and data
protection laws as

implemented at the national
level by Act No. 110/2019 Coll.,
on Personal Data Processing, in
particular  Regulation  (EU)
2016/679 of the European
Parliament and of the Council
of 27 April 2016 on the
protection of natural persons
with regard to the processing of
personal data and on the free
movement of such data
(General Data  Protection
Regulation — GDPR).

parlamentu a Rady (EU) ¢. 536/2014
ze dne 16. dubna 2014 o klinickych
hodnocenich humannich 1écivych
ptipravkd, zakonem ¢.372/2011 Sb.,
o zdravotnich sluzbach, a vyhlaskou
¢. 463/2021 Sb., o blizsich
podminkach provadéni klinického
hodnoceni  humdnnich  |écivych
pripravkd, jakoZ i veskerou narodni
legislativou, evropskymi nafizenimi
a predpisy ohledné ochrany
osobnich udaja, jak byly
implementovany na narodni dUrovni
zdkonem ¢ 110/2019 Sb.,, o
zpracovani osobnich Udajd, zejména
Natizenim Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych
0sob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu
téchto udaja (GDPR).

2. GOVERNANCE OF THE TRIAL

2. PRUBEH HODNOCENI

2.1. The Trial at the Center will be conducted
under the supervision of the Principal
Investigator who shall be responsible for due
course of the Trial at the Site. The Principal
Investigator is responsible for the well-being of
the trial subjects participating in the Trial in
terms of professional medical services provided.
The Principal Investigator is the responsible head
of the study team, including any additional
investigators and other study personnel at the
Site.

2.1. Hodnoceni Poskytovatele bude vedeno pod
dohledem Hlavniho zkousejiciho, ktery bude
odpovédny za fadny pribéh hodnoceni
Poskytovatelem. Hlavni zkousejici je odpovédny
za pécéi o subjekty hodnoceni ucastnici se
Hodnoceni z hlediska poskytovanych odbornych
lékarskych  sluzeb. Hlavni  zkousejici je
odpovédnym vedoucim studijniho tymu, véetné
pfipadnych dalSich zkousSejicich a dalsiho
studijniho personalu Poskytovatele.

2.2. The Site agrees to make it possible for the
Principal Investigator, investigators and study
team members, to perform all tasks mandated
by the Protocol and to participate in
Investigators’ meetings and teleconferences
held in the course of the Trial, to the extent to
which the provision of health services to the
Site's patients is not endangered.

2.2. Poskytovatel souhlasi s tim, Ze umozni
Hlavnimu zkousejicimu, zkousSejicim a ostatnim
¢lendm studijniho tymu plnit vsechny ukoly
nafrizené Protokolem a Gcastnit se
investigatorskych meetingli a telekonferenci
konanych v pribéhu hodnoceni, v rozsahu, v
jakém to neohrozi poskytovani zdravotnich
sluzeb pro pacienty Poskytovatele.
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2.3. The Contracting Partners represent and
warrant that:

(i) Site’s facilities and equipment are fit for
conducting the Trial in accordance with the
protocol,

(ii) study team members are experienced,
licensed and trained for conducting clinical
trials, and are not debarred, disqualified, or
banned from conducting clinical trials.

2.3. Smluvni partnefi prohlasuji a zarucuiji, ze:

(i) Prostory a vybaveni Poskytovatele vyhovuji
a jsou vhodna pro provadéni Hodnoceni v
souladu s Protokolem,

¢lenové studijniho tymu maji potrebné
zkuSenosti, opravnéni a kvalifikaci pro
provadéni klinickych hodnoceni a nejsou
z jejich vykonu vylouceni ani jim nebyl
uloZen zakaz provadét klinickd hodnoceni.

(i)

2.4. The Contracting Partners will use its
reasonable efforts to enroll trial subjects in the
Trial in timelines and under the terms set forth
in the Protocol.

The parties to this Agreement declare that
estimated number of subjects to participate in
the Trial is set at 20 subjects.

2.4. Smluvni partnefi vynaloZi pfimérené Usili
k ndboru subjektl hodnoceni ve lhdtach a za
podminek stanovenych v Protokolu.

Strany smlouvy prohlasuji, Ze predpokladany
pocet subjektd, ktery se ma Gcéastnit Hodnoceni,
je stanoven na 20 subjekt(.

2.5. The Contracting Partners agree that the
Sponsor may change the number of trial subjects
and the enrollment period. Sponsor will give
Contracting Partners adequate advance written
notice of any such change and such change shall
not concern trial subjects enrolled by the Site
prior to receiving such notice.

2.5. Smluvni partnefi souhlasi s tim, Ze Zadavatel
mUZe zménit pocet subjektd hodnoceni a dobu
zapisu.  Zadavatel smluvni  partnery s
dostatecnym predstihem o jakékoli takové
zméné pisemné vyrozumi a tato zména se
nebude tykat subjektd hodnoceni nabranych
Poskytovatelem pred dorucenim tohoto
vyrozumeni.

2.6. The Contracting Partners agree to conduct
the Trial and ensure that the study team
members conduct the trial in strict compliance
with the respective approvals or consents issued
by the Regulatory Authority and/or independent
ethics committees. The Contracting Partners
agree to cooperate with the Sponsor in
preparing documents concerning the Trial and to
immediately provide the Sponsor or a third party
specified by the Sponsor with all declarations
and support necessary for the approval of the
Trial by regulatory authorities and/or ethics
committees.

2.6. Smluvni partnefi souhlasi s provedenim
Hodnoceni a zajisti, aby ¢lenové studijniho tymu

provedli Hodnoceni v presném souladu s
pfisluSnymi  schvadlenimi  nebo  souhlasy
vydanymi regulacnim Uradem a/nebo

nezavislymi etickymi komisemi. Smluvni partnefi
se zavazuji spolupracovat se Zadavatelem pfi
pripravé dokumentt tykajicich se Hodnoceni a
zavazuji se, Ze Zadavateli nebo tfeti strané
urené Zadavatelem neprodlené poskytnou
vSechny podklady a podporu nezbytnou ke
schvaleni Hodnoceni regulaénimi urady a/nebo
etickymi komisemi.

2.7. Contracting Partners will ensure that no trial
subjects are enrolled before the following
conditions are met:

(i) independent ethical committee gave its
favorable opinion of the Trial;

(ii) competent regulatory authority has been
notified of the Trial or issued written
authorization to conduct the Trial, as applicable.

2.7. Smluvni partneti zajisti, aby neprobihalo
Zadné zarazovani subjektl hodnoceni, dokud
nebudou splnény nasledujici podminky:

(i) nezavisla etickd komise vydala souhlasné
stanovisko s Hodnocenim;

(ii) prislusny regulacni arad dle prislusnych
pozadavkh byl o Hodnoceni vyrozumén,
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pfipadné vydal pisemné povoleni k provedeni
Hodnoceni.

2.8. The Principal Investigator will ensure that
trial subjects are duly informed of the Trial to the
extent required by GCP and respective privacy
and data processing laws. The Principal
Investigator will ensure that signed and dated
informed consent is obtained from trial subjects
or their legal representatives prior to their
enrollment in the Trial. The Principal Investigator
shall keep the original of such consent in the trial
subjects’ medical records.

2.8. Hlavni zkousejici zajisti, aby subjekty
hodnoceni byly fadné informovany o hodnoceni
v rozsahu poZadovaném GCP a pfislusnymi
zakony na ochranu soukromi a zpracovani dat.
Hlavni zkousejici zajisti, aby byl od subjektd
hodnoceni nebo jejich zakonnych zastupcl pred
jejich zafazenim do Hodnoceni ziskan podepsany
a datovany informovany souhlas. Hlavni
zkousejici uchova original takového souhlasu ve
zdravotnické dokumentaci subjektl hodnoceni.

2.9. The Contracting Partners shall permit the
Sponsor’s appointed representative to access all
relevant clinical data, medical records and
similar documents for monitoring, source data
verification, adverse event reporting and/or
audits and inspections. Parties agree that such
access will be arranged at mutually convenient
times and on reasonable notice.

2.9. Smluvni partnefi umozini jmenovanému
zastupci Zadavatele pfistup ke vSsem prislusnym
klinickym udajlm, lékafskym zaznamim a
podobnym dokumentim pro monitorovani,
ovérovani zdrojovych udaja, hlaseni
nezadoucich pfihod a/nebo audity a inspekce.
Strany souhlasi s tim, Ze takovy pfistup bude
zajistén ve vzdjemné vyhodnych casech a s
pfimérenym predstihem.

2.10. The Contracting Partners shall promptly
notify Sponsor should any regulatory agency
conduct or give notice of intent to conduct any
inspection in relation to the Trial. In the event of
aninspection, the Contracting Partners will allow
the Sponsor to support the preparations for such
inspection and following the inspection, provide
the sponsor with the results of such inspection.

2.10. Smluvni partnefi neprodlené uvédomi
Zadavatele, pokud jakykoliv regulacni urad
provede nebo oznami zamér provést jakoukoli
inspekci v souvislosti s Hodnocenim. V pfipadé
inspekce smluvni partnefi umozni Zadavateli
podpofit pfipravy na tuto inspekci a po inspekci
predaji Zadavateli jeji vystupy.

2.11. Contracting parties will comply with
regulatory authorities” and independent ethics
committees” requirements to keep them
informed of the progress of the Trial.

2.11. Smluvni strany budou dodrZovat
pozadavky regulacnich aradl a nezavislych
etickych komisi na informovanost o pribéhu
Hodnoceni.

2.12. Principal Investigator will provide
information to the Sponsor and the independent
ethics committee on the progress of the Trial and
will notify the Sponsor, regulatory authority
and/or independent ethics committee of
adverse and other safety events in accordance
with the Protocol, the rules of GCP and the
applicable legislation on pharmacovigilance.

2.12. Hlavni zkousejici poskytne Zadavateli a
nezavislé etické komisi informace o prabéhu
Hodnoceni a bude informovat Zadavatele,
regulacni Ufad a/nebo nezavislou etickou komisi
o nepfiznivych udalostech a  jinych
bezpecnostnich uddlostech v souladu s
Protokolem, pravidly GCP a platnymi pravnimi
predpisy o farmakovigilanci.

2.13. The Site will keep all electronic and other
documents, including without limitation, source
documents and the Investigator’s files required
by ICH guidelines and applicable laws regulating
trial performance for the longer of the two
following periods: (i) twenty-five (25) years after
the end of the Trial, or (ii) such period of time as
required by local laws applicable on the conduct
of the Trial at the Site. Trial documentation must

2.13. Poskytovatel provede po ukonceni
klinického hodnoceni v centru archivaci.

Poskytovatel bude  uchovdvat vSechny
elektronické a jiné dokumenty, vietné, ale
nikoliv pouze, zdrojovych dokumentl a
dokumentace klinického hodnoceni vedené
Zkousejicim, pozadované smérnicemi ICH a
pfislusnymi zadkony upravujicimi provadéni
klinickych hodnoceni, a to po dobu dvacet pét
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be kept in a suitable location and the Site will
ensure that it is available upon the request of the
Sponsor, the ethics committee, or regulatory
authorities. Site will ensure that documents are
available even in case that Principal Investigator
leaves the Site, retires or stops working on the
Trial for any other reason.

(25) let po skonceni Hodnoceni. Dokumentace
k Hodnoceni musi byt uchovavana na vhodném
misté a Poskytovatel zajisti, Ze bude dostupna na
zadost Zadavatele, etické komise nebo
regulacnich Uradd. Poskytovatel zajisti, Ze
dokumenty budou dostupné i v pfipadé, Ze
Hlavni zkousejici opusti Poskytovatele, odejde
do dlchodu nebo prestane pracovat na
Hodnoceni z jakéhokoli jiného dlivodu.

2.14. The Contracting Partners agree to inform
the Sponsor directly and immediately in the case
that a trial subject participating in the Trial
announces or opines that his or her health has
been damaged due to his or her participation in
the Trial and that he/she is therefore entitled to
financial compensation.

2.14. Smluvni partnefi souhlasi s tim, Ze budou
pfimo a neprodlené informovat Zadavatele v
pfipadé, Ze subjekt hodnoceni Ucastnici se
Hodnoceni ozndmi nebo se domniva, Ze jeho
zdravi bylo poskozeno v disledku jeho Udasti
v Hodnoceni, a Ze je tedy opravnén k nahradé
Skody.

3. OBLIGATIONS OF THE SPONSOR

3. ZAVAZKY ZADAVATELE

3.1. The Sponsor will provide the Contracting
Partners with the necessary (e)CRF templates
and other information and documentation
required for the performance of the Trial free of
charge and in frequency necessary for the
proper performance of the Trial.

3.1. Zadavatel poskytne smluvnim partnerdim
potfebné vzory (e)CRF a dalsi informace a
dokumentaci  potfebnou pro  provedeni
Hodnoceni, a to bezplatné a v takovych casech,
jak je to nezbytné pro tadné provedeni
Hodnoceni.

3.2. Sponsor will obtain mandatory clinical trial
insurance in accordance with Section 58(2) of
Act No. 378/2007 Coll., on Pharmaceuticals
covering the liability of investigator and the Site
against claims arising from the trial, except for
claims that arise from malpractice and/or
negligence.

3.2. Zadavatel zajisti povinné pojisténi klinického
hodnoceni dle ust. § 58 odst. 2 zakona C.
378/2007 Sb., o lééivech, pokryvajici
odpovédnost zkousejiciho a Poskytovatele vici
narokdm vyplyvajicim z Hodnoceni, s vyjimkou
narokd, které vyplyvaji z nespravného postupu
a/nebo nedbalosti.

3.3. Parties agree and acknowledge that the
Sponsor will not provide nor refund study drugs
defined in the Protocol. The Trial is not
supported financially or in any other way by
commercial sponsor and the study drugs are
registered medicinal products administered as
part of standard of care. The Contracting
Partners assume responsibility for handling,
storing, dispensing and liquidating the study
drugs in accordance with applicable laws and
regulations.

3.3. Strany souhlasi a berou na védomi, Ze
Zadavatel neposkytuje ani nehradi hodnocené
IéCivo definované v Protokolu. Hodnoceni neni
finanéné ani jinym zplsobem podporovano
komerénim zadavatelem a hodnocené Iécivé
pfipravky jsou registrovanymi léCivymi pfipravky
podavanymi v ramci standardni péce. Smluvni
partnefi prebiraji odpovédnost za manipulaci,
skladovani, vydej a likvidaci hodnocenych |éciv v
souladu s platnymi zakony a predpisy.

3.4. The Sponsor undertakes to immediately
inform the Contracting Partners about the
termination of the Trial (prematurely or in due
time). Furthermore, the Sponsor is obliged to
immediately inform the Contracting Partners in
the event that regulatory authority suspends or
prohibits the conduct of the Trial, and if the

3.4, Zadavatel se zavazuje neprodlené
informovat Smluvni partnery o ukonceni
Hodnoceni (pfred¢asné nebo v fadném terminu).
Zadavatel je dale povinen neprodlené
informovat Smluvni partnery v pripadé, Ze
regulacni Urad pozastavi nebo zakaze provadéni
Hodnoceni a pokud je (docasné nebo trvale)
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consent of the ethics committees is (temporarily
or permanently) revoked. The Sponsor is also
obliged to immediately inform the Contracting
Partners of any facts that may adversely affect
the safety or health of the subjects, or affect the
further conduct of the Trial, including
information from the Trial conducted at other
evaluation sites, and to inform the Contracting
Parties of any suspected unexpected adverse
reaction effects of the investigational medicinal
product.

odvolan souhlas etickych komisi. Zadavatel je
dale povinen neprodlené informovat Smluvni
partnery o vSech skutecnostech, které mohou
nepriznivé ovlivnit bezpecnost nebo zdravi
subjektl, pripadné ovlivnit dalsi pribéh
Hodnoceni, vcéetné informaci zHodnoceni
provadéného v dalSich mistech hodnoceni, a
informovat Smluvni partnery o jakychkoli
podezienich na neocekavané nezddouci Ucinky
hodnoceného lécivého pfipravku.

3.5. All information on the collection and
handling of biological samples is included in the
Protocol and the informed consent. The Sponsor
is responsible for processing the samples in
accordance with the above documents and the
relevant legal regulations.

3.5. Veskeré informace o odbéru a manipulaci s
biologickymi vzorky jsou obsaZzeny v Protokolu a
informovaném souhlasu. Za zpracovani vzorkd v

souladu s vySe uvedenymi dokumenty a
pfisluSnymi  pravnimi  predpisy odpovida
Zadavatel.

3.6. The Sponsor undertakes not to conclude any
other contract with any employee of the Site in
connection with the Trial.

3.6. Zadavatel se zavazuje, Ze v souvislosti
s Hodnocenim neuzavie jinou smlouvu s zadnym
zaméstnancem Poskytovatele.

4. REMUNERATION

4. ODMENA

4.1. Parties agree and acknowledge that this Trial
is of purely non-commercial nature and is not
financially or in any other way supported by the
pharmaceutical industry. The Sponsor is a not-
for-profit association of clinical
oncogynecologists, the aim of the Trial is to
benefit patients by testing the hypothesis of
possible de-escalation of treatment, and the
Sponsor takes over the responsibility for all
organizational and scientific aspects of the Trial,
including its organization, design, monitoring,
mandatory insurance and regulatory
compliance. Having regard to this specific nature
of the Trial, it is agreed and understood that the
Sponsor will not provide any remuneration to
Contracting Partners for their involvement in the
Trial and Contracting Partners will be responsible
for their own costs and expenses related to their
participation in the Trial. It is agreed and
understood that the Sponsor will not reimburse
trial subjects for any travel costs or loss of
time/salary.

4.1. Strany prohlasuji a souhlasi stim, Ze
Hodnoceni je zcela nekomercni povahy a neni
financ¢né ani jinak podporovano farmaceutickym
pramyslem. Zadavatel je neziskovou organizaci
sdruzujici  klinické  onkogynekology, cilem
Hodnoceni je prospét pacientlim védeckym
dlikazem hypotézy o moznosti deeskalace lécby
a Zadavatel zajistuje veskeré organizacni a
védecké aspekty Hodnoceni, véetné jeho navrhu,
usporadani, monitorovani, povinného pojisténi a
regulatornich schvaleni. Sohledem na tuto
konkrétni povahu Hodnoceni se sjedndva a
potvrzuje, Ze Zadavatel nebude poskytovat
Smluvnim partnerim Zadnou odménu za jejich
¢innost v ramci Hodnoceni a Smluvni partnefi
sami ponesou naklady a vydaje tykajici se jejich
vlastni Ucasti v Hodnoceni. Sjednava se a
potvrzuje, Ze Zadavatel nebude poskytovat
subjektim hodnoceni nahradu cestovnich
naklad( a ndhradu za ztratu ¢asu/vydélku.
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4.2. Parties agree and acknowledge than any
party to this Agreement may be required by laws
to make public the financial terms of this
Agreement.

4.2. Strany souhlasi a berou na védomi, Ze
kterakoli strana této smlouvy mize mit ulozen
zakonny pozadavek, aby zverejnila financni
podminky této Smlouvy.

5. CONFIDENTIALITY

5. DUVERNOST INFORMACI

5.1. Although the Trial is of a non-commercial
nature, Sponsor needs to ensure that the
information generated by the Trial is not freely
used by pharmaceutical industry. Therefore,
Parties agree that all information related to the
Trial shall be confidential and none of the
Contracting Partners shall disclose any
information to a third party, without the prior
written permission of the Sponsor other than as
required to perform the Trial except if required
by law.

This does not apply to any information which:

* isinthe public domain

* ismade public by a third party acting
without impropriety in doing so

= is made by investigators at clinical
trial sites in the report of his/her
activities that is requested by
regulatory authorities or ethics
committees.

5.1. Ackoli je Hodnoceni nekomercniho
charakteru, Zadavatel je nucen pfijmout
opatreni, aby informace generované
Hodnocenim nebyly volné pouzivany

farmaceutickym prdmyslem. Strany se proto
dohodly, Ze veSkeré informace souvisejici
s Hodnocenim budou d0vérné a Zadny ze
Smluvnich partnerl nesdéli zadné informace
treti strané bez predchoziho pisemného
souhlasu Zadavatele, s vyjimkou ptipadd, kdy to
vyzaduje zakon.

Toto omezeni se nevztahuje na informace, které:

= Jsou jiz verejné dostupné,

= Jsou zverejnény treti stranou, kterd je
zverejnila v souladu s pravem

= Poskytuji  zkousSejici na  mistech
klinického hodnoceni ve zpravach, které
jsou vyZzadovany regulac¢nimi urady nebo
etickymi komisemi.

6. INTELLECTUAL PROPERTY, PUBLICATION

6. PRAVA K DUSEVNIMU

PUBLIKACE

VLASTNICTVi,

6.1. The Sponsor shall own the exclusive rights to
all results, data, findings, discoveries, inventions
and specifications created within the Trial and
related to the Trial (hereinafter referred to as
“Results”). The Contracting Partners hereby
assign all of their proprietary rights to Results to
the Sponsor in advance and the Sponsor accepts
such assigned rights. To the extent such
assighnment is impossible or impracticable,
Contracting Partners will take any legal action
necessary and execute any additional
documents allowing Sponsor to fully use and
own Results.

6.1. Zadavatel vlastni vyhradni prdva ke vsem
vysledklim, datlm, ndlezim, objevim,
vynalezim a specifikacim vytvofenym v ramci
Hodnoceni a souvisejicich s Hodnocenim (dale
jen ,Vysledky”). Smluvni partnefi timto pfedem
postupuji veskera sva vlastnickd prava k
Vysledkdm Zadavateli a Zadavatel takto
postoupena prdva pfijima. V rozsahu, v jakém je
takové postoupeni prdv nemoiné nebo
neproveditelné, Smluvni partnefi ucini jakékoliv
nezbytné pravni jednani a poskytnou jakékoli
dalsi dokumenty, které Zadavateli umozni plné
vyuzivat a vlastnit Vysledky.

6.2. Parties to this Agreement agree and
acknowledge that the Sponsor, in return of
Contracting partners’ involvement in the Trial,
will allow the Contracting partners to participate
in publication of Trial results. The rules for such
participation are set forth in the Protocol (Article
22 of its current version) and parties agree and

6.2. Strany této Smlouvy sjednavaji a prohlasuji,
e Zadavatel jako formu ocenéni (casti
Smluvnich partner( na nekomerénim hodnoceni
umozni Smluvnim partneriim podilet se na
zverejnéni vysledkll Hodnoceni. Pravidla, za
jakych se budou na zvefejnéni podilet, jsou
stanovena Protokolem (v ¢l. 22 platné verze) a
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acknowledge that such rules and procedures
represent their binding agreement in respect of
calculating the number and positions of co-
authors and publishing final report and
additional publications.

strany souhlasi a potvrzuji, Ze tato pravidla a
postupy predstavuji jejich zavaznou dohodu
ohledné vypoctu mnozstvi a pozic spoluautor( a
zvefejnéni zavérecné zpravy a dil¢ich publikaci.

6.3. Contracting Partners may not publish any
information in connection with the Trial unless
they do so with a prior specific written consent
of the Sponsor and in strict compliance with the
publication rules set forth in the Protocol. The
sole exception to this rule is cases of publications
which are mandated by the laws and regulations

6.3. Smluvni partnefi nesméji zverejrovat zadné
informace souvisejici s Hodnocenim s vyjimkou
pfipadd, kdy tak udini s pfedchozim pisemnym
souhlasem Zadavatele pro konkrétni publikaci a
za striktniho dodrZeni pravidel stanovenych
Protokolem pro publikaci. Jedinou vyjimkou z
tohoto pravidla jsou ptipady zverejnéni, které

or by decisions of competent authorities or | jsou nafizeny zdkony a predpisy nebo

independent ethics committees. rozhodnutimi pfislusnych aradu nebo
nezavislych etickych komisi.

6.4. The Contracting Partners agree to provide | 6.4. Smluvni partnefi souhlasi s tim, Ze

the Sponsor with all proposed publications or | poskytnou Zadavateli vSechny navrhované

oral presentations relating to the Trial or the
study drugs or Results (hereinafter referred to as
the “Publication”) at least sixty (60) days prior to
the intended submission or presentation of the
Publication in order to allow the Sponsor to
review it.

publikace nebo Ustni prezentace tykajici se
Hodnoceni nebo hodnocenych [ékli nebo
Vysledkt (dale jen ,,Publikace”) nejméné Sedesat
(60) dnli pred zamyslenym predlozenim nebo
prezentaci publikaci, aby je Zadavatel mohl
posoudit.

6.5. The Contracting Partners agree to impose
the same obligations and requirements for
confidentiality, intellectual property and
publications as set forth in Sections 5 and 6 on all
study team members.

6.5. Smluvni partnefi souhlasi s tim, Ze na
vSechny cleny studijniho tymu prenesou stejné
povinnosti a pozadavky na davérnost, dusevni
vlastnictvi a publikace, jaké jsou uvedeny
v ¢lancich 5 a 6.

7. DATA PROTECTION

7. OCHRANA OSOBNICH UDAJU

7.1. The Sponsor is the data controller and the
Site is Sponsor's data processor in relation to all
processing of trial subjects” personal data that is
processed for the purpose of this Trial and for
any future research use and that would not have
taken place but for this Agreement regardless
where that processing takes place.

7.1. Zadavatel je spravcem osobnich Udaja a
Poskytovatel je zpracovatelem osobnich udaju
pro Zadavatele v souvislosti s veskerym
zpracovanim  osobnich Udaji  subjektd
hodnoceni, které jsou zpracovavany pro ucely
Hodnoceni a pro jakékoli budouci vyzkumné
pouziti, a které by vibec nebyly zpracovavany
nebyt této Smlouvy, bez ohledu na to, kde k
tomuto zpracovani dochazi.

7.2. The Site is the controller of trial subjects’
personal data collected for the purpose of
providing clinical care to the trial subjects and
that would have taken place regardless of trials
subjects enrollment into the Trial.

7.2. Poskytovatel je spravcem osobnich udajd
subjektd hodnoceni shromazdénych za ucelem
poskytovani klinické péce subjektim hodnoceni,
které by probihalo bez ohledu na Gc¢ast subjekt
hodnoceni v Hodnoceni.

7.3. Inrespect of personal data processing where
Site acts as Sponsor’s data processor according
to 7.1. above, the parties will proceed as follows:
(i) In conducting all their data processing
activities, the Parties will comply with applicable

7.3. V souvislosti se zpracovdnim osobnich
Udaji, kde Poskytovatel vystupuje jako
zpracovatel osobnich Udaji pro Zadavatele dle
odst. 7.1. vySe, budou strany postupovat
nasledovné:
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privacy and data protection laws and | (i) Pfi provadéni vsech svych Ccinnosti

regulations, including the Regulation (EU) | souvisejicich se zpracovanim udajd budou strany

2016/679, on the protection of natural persons
with regard to the processing of personal data
and on the free movement of such data,
(General Data Protection Regulation, or
“GDPR”).

(ii) Sponsor and the Site will enter into a separate
data processing agreement pursuant to Article
28 GDPR (“DPA”) and will comply with the terms
of such data processing agreement. Sponsor will
be responsible for timely providing DPA to the
Site.

(iii) If applicable, Sponsor and the Site will
conclude separate standard contractual clauses
pursuant to Commission implementing decision
(EU) 2021/914, on standard contractual clauses
for the transfer of personal data to third
countries (“SCCs”). Sponsor will be responsible
for timely providing draft of such SCCs.

dodrZovat platné zakony a predpisy na ochranu
soukromi a Gdaju, véetné natizeni (EU) 2016/679
o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udajli a o volném pohybu

téchto udaji (obecné nafizeni o ochrané
osobnich udaju, dale jen ,,GDPR”).
(ii) Zadavatel a  Poskytovatel uzaviou

samostatnou smlouvu o zpracovani udaja podle
¢lanku 28 GDPR (,DPA”) a budou dodrZovat
podminky takové smlouvy o zpracovani udaju.
Zadavatel bude odpovédny za vcasné poskytnuti
DPA Poskytovateli.

(iii) Zadavatel a Poskytovatel pfipadné uzaviou
samostatné standardni smluvni dolozky podle
provadéciho rozhodnuti Komise (EU) 2021/914 o
standardnich ~ smluvnich  dolozkach  pro
predavani osobnich Udajl do tfetich zemi (dale
jen ,,SCC"). Zadavatel bude odpovédny za v€asné
poskytnuti navrhu téchto SCC.

8. LIABILITY

8. ODPOVEDNOST

8.1. No party will be liable to any other party for
any loss of profit, loss of revenue, loss of
reputation, or anticipated savings or for any
special, indirect or consequential damage arising
in connection with the Trial.

8.1. Zadna strana nebude odpovédna 7adné jiné
strané za ztratu zisku, ztratu pfijm0, ztratu
povésti nebo ocCekavanych Uspor ani za zadné
zvlastni, nepfimé nebo nasledné skody vzniklé v
souvislosti s Hodnocenim.

8.2. The Sponsor undertakes to indemnify and
hold harmless the Contracting Partners from any
claims related to the death, injury or detriment
of health of any trial subject and resulting from
the performance of procedures mandated by the
Protocol which were conducted in strict
accordance with the Protocol and with the
provisions of this Agreement. Sponsor’s
obligation to indemnify the Contracting Partners
does not apply in case such claims arise from
negligence or willful misconduct on the part of
the Medical Facility/Principal Investigator
and/or the study team members.

8.2. Zadavatel se zavazuje, Ze odskodni a ochrani
Smluvni partnery za jakékoli naroky souvisejici se
smrti, zranénim nebo Ujmou na zdravi jakéhokoli
subjektu hodnoceni a vyplyvajici z provadéni
postupl nafizenych Protokolem, které byly
provadény v Uplném souladu s Protokolem a s
ustanovenimi  této  Smlouvy.  Povinnost
Zadavatele odskodnit Smluvni partnery neplati v
pfipadé, Ze takové naroky vzniknou z nedbalosti
nebo Umysiného pochybeni ze strany
zdravotnického zafizeni/hlavniho zkousejiciho
a/nebo studijniho tymu.

8.3. The party which requires indemnity from the
other shall
(i) promptly inform the other party of any
claims brought forward by third parties,
(ii) in handling such claims, share all relevant
documents and information and permit the
other to party to participate in the
proceedings and negotiations with such
third party to the fullest extent possible, and

8.3. Strana, kterd se domahda po druhé strané
odskodnéni, musi

(i) neprodlené informovat druhou stranu o vSech
vznesenych narocich tfetich osob,

(ii) pri vyrizovani takovych narok( sdilet vsechny
relevantni dokumenty a informace a umoznit
druhé strané Ucastnit se fizeni a jednani s touto
(iii) zdrzet se jakéhokoliv uznani naroku di
odpovédnosti a neuzavfit narovnani ¢i souhlas s
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(iii) not make any admission of liability,
compromise or agree to any form of
settlement unless approved in writing and in
advance by the other party.

jakoukoli formou vyporadani, pokud to nebude
predem pisemné schvaleno druhou stranou.

9. TERMINATION

9. UKONCENi SMLOUVY

9.1. This Agreement is entered into for the
limited period of time which equals the duration
of the Trial.

Estimated duration of the Trial: 12 years

9.1. Tato smlouva se uzavira na dobu urcitou,
ktera odpovida trvani Hodnoceni.

Predpokladana doba trvani Hodnoceni: 12 let

9.2. Apart from expiration, this Agreement may

be terminated:
(i) by rescission in
applicable laws.
(ii) by a written notice in case the Trial
represents risk to the health of trial subjects,
ethics committee revoked its favorable
opinion or the respective regulatory
authority revoked authorization to conduct
the Trial at Site, or for other causes
specifically listed in this Agreement above. In
all these cases, the Agreement is terminated
with immediate effects on the day on which
the notice was served to the other party and
the parties will work together on due
winding up of the Trial.
(iii) by a written notice without cause. In
such case the Agreement ceases to exist
three (3) months termination period which
starts on after the written notice by
terminating party was served on the other

party.

accordance with

9.2. Kromé uplynuti doby platnosti mize byt tato
smlouva ukoncena:

(i) odstoupenim v souladu s platnymi zakony.

(ii) pisemnou vypovédi v pfipadé, ze Hodnoceni
predstavuje riziko pro zdravi subjekt(
hodnoceni, etickd komise odvolala své kladné
stanovisko nebo pfislusny regula¢ni urad zrusil
opravnéni k provadéni Hodnoceni v misté
hodnoceni. Ve vSech téchto pfipadech je
Smlouva ukonéena s okamzitou ucinnosti v den,
kdy byla vypovéd doruéena druhé smluvni strané
a smluvni strany budou spolecné pracovat na
fadném ukonceni Hodnoceni.

(iii) pisemnou vypovédi bez udani divodu. V
takovém pripadé Smlouva zanika tfi (3) mésicni
vypovédni lhlta, kterd pocinad bézet dnem, kdy
byla pisemna vypovéd odstupujici stranou
dorucena druhé smluvni strané.

10. FINAL PROVISIONS

10. ZAVERECNA UJEDNANI

10.1. This Agreement has been drawn up in the
Czech and English language. In case of any
interpretation  discrepancy between the
individual versions, the Czech version shall
prevail.

10.2. This Agreement and all of its Appendices
represent an entire agreement of the
Contracting Parties with respect to the subject-
matter of this Agreement.

10.3. This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic.

10.4. The Parties acknowledge and agree that
any disputes which cannot be resolved amicably
shall be submitted to and decided by the
competent court in Hradec Kralové.

10.5. The Parties acknowledge that this
Agreement shall be published in the Register of

10.1. Tato Smlouva je sepsana v Ceském a
anglickém jazyce. V pfipadé vykladovych
nesrovnalosti mezi jednotlivymi verzemi ma
prednost Ceska verze Smlouvy.

10.2. Tato Smlouva a vsechny jeji pfilohy
predstavuji Uplnou dohodu smluvnich stran o
pfedmétu této Smlouvy.

10.3. Tato Smlouva se bude fidit a vykladat v
souladu s pravnimi predpisy Ceské republiky.
10.4. Smluvni strany berou na védomi a souhlasi,
Ze projednani a rozhodovani ptipadnych spord,
které nebudou vyreSeny smirem, bude feSeno s
pomoci pfislusného soudu v Hradci Kralové.
10.5. Smluvni strany berou na védomi, Ze tato
Smlouva bude uverejnéna v registru smluv v
souladu se zdkonem ¢. 340/2015 Sb., o registru
smluv a uverfejnéni smlouvy provede
Poskytovatel. Smluvni strany berou na védomi,
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Contracts in accordance with Act No. 340/2015
Coll., on the Register of Contracts, as amended,
and that such publication shall be ensured by the
Provider. The Parties acknowledge that no
initiation visit shall take place until the final
document has been published in the Register of
Contracts.

10.6. The Provider requires the Sponsor to
provide a revised and duly approved final version
of the Agreement in a machine-readable format,
including highlighted (redacted) text which the
Sponsor considers to constitute its trade secret
pursuant to Section 504 of Act No. 89/2012 Coll.,
the Civil Code.

10.7. The Sponsor does not consider the
following information to be its trade secret: the
planned number of trial subjects at the
respective site, and the names and positions of
authorized signatories other than statutory
representatives. The Provider shall obtain the
Sponsor’s prior consent before publishing a
redacted version of the Agreement beyond the
scope of the highlighted text submitted by the

Ze nedojde kiniciacni navstévé do okamziku
uverejnéni konecného dokumentu v registru
smluv.

10.6. Poskytovatel vyZaduje zaslat Zadavatelem
revidovanou a pisemné odsouhlasenou finalni
verzi smlouvy ve strojové Citelném formatu
s podbarvenym (redigovanym) textem, ktery
Zadavatel povaZuje za obchodni tajemstvi dle
ust. § 504 zakona ¢. 89/2012 Sb., obcanského
zakoniku.

10.7. Zadavatel nepovaZuje za své obchodni
tajemstvi nasledujici informace: planovany
pocet subjektd hodnoceni na daném pracovisti,
jména a funkce povérenych osob k podpisu
smluv vyjma statutarnich zastupcl. Poskytovatel
je povinen ziskat souhlas Zadavatele pred
uverejnénim redigované smlouvy nad ramec
podbarveného textu ze strany Zadavatele.

Sponsor.
10.8. Estimated contract value: [to be
completed]
V74 [ TR dne/on.................2026 V/In Hradci Kralové dne/on.................2026
8.1.2026 15. 1. 2026
Zadavatel/Sponsor Poskytovatel/Site
V/In Hradci Kralové dne/on................. 2026

15. 1. 2026
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Hlavni zkousejici/Principal Investigator
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