Smlouva o provedeni klinického hodnoceni
humanniho lécivého pfipravku
(20220415-015)

Fakultni nemocnice Kralovské Vinohrady

se sidlem:

Srobarova 1150/50, 100 34 Praha 10 - Vinohrady

IC: 00064173, DIC: CZ00064173

zapsana: statni piispévkova organizace MZ CR;
zfizovaci listina ¢.j. MZDR 17266/-111/2012 ze dne 29.
kvétna 2012, v platném znéni

zastoupena:

MUDr. Janem Votavou, MBA - feditelem
bankovni spojeni: Ceska narodni banka, a.s.;
Na Ptikopé 28, 115 03 Praha 1

Cislo uctu: 16334101/0710

IBAN CZ38 0710 0000 0000 1633 4101

BIC CNBACZPP

ID datové schranky: zizdbpb

Nakladové stredisko KH: XXXXXXX

dale jen ,zadavatel”

a

XXX XXXX XXX XXXXX

pracovnik Fakultni nemocnice Kralovské Vinohrady
Kardiologicka klinika

datum narozeni: XXXXXXXXXXXX

dale jen ,osoba povéfena zadavatelem”

a

Albert-Ludwigs-University Freiburg, Faculty of

Medicine,

represented by the Dean of the Faculty of Medicine,

Executing department: Universitatsklinikum Freiburg,

Department Cardiology & Angiology (UHZ Freiburg),

Medical Director: Prof. Dr. Dirk Westermann

Address: Hugstetter StraBe 55, 79098 Freiburg

GERMANY

DIC/VAT: DE 142 1168 17 (VAT)

Bank. spojeni: XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXKXXXXXKXKXXXXXXXXXXXXX

IBAN: XXXXXXXXXXXXXXXXXXXX

SWIFT: XXXXXXXXXXXXX

dale jen ,poskytovatel”

a

XXXXXXXXXXXXXXXXXXXX

dale jen ,hlavni zkousejici“

DAPT-SHOCK AMI Ssite Contract

Contract for the Conduct of a Clinical Trial on a
Medicinal Product for Human Use
(20220415-0159)

Fakultni nemocnice Kralovské Vinohrady
(University Hospital Kralovské Vinohrady)
registered seat:

Srobarova 1150/50, 100 34 Prague 10 — Vinohrady
ID No.: 00064173, Tax ID No.: CZ00064173
registered as: state contributory organization of the
Ministry of Health of the Czech Republic; charter file
no. MZDR 17266/-111/2012 dated 29 May 2012, as
amended

represented by:

MUDr. Jan Votava, MBA — director

bank: Ceskd narodni banka, a.s.;

Na Ptikopé 28, 115 03 Prague 1

account number: 16334101/0710

IBAN CZ38 0710 0000 0000 1633 4101

BIC CNBACZPP

Data box ID: zizdbpb

KH cost centre: XXXXXXXXX

the "Contracting Authority"

and

XXX XXXXXXXXXXXXXX

employee of the University Hospital Vinohrady
Department of Cardiology

date of birth: XXXXXXXXXXXXXX

the "Person Authorized by the Contracting Authority

and

Albert-Ludwigs-University Freiburg, Faculty of

Medicine,

represented by the Dean of the Faculty of Medicine,

Executing department: Universitatsklinikum Freiburg,

Department Cardiology & Angiology (UHZ Freiburg),

Medical Director: Prof. Dr. Dirk Westermann

Address: Hugstetter StraRe 55, 79098 Freiburg

GERMANY

Tax ID No.: DE 142 1168 17 (VAT)

bank: XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXKXXXX
XXX KEXXXXKXXKXXXXXXXXX

IBAN: XXXXXXXXXXXXXXXXXXXXX

SWIFT: XXXXXXXXXXXXXXX

the "Provider"

and

XXXXXXXXXXXXXXXXXXXX

the "Principal Investigator"
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uzaviraji v souladu

s pfislusnym  ustanovenimi obcCanského zdkoniku
(Biirgerliches Gesetzbuch) a zakona o obéhu lécivych
pfipravkd (Gesetz (iber den Verkehr mit Arzneimitteln)
tutu Smlouvu o provedeni klinického hodnoceni
humanniho lé¢ivého pfipravku (dale jen ,,smlouva“):

PREAMBULE
Vzhledem k tomu, ze

I.  Zadavatel md zdjem, aby se Poskytovatel
Ucastnil klinického hodnoceni Hodnoceného
léCivého pripravku Kengrexal / Brillique (dale
také jen ,Hodnocené lécCivo“) a Poskytovatel a
Hlavni zkousejici maji zdjem podilet se na
klinickém hodnoceni a provést pfisluSnou
klinickou studii (dale jen , Studie”).

Il. Zadavatel mda zdjem zapojit do klinického
hodnoceni také dalSi zdravotnickd zafizeni
poskytujici zdravotni sluzby v Ceské republice,
Slovensku, Polsku, Francii a Spolkové republice
Némecko;

lll.  Poskytovatel ma zajem za stanovenych
podminek participovat na provadéni klinického
hodnoceni ve Spolkové republice Némecko;

IV.  Hlavni zkousejici je zaméstnancem
poskytovatele a tuto dohodu podepisuje jako
potvrzeni porozuméni, nikoliv vSak jako
samostatnd strana. Pokud jsou v ramci této
dohody feSeny povinnosti, uUkony nebo
opomenuti hlavniho zkousejiciho a jeho tymu,
zajisti poskytovatel, aby tyto povinnosti, Ukony
nebo opomenuti byly timto subjektem pinény.
Poskytovatel je tedy povinen zajistit, aby jeho
zaméstnanci dodrzovali vSechny podminky
protokolu a dohody;

se smluvni strany dohodly uzavfit tuto smlouvu.

L.
Pfedmét a ucel smlouvy

1.1. Predmétem této smlouvy je

klinického hodnoceni humanniho

provedeni
|écivého

DAPT-SHOCK AMI Ssite Contract

Site Freiburg (DEU)

conclude in accordance

with the relevant provisions of the Civil Code
(Biirgerliches Gesetzbuch) and the Act on the Circulation
of Medicinal Products (Gesetz iiber den Verkehr mit
Arzneimitteln) this Contract for the Conduct of a Clinical
Trial on a Medicinal Product for Human Use (the
"Contract"):

PREAMBLE
Whereas

I.  the Contracting Authority is interested in the
Provider participating in a clinical trial of the
medicinal product Kengrexal / Brillique (the
"Investigational Medicinal Product") and the
Provider and the Principal Investigator are
interested in participating in the clinical trial and
conducting the relevant clinical study (the
"Study");

Il. the Contracting Authority is also interested in
involving other health care facilities in the Czech
Republic, Slovakia, Poland, France and Germany
in the clinical trial;

lll. the Provider is interested in participating in a
clinical trial in Germany under specified
conditions;

The Principal Investigator is an employee of the
Provider and will be signing this Agreement as an
acknowledgement of understanding but not as a
separate party. Insofar as duties, acts or
omissions of the Investigator and his team are
addressed within this Agreement, the Provider
shall ensure that these duties, acts or omissions
are carried out by such entity. Therefore, the
Provider is obliged to ensure that its employees
will comply with all terms of the Protocol and
Agreement;

and the parties have agreed to conclude this
Contract.
l.
Subject matter and purpose of the Contract

1.1. The subject matter of this Contract is the
performance of a clinical trial of a human medicinal
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1.2.

pfipravku s ndzvem: ,Dudlni protidestickova
lécba pacientt s akutnim infarktem myokardu
v kariogennim Soku — studie DAPT-SHOCK AMI“,
Cislo protokolu: 13062017-23-1; Dodatek €. 3 ze
dne 22. 12. 2021, (pfiloha ¢. 1 této smlouvy),
(dale jen ,klinické hodnoceni”), ze strany
poskytovatele a hlavniho zkousejiciho.

Ugelem smlouvy je stanovit podminky k
provedeni klinického hodnoceni a vymezit
prava a povinnosti smluvnich stran pro pribéh
klinického hodnoceni a zpracovani jeho
vysledkd.

1.

Povoleni a souhlas k zahajeni klinického hodnoceni

2.1.

2.2.

3.1

Klinické hodnoceni bude provedeno na zakladé
povoleni Bundesinstitut fiir Arzneimittel und
Medizinprodukte (BfArM) ze dne 17. 1. 2022,
souhlasu etické komise pro multicentrickd
hodnoceni a souhlasu pfislusné lokalni etické
komise. Tyto dokumenty tvofi pfilohy smlouvy.

Souhlas etické komise pro multicentricka
hodnoceni (pokud bude zapotfebi), povoleni
Bundesinstitut far Arzneimittel und
Medizinprodukte (BfArM) a souhlas pfislusné
lokalni etické komise popf. dalsi nezbytné
souhlasy zajisti pred zahajenim klinického
hodnoceni zadavatel v soucinnosti s
poskytovatelem.

1l.
Misto a doba provedeni klinického hodnoceni

Klinické  hodnoceni bude provedeno ve
zdravotnickém zafizeni poskytovatele, na
adrese: ) 9,0.0,0.0:0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0:0.0.0.0¢
pod vedenim hlavniho zkousejiciho:
XXX XXXXXXRXXXXXXXX.  Hlavni
zkousejici provede klinické hodnoceni v souladu
s pokyny zadavatele, na zakladé pfislusnych
prav a povinnosti stanovenych touto smlouvou
a protokolem hlavnimu zkousejicimu nebo
poskytovateli a pfislusnych pravnich predpist.
Hlavni zkousejici, ktery je v zaméstnaneckém
poméru k poskytovateli, podpisem této
smlouvy prohlasuje, Ze ziskal pred zahdajenim
klinického hodnoceni souhlas poskytovatele
s jeho provadénim.

DAPT-SHOCK AMI Ssite Contract

product called: "Dual antiplatelet therapy of patients
with acute myocardial infarction in cariogenic shock
—DAPT-SHOCK AMI study ", protocol number:
13062017-23-1; Amendment No. 3 of 22 December
2021, (Annex No. 1 to this Contract), (the "Clinical
Trial"), by the Provider and the Principal Investigator.

1.2. The purpose of the Contract is to determine the
conditions for conducting the Clinical Trial and to
define the rights and obligations of the parties for
the course of the Clinical Trial and the processing of
its results.

.
Authorization and permit to start a Clinical Trial

2.1.  The Clinical Trial will be carried out based on a
permit Bundesinstitut fiir Arzneimittel und
Medizinprodukte (BfArM) of 17 January 2022, the
consent of the ethics committee for multicentre
trials and the consent of the relevant local ethics
committee. These documents form annexes to
the Contract.

2.2.  Approval of the ethics committee for multicentre
trials (if required), permission Bundesinstitut fiir
Arzneimittel und Medizinprodukte (BfArM) and
the consent of the relevant local ethics
committee or other necessary consents shall be
obtained by the Contracting Authority in
collaboration with the Provider prior to the start
of the Clinical Trial.

1.
Place and time of the Clinical Trial

3.1. The Clinical Trial will be performed at the
Provider's medical facility, at:
1, 9,9.9.9.0.9.0.9.0.9.0.9.0.9.0.9.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.¢.0.0:¢
under the guidance of the Principal Investigator:
XXX XXXXXXXXXXXXXXX The Principal
Investigator will conduct the Clinical Trial in
accordance with the instructions of the
Contracting Authority, subject to the relevant
rights and obligations set forth in this Contract
and protocol by the Principal Investigator or
Provider and applicable law. By signing this
Contract, the Principal Investigator, who is
employed by the Provider, declares that he has
obtained the provider's consent to conduct the
Clinical Trial prior to its commencement.
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3.2.

4.1.

4.2.

4.3.

Poskytovatel prohlasuje, Ze je zdravotnické 3.2.

zarizeni vybaveno k tomu, aby vném bylo
provedeno klinické hodnoceni a poskytovatel a
hlavni zkousejici souhlasi s provedenim
klinického hodnoceni za podminek uvedenych
v protokolu klinického hodnoceni, této smlouvé
a prislusnych pravnich predpisech. Poskytovatel
a hlavni zkouSejici mohou ustanovit osoby,
které povazuji za vhodné, aby se jako
spoluzkousejici ¢i dalsi ¢lenové studijniho tymu
podilely na provadéni klinického hodnoceni.
VSichni  spoluzkousejici a dalsi ¢lenové
studijniho tymu musi byt patficné vzdélani a
kvalifikovani.

v.
Doba ndboru subjektti hodnoceni a platnosti
smlouvy

Nabor subjektl hodnoceni bude probihat
nejdfive od data uzavieni této smlouvy a
schvaleni klinického hodnoceni regulaénimi
organy (nabyti pravni moci pfislusného
rozhodnuti) v predpokladané dobé do 31. 5.
2023. Predpokladda se, Ze do klinického
hodnoceni bude poskytovatelem a hlavnim
zkousejicim zafazeno celkem 10 subjektu
hodnoceni.

V pfipadé, ze bude dosazeno celkového poctu
zarazenych subjektll hodnoceni uvedeného
vodst. 4.1. tohoto ¢lanku, zavazuje se
poskytovatel/hlavni  zkousSejici neprodlené
informovat o této skutecnosti zadavatele a
zadavatel si vyhrazuje pravo neumozZnit
navyseni celkového poctu subjektl hodnoceni.
O tomto rozhodnuti zadavatel bez zbyte¢ného
odkladu vyrozumi hlavniho zkousejiciho/
poskytovatele.

Tato smlouva se uzavird na dobu trvani
klinického hodnoceni a jeji ucinnost zanikd
radnym ukoncenim klinického hodnoceni, tzn.
uzavienim centra ve zdravotnickém zatizeni
spolu s predanim pisemné informace od
zadavatele o uzavieni databdze klinického
hodnoceni a zodpovézeni veskerych divodnych
dotazli ve vztahu ke klinickému hodnoceni ze
strany hlavniho zkousejiciho. Predpokladany

DAPT-SHOCK AMI Ssite Contract

The Provider declares that the medical facility is
equipped to conduct a Clinical Trial and that the
Provider and Principal Investigator agree to
conduct the Clinical Trial under the conditions set
forth in the Clinical Trial report, this Contract and
applicable law. The Provider and the Principal
Investigator may appoint persons they deem
appropriate to participate in the conduct of the
Clinical Trial as co-examiners or other members
of the study team. All co-examiners and other
members of the study team must be properly
trained and qualified.

Iv.

Time of recruitment of trial subjects and validity of

4.1.

4.2.

4.3.

Site Freiburg (DEU)

the Contract

Recruitment of trial subjects will take place at the
earliest from the date of conclusion of this
Contract and approval of the Clinical Trial by the
regulatory authorities (entry into force of the
relevant decision) in the expected time by 31
May 2023. It is expected that a total of 10 trial
subjects will be included in the Clinical Trial by
the Provider and the Principal Investigator.

If the total number of included trial subjects
referred to in para. 4.1 of this article is reached,
the Provider / Principal Investigator undertakes
to immediately inform the Contracting Authority
of this fact and the Contracting Authority
reserves the right not to allow an increase in the
total number of trial subjects. The Contracting
Authority shall notify the Principal Investigator /
Provider of this decision without undue delay.

This Contract is concluded for the duration of the
Clinical Trial and its effectiveness expires upon
the proper completion of the Clinical Trial, i.e.
upon closure of the centre in the medical facility
together with the transmission of written
information from the Contracting Authority on
the closure of the Clinical Trial database and the
answering of all reasonable questions in relation
to the Clinical Trial by the Principal Investigator.
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termin ukonceni klinického hodnoceni je
kvéten 2024. Tento termin muUZe byt zménén
po vzajemné dohodé zucastnénych stran.

V.

Zakladni podminky provadéni klinického hodnoceni

5.1

5.2.

5.3.

Poskytovatel a hlavni zkousejici provedou
klinické hodnoceni v souladu s touto smlouvou
a pfi dodrzeni platnych pravnich predpist
Evropské unie a Spolkové republiky Némecko, a
to zejména zdkona o obéhu IéCivych pripravki
(Gesetz iiber den Verkehr mit Arzneimitteln), a
ve shodé se zakladnimi podminkami a zdsadami
stanovenymi:

a) v povoleni vydaném k provedeni
klinického hodnoceni ¢ 61-3910-
4045004 vydaném Bundesinstitut fir
Arzneimittel und Medizinprodukte,
Bonn, Némecko dne 17. 1. 2022 (dale
téz jen ,BfArM Bonn“) a dalSimi subjekty
uvedenymi ve ¢l. . této smlouvy;

b) v protokolu klinického hodnoceni.

Klinické hodnoceni bude provedeno rovnéz ve
shodé se zasadami spravné klinické praxe a
podminkami  vychazejicimi z  Helsinské
deklarace.

Dokumenty uvedené v odst. 5.1. pism. b) jsou
dlvérné a informace o jejich obsahu mohou byt
poskytnuty jen zaméstnancim poskytovatele
ucastnicim se  klinického hodnoceni a
subjektim uvedenym ve ¢l. I, ve €l. VII., odst.
7.1.a 7.2. a prislusnym kontrolnim organtm.

VI.

Vybér subjektd klinického hodnoceni a vyzadani

6.1.

jejich souhlasu

Zarazeni subjektl hodnoceni do klinického
hodnoceni bude mozné wvyluécné s jejich
pisemnym souhlasem (Informovany souhlas) a
po jejich fadném pouceni. Vyzadani souhlasu
od subjektl hodnoceni musi byt ve shodé s
etickymi principy, platnymi pravnimi predpisy a
spravnou klinickou praxi.

DAPT-SHOCK AMI Ssite Contract

The expected date of completion of the Clinical
Trial is May 2024. This date can be changed by
agreement of the parties involved.

V.
Basic conditions for conducting the Clinical Trial

5.1. The Provider and the Principal Investigator will
conduct the Clinical Trial in accordance with this
Contract and in compliance with the applicable
legislation of the European Union and the Federal
Republic of Germany, in particular the Act on the
Circulation of Medicinal Products (Gesetz iiber
den Verkehr mit Arzneimitteln), and in
accordance with the basic conditions and
principles set out:

a) in the permit issued for the implementation
of clinical trial no. 61-3910-4045004 issued by
the Bundesinstitut fiir Arzneimittel und
Medizinprodukte, Bonn, Germany on 17
January 2022 ("BfArM Bonn") and other
entities referred to in Art. Il. of this Contract;

b) in the clinical trial report.

5.2.The Clinical Trial will also be conducted in
accordance with the principles of good clinical
practice and the conditions based on the Declaration
of Helsinki.

5.3.The documents referred to in para. 5.1. let. (b) are
confidential and information on their content may
be provided only to the staff of the Provider
participating in the Clinical Trial and to the entities
referred to in Art. Il, in Art. VII., para. 7.1. and 7.2.
and the competent control authorities.

VL.
Selection of trial subjects and requesting their consent

6.1. The inclusion of subjects in the Clinical Trial will
be possible only with their written consent
(Informed Consent) and after properly
instructing them. Requests for consent from trial
subjects must be in accordance with ethical
principles, applicable law, and good clinical
practice.
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6.2.

6.3.

6.4.

6.5.

7.1.

Zadavatel prohlasuje, Ze predal hlavnimu
zkousejicimu formular informovaného souhlasu
subjektu hodnoceni se zafazenim do klinického
hodnoceni ve verzi schvalené BfArM, Bonn a
pfislusnou etickou komisi (MEK a LEK),
obsahujici veskeré pozadavky Protokolu, této
smlouvy a pfislusnych pravnich predpist, a
formuldf pisemného pouceni pro subjekt
hodnoceni. V pfipadé, Ze subjekt hodnoceni
souhlasi se zatazenim do klinického hodnoceni,
pozada ho hlavni zkouSejici o podpis
informovaného souhlasu, a to pred zahajenim
klinického hodnoceni a pfed provedenim
uvodniho vysetfeni nebo testu v ramci
klinického hodnoceni.

Podepsané Informované souhlasy budou
ulozeny v dokumentaci o klinickém hodnoceni
vedené u hlavniho zkousejiciho.

Pokud hlavni zkousejici kdykoliv v priibéhu
klinického hodnoceni zjisti, Ze subjekt
hodnoceni  nespliiuje  kritéria  klinického
hodnoceni, bude otom neprodlené pisemné
informovat zadavatele. Zadavatel mize takovy
subjekt hodnoceni z klinického hodnoceni
vyradit.

Hlavni zkousejici, poskytovatel i zadavatel jsou
v pribéhu klinického hodnoceni i po jeho
ukoncéeni povinni dbat pfislusnych pravnich
predpist o ochrané osobnich Udaju a informaci
o osobnich pomérech subjektd hodnoceni
zarfazenych do klinického hodnoceni, zejména
natizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016, o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Udaji a o volném pohybu téchto
udajli a o zruseni smérnice 95/46/ES.

VII.
Monitorovani a kontrola priabéhu klinického
hodnoceni

Prdbéh a provadéni klinického hodnoceni
budou koordinovany, @ monitorovany a
auditovany povérenymi osobami zadavatele
v pribéhu béiné pracovni doby, kterym

DAPT-SHOCK AMI Ssite Contract

6.2.

6.3.

6.4.

6.5.

7.1.

Site Freiburg (DEU)

The Contracting Authority declares that it has
provided the Principal Investigator with the
informed consent form of the subjects to be
included in the Clinical Trial in a version approved
by BfArM, Bonn and the relevant ethics
committee (MEK and LEK) containing all
requirements of the Protocol, this Contract and
relevant legislation for the trial subject. If the trial
subject agrees to be included in the Clinical Trial,
the Principal Investigator will ask him or her to
sign an informed consent before the Clinical Trial
begins and before the initial examination or test
is performed as part of the Clinical Trial.

The signed Informed Consents will be stored in
the Clinical Trial documentation kept by the
Principal Investigator.

If at any time during the Clinical Trial the Principal
Investigator finds that the trial subject does not
meet the criteria of the Clinical Trial, it shall
immediately inform the Contracting Authority in
writing. The Contracting Authority may exclude
such a subject from the Clinical Trial.

During and after the Clinical Trial, the Principal
Investigator, the Provider and the Contracting
Authority are obliged to observe the relevant
legal regulations on the protection of personal
data and information on the personal
circumstances of the trial subjects included in the
Clinical Trial, in particular Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
individuals with regard to the processing of
personal data and on the free movement of such
data and repealing Directive 95/46/EC.

VII.
Monitoring and control of the Clinical Trial

The course and conduct of the Clinical Trial will
be coordinated, monitored and audited by the
authorized persons of the Contracting Authority
during the normal business hours, to whom the
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7.2.

7.3.

7.4.

a)

b)

poskytovatel i hlavni zkousSejici umozni pristup
k vybaveni a =zafizeni pouZitému pro ucely
klinického hodnoceni, ke vSem informacim
ziskanym v ramci klinického hodnoceni,
i k vysledkim laboratornich testl, zkousek a
jinych zdznamU o subjektech hodnoceni
zarazenych do klinického hodnoceni. Uvedené
osoby jsou opravnény nahliZzet do zdravotnické
dokumentace subjektll hodnoceni v rozsahu
stanoveném Informovanym souhlasem pro
subjekty hodnoceni, ktery je nezbytny pro
kontrolu spravnosti dat zaznamenavanych do
dokumentace klinického hodnoceni. V pfipadé
zaméru zadavatele provést jakykoli audit,
monitoring ¢ kontrolu u poskytovatele,
pfipadné bude-li zadavatel informovan o
zaméru jakéhokoli regula¢niho utradu provést
audit, monitoring ¢i kontrolu u poskytovatele,
zavazuje se zadavatel o takové skutecnosti
pisemné vyrozumét hlavniho zkousejiciho
a/nebo poskytovatele nejméné 5 dnl pisemné
predem.

Zadavatel muUZe povéfit auditem nebo
monitorovanim pracovniky jinych organizaci,
avSak je povinen tuto skute€nost oznamit
poskytovateli a hlavnimu zkousejicimu.
Zadavatel je povinen zavazat veskeré osoby
podilejici se na kontrole dle tohoto c¢lanku
smlouvy k zachovavani povinnosti micenlivosti.

Poskytovatel se zavazuje umoZnit osobam
povéfenym  zadavatelem kontrolou (i
monitorovanim klinického hodnoceni pfistup:

do prostor a zafizeni, kde probiha klinické
hodnoceni;

informacim
klinickym

k jakymkoli relevantnim
souvisejicim s provadénym
hodnocenim na zakladé této smlouvy.

Subjekty hodnoceni budou pouceny v souladu
s ¢l. VI., odst. 6.1. této smlouvy a informovany
také o tom, Ze udaje ziskané o nich v pribéhu
klinického hodnoceni mohou byt pro ucely
kontroly pouzity a predlozeny také prislusSnym
statnim organtm Spolkové republiky Némecko
a evropskym kontrolnim Gradim, pricemz

DAPT-SHOCK AMI Ssite Contract

7.2

7.3.

7.4.

a)

b)

Site Freiburg (DEU)

Provider and the Principal Investigator will
provide access to the equipment and facilities
used for the Clinical Trial, all information
obtained in the Clinical Trial, and the results of
laboratory tests, trials and other records of trial
subjects enrolled in the Clinical Trial. The
aforementioned persons are entitled to inspect
the medical records of the trial subjects to the
extent specified by the Informed Consent for the
trial subjects, which is necessary to check the
accuracy of the data recorded in the Clinical Trial
documentation. If the Contracting Authority
intends to carry out any audit, monitoring or
inspection at the Provider, or if the Contracting
Authority is informed of the intention of any
regulatory authority to carry out an audit,
monitoring or inspection at the Provider, the
Contracting Authority undertakes to notify the
Principal Investigator and/or the Provider in
writing at least 5 days in advance.

The Contracting Authority may entrust audit or
monitoring to staff of other organizations but is
obliged to notify the Provider and the Principal
Investigator. The Contracting Authority is obliged
to ensure that all persons participating in the
inspection pursuant to this article of the Contract
observe the duty of confidentiality.

The Provider undertakes to allow the persons
authorized by the Contracting Authority to
control or monitor the Clinical Trial to access:

premises and facilities where the Clinical Trial
takes place;

any relevant information related to the Clinical
Trial being performed under this Contract.

Trial subjects will be instructed in accordance
with Art. VI., para. 6.1. of this Contract and are
also informed that the data obtained during the
Clinical Trial may be used for control purposes
and submitted to the competent national
authorities of the Federal Republic of Germany
and to european control authorities, the relevant
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8.1.

b)

c)

prislusna Uprava bude obsaZena

v informovaném souhlasu.

VIIL.
Ostatni ujednani

V souvislosti se ziskavanim a zaznamenavanim
Udaji a dat vramci klinického hodnoceni se
poskytovatel a hlavni zkousejici zavazuiji:

poskytovat a zapisovat data z klinického
hodnoceni prostfednictvim systému, ktery
zpfistupni zadavatel, pricemz systém musi byt
zpristupnén jesté pred zahajenim klinického
hodnoceni;

poskytovat adekvatni odpovédi na pisemné
dotazy a vyzvy zadavatele do 5 dnl od jejich
doruceni;

zabranit neopravnénému pristupu k datdm
zajisténim  fyzického zabezpeceni studijni
dokumentace a  zajisténim  dodrzovani
divérného rezimu veskerych oznacenych
informaci a udaji zaméstnanci poskytovatele,
jakoz i jakychkoli jinych osob podilejicich se na
provadéni klinického hodnoceni.

8.2. Zadavatel prostfednictvim  tfetiho
subjektu opravnéného k  provozovani
postovnich sluzeb (kuryra) zajisti distribuci
zasilky hodnoceného IéCiva, jehoz specifikace je
uvedena v protokolu o klinickém hodnoceni, do
lékarny poskytovatele, kde je odpovédny
farmaceut prevezme a zkontroluje (jako jiné
zasilky - tzn. neni-li poSkozena, v pfipadé
zvlastnich pozadavk( na transport, byly-li tyto
pozadavky dodrzeny, pfijem zasilky potvrdi),
nasledné si na Zzadanku hlavni zkousejici
hodnocené lécivo vyzvedne a bude za néj plné
zodpovédny. Zadavatel zajisti dodavku na
vlastni naklady na adresu:

1 9,9,9,9,9.9,0,0.0,0,0,9.0.9,0,0,0.0.0,0.0,9.0.0,¢
1 9,9,9,9,9.9,0,0.0.0,0,9.0.9,:0,0,0.0.0,0.0.9.0.0,¢
XXXXXXXXXXXXXXXKXKXXRXXXX
XXXXXXXKXXRXXXXKXKXXXXXXX

DAPT-SHOCK AMI Ssite Contract

8.1.

8.2

b)

Site Freiburg (DEU)

provision being included in the informed

consent.

VIII.
Other provisions

In connection with the acquisition and recording
of figures and data within the Clinical Trial, the
Provider and the Principal Investigator undertake
to:

provide and record data from the Clinical Trial
through a system made available by the
Contracting Authority, and the system must be
made available before the start of the Clinical
Trial;

provide adequate answers to written questions
and notifications from the Contracting Authority
within 5 days of their delivery;

prevent unauthorized access to data by ensuring
the physical security of the study documentation
and ensuring compliance with the confidentiality
of all marked information and data by the
Provider's staff, as well as any other persons
involved in conducting the Clinical Trial.

The Contracting Authority, through a third party
authorized to operate postal services (courier),
ensures the distribution of the consignment of
the Investigational Medicinal Product specified in
the Clinical Trial report to the Provider's
pharmacy, where the responsible pharmacist
receives and inspects it (like other consignments,
i.e. if there is no damage, in case of special
transport requirements, if these requirements
have been met, the receipt of the consignment
will be confirmed), then at the request of the
Principal Investigator it will pick up the
Investigational Medicinal Product and will be
fully responsible for it. The Contracting Authority
shall arrange for the delivery at its own expense
to the address:

1 9,0,0,9,9.9.9,0,0.0.90,0,0,0.0.9.9,0,0.0.0,0,0.9.9,0,0.¢
1, 9,:0,0,9,9.9.9,0,0.0.0,0,0,0.0.9.9,0.0.0.0,0,0.9.9,0,0.¢
1, 9,0,0,9,9.9.9,0,0.0.0,0,¢,9.9.9.9,0,0.0.0,0,0.9.9,0,0.4
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8.3.

8.4.

8.5.

Zadavatel prohlasuje, Ze pro vyrobu (dovoz)
hodnoceného |éciva, jeho oznacovani, baleni a
distribuci poskytovateli jsou splnény veskeré
podminky stanovené pfisluSnymi pravnimi
predpisy a spravnou distribu¢ni praxi.

Zadavatel se prostfednictvim trfetiho subjektu
zavazuje bezplatné zajistit hodnocené lécivo v
mnoiZstvi a c¢asovych intervalech potiebnych
pro radné provedeni klinického hodnoceni.

Zadavatelem poskytnuté hodnocené |écivo
pouzije poskytovatel a hlavni zkousejici pouze
pro ucely provedeni klinického hodnoceni.
Hodnocené |écivo, které nebude pouzito
v rdmci klinického hodnoceni, je poskytovatel
povinen vratit zadavateli na jeho naklady do
jeho sidla, ktery je dle zdkona povéren jeho
pfipadnou likvidaci.

Poskytovatel se zavazuje uschovat veskerou
dokumentaci uloZenou ve svazku hlavniho
zkousSejiciho i dokumentaci vztahujici se k
subjektim hodnoceni po dobu 25ti let od
ukonceni klinického hodnoceni.

Zasilani nebezpeéného zboZi a infekéniho
materialu (véetné vzorkl infekénich subjekti)
se Fidi pfislusnymi  pravnimi  predpisy.
Poskytovatel odpovida za zajisténi toho, Ze
kazda osoba, kterda bude balit a manipulovat
s nebezpeénym  zboZim nebo infekénim
materidlem za uUcelem jeho expedice ze
zdravotnického zafizeni poskytovatele, bude

jednat vsouladu spfisluSnymi  pravnimi
predpisy.
Poskytovatel se zavazuje postupovat také

v souladu s pfislusSnymi ustanovenimi zakona o
obéhu lécivych pripravkl (Gesetz iiber den
Verkehr mit Arzneimitteln) tj. zajisti, ze
hodnocené |é¢ivo bude  pfipravovano,
upravovano, kontrolovano, uchovédvdno a
vyddvano v souladu se spravnou lékarenskou
praxi.

DAPT-SHOCK AMI Ssite Contract

8.3.

8.4.

8.5.

Site Freiburg (DEU)

The Contracting Authority declares that for the
production (import) of the Investigational
Medicinal Product, its labelling, packaging and
distribution by the Provider, all conditions
stipulated by the relevant legal regulations and
good distribution practice are met.

The Contracting Authority, through a third party,
undertakes to provide the Investigational
Medicinal Product free of charge in the quantities
and time intervals necessary for the proper
conduct of the Clinical Trial.

The Investigational Medicinal Product provided
by the Contracting Authority will be used by the
Provider and the Principal Investigator only for
the purpose of conducting the Clinical Trial. The
Provider is obliged to return the Investigational
Medicinal Product that will not be used within
the Clinical Trial to the Contracting Authority at
its headquarters, which is authorized by law to
dispose of it.

The Provider undertakes to keep all
documentation stored in the Principal
Investigator's file as well as documentation
relating to the subjects of the trial for a period of
25 years from the end of the Clinical Trial.

The shipment of dangerous goods and infectious
material (including samples of infectious agents)
is governed by applicable law. The Provider is
responsible for ensuring that any person who
packs and handles dangerous goods or infectious

material for shipment from the Provider's
medical facility complies with applicable
legislation.

The Provider also undertakes to proceed in
accordance with the relevant provisions of the
Act on the Circulation of Medicinal Products
(Gesetz iiber den Verkehr mit Arzneimitteln) i.e.
ensure that the Investigational Medicinal Product
is prepared, modified, controlled, maintained
and dispensed in accordance with good
pharmacy practice.
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8.6.

9.1.

Zadavatel se timto zavazuje, Ze v souvislosti
s touto studii neuzavie zadnou jinou smlouvu
s Zadnym zaméstnancem poskytovatele.

IX.
Farmakovigilan¢ni povinnosti

Hlavni zkouSejici je povinen neprodlenég, a to
nejpozdéji do 24 hodin, hlasit zadavateli
zpUsobem a ve |haté stanovené protokolem
nebo vsouboru informaci pro zkousejiciho
kazdou zavaznou nezadouci pfihodu, ke které
dojde v pribéhu klinického hodnoceni,
s vyjimkou téch prihod, které protokol nebo
soubor informaci pro zkousejiciho oznacuji za
prihody nevyzadujici neprodlené hlaseni.

X.

Nahrada za poskozeni zdravi subjektu hodnoceni,

10.1.

10.2.

10.3.

odpovédnost mezi stranami a zaruka

Zadavatel prohlasuje, Zze v souladu s § 40a
zakona o obéhu lécivych pripravku (Gesetz liber
den Verkehr mit Arzneimitteln) zajistil na celou
dobu provadéni klinického hodnoceni pojisténi
odpovédnosti za Skodu pro zkousejiciho a
poskytovatele, jehoZz prostfednictvim je
zajisténo i odSkodnéni v pripadé smrti subjektu
hodnoceni nebo v pfipadé Ujmy vzniklé na
zdravi  subjektu  hodnoceni v dusledku
provadéni  klinického hodnoceni. Kopie
pojistného certifikatu tvofi pfilohu ¢. 5 této
smlouvy.

Zadavatel se zavazuje poskytnout poskytovateli
a hlavnimu zkousejicimu nahradu Skody na
zdravi  zplsobené ucastnikovi klinického
hodnoceni ve vysi, kterou Ucastnik klinického
hodnoceni nebo jeho zdkonny zastupce uplatni
vzdjemnou dohodou nebo kterou pravomocné
pfiznd soud. Tento narok se vSak musi vztahovat
vyhradné k Ujmé na zdravi zpUsobené subjektu
hodnoceni, ktery se radné ucastnil Klinického
hodnoceni v pftic¢inné souvislosti s Klinickym
hodnocenim, pouzitim Hodnoceného lécivého
pfipravku nebo postupem pouzitym v souladu
se zpravou o Klinickém hodnoceni.

Zadavatel neni povinen k nahradé skody za
Ujmu na zdravi v rozsahu, prokaze-li, Ze:

DAPT-SHOCK AMI Ssite Contract

8.6. The Contracting Authority hereby undertakes not

9.1.

to enter into any other contract with any of the
Provider's employees in connection with this
study.
IX.
Pharmacovigilance obligations

The Principal Investigator is obliged to report to
the Contracting Authority without delay, and at
the latest within 24 hours, in the manner and
within the time limit specified in the protocol or
in the investigator's information file any serious
adverse events that occur during the Clinical
Trial, except for those events which the protocol
or investigator's information file designate as
events that do not require immediate reporting.

X.

Compensation for damage to the health of a trial
subject, liability between the parties and warranty

10.1.

10.2.

10.3.

Site Freiburg (DEU)

The Contracting Authority declares that in
accordance with Section 40a of the Act on the
Circulation of Medicinal Products (Gesetz iiber
den Verkehr mit Arzneimitteln) it provided
liability insurance for the Investigator and the
Provider for the entire duration of the Clinical
Trial, through which compensation is also
provided in the event of the death of the trial
subject or damage to the health of the trial
subject as a result of the Clinical Trial. A copy of
the insurance certificate constitutes Annex No. 5
to this Contract.

The Contracting Authority undertakes to provide
the Provider and the Principal Investigator with
compensation for damage to health caused to
the trial subject in the amount claimed by the
trial subject or their legal representative or
granted by court. However, this claim must relate
exclusively to the damage to health caused to the
trial subject who duly participated in the Clinical
Trial in a causal relationship with the Clinical Trial,
the use of the Investigational Medicinal Product
or the procedure used in accordance with the
Clinical Trial report.

The Contracting Authority shall not be liable for
damages for personal injury to the extent that it
proves that:
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b)

c)

d)

10.4.

Ujma na zdravi subjektu hodnoceni byla
zpUsobena plné ¢i casteCné zavinénym
jednanim subjektu hodnoceni nebo jeho
zakonného zastupce; nebo

Ujma na zdravi subjektu hodnoceni byla piné
¢i  Castecné  zplsobena  protipravnim
umyslinym ¢i hrubym nedbalostnim jedndnim
¢i jinym zavainym porusenim povinnosti
stanovenych pro poskytovatele, hlavniho
zkousejiciho ¢i jeho spolupracovniky pravnim
predpisem, touto smlouvou; nebo

poskytovatel neoznamil zadavateli, Ze byl
vznesen takovy narok na nahradu Ujmy, ato
ve lh(té 60 (Sedesati) dnli od okamziku, kdy
tento narok byl vznesen, nejpozdéji vSak do 60
(Sedesati) dnli od okamziku, kdy se tuto
skute¢nost dozvédél nebo dozvédét mél a
mohl; nebo

poskytovatel uznal narok na nahradu ajmy
vzneseny subjektem hodnoceni, aniz by
obdrzel pfedchozi  pisemny  souhlas
zadavatele, pokud je zakonem uznan;

zdravotnickd a jina dokumentace vztahuijici se
k Ujmé na zdravi v dlsledku Ucasti v klinickém
hodnoceni  nebyla vedena vsouladu
s pfislusnymi pravnimi pfedpisy resp. tak, aby
bylo moino prabéh klinického hodnoceni
podrobné zrekonstruovat a veskeré udaje
presné vykazat, zhodnotit a ovéfit.

Poskytovatel nebo hlavni zkousejici bude
zadavatele informovat o vSech okolnostech, o
kterych je mozné se domnivat, Ze by mohly vést
ke vzniku naroku nebo fizeni a kterych si jsou
pfimo védomi a budou zadavatele primérené
informovat o vyvoji takového naroku nebo
fizeni, i kdyz se poskytovatel a hlavni zkousejici
rozhodnou neuplatnit na zakladé téchto
podminek narok na nahradu ujmy. Obdobné
zadavatel bude informovat poskytovatele a
hlavniho zkousejiciho o veskerych okolnostech,
jakoz i o vyvoji takového naroku nebo fizeni,
vzneseného pfimo proti zadavateli.

DAPT-SHOCK AMI Ssite Contract

a)

b)

c)

d)

10.4.

Site Freiburg (DEU)

the damage to the health of the trial subject was
caused in whole or in part by the actions of the
trial subject or their legal representative; or

damage to the health of the trial subject was
fully or partially caused by unlawful intentional
or gross negligent conduct or other significant
breach of obligations set for the Provider, the
Principal Investigator or its associates by law or
this Contract; or

the Provider did not notify the Contracting
Authority that such a claim for damages was
made within 60 sixty) days from the moment
this claim was made, but no later than within 60
(sixty) days from the moment when it became
aware of this fact or should and could have
become aware of it; or

the Provider acknowledged the claim for
damages raised by the trial subject without
obtaining the prior written consent of the
Contracting Authority, if legally recognised;

medical and other documentation related to
damage to health as a result of participation in
the Clinical Trial was not kept in accordance
with applicable legislation or in such a way that
the course of the Clinical Trial can be
reconstructed in detail and all data accurately
reported, evaluated and verified.

The Provider or the Principal Investigator shall
inform the Contracting Authority of all
circumstances which may be believed to give rise
to a claim or proceeding and of which they are
directly aware and shall reasonably inform the
Contracting Authority of the development of
such claim or proceeding, even if the Provider
and the Principal Investigator decide not to claim
damages based on these conditions. Similarly,
the Contracting Authority shall inform the
Provider and the Principal Investigator of all
circumstances, as well as of the development of
such a claim or proceeding, brought directly
against the Contracting Authority.
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10.5.

10.6.

10.7.

10.8.

10.9.

Strany se dohodly, Ze Instituce spini své
pojistné povinnosti obsazené v této smlouve
bud prostrednictvim pojisténi odpovédnosti za
Skodu, nebo prostfednictvim programu
samopojisténi, kterému podléhaji podle zasad
spolkové zemé Badensko-Wiirttembersko.

Povinnosti zadavatele uvedené v tomto ¢lanku
smlouvy zlstdvaji v platnosti i po ukonceni
ucinnosti této smlouvy.

Zadavatel neni opravnén bez predchoziho
pisemného souhlasu  poskytovatele  pfi
vyfizovani ndarok(i tretich stran pfiznat
pochybeni poskytovatele nebo zkousejiciho, je-
li zdkonem uznan.

Poskytovatel se zavazuje provadét studii s
maximalni peclivosti a pfi dodrZzeni uznavanych
a obecné schvalenych védeckych standardd.
Smluvni strany jsou si védomy rizika uspéchu i
neuspéchu spojeného s vyzkumnou praci. S
ohledem na vyzkumnou povahu préce
poskytovatel nezarucuje urcity vysledek prace,
ani nezarucuje, ze vysledek prace mize byt
pouzit k uréitému ucelu nebo komercné vyuzit
nebo Ze je prosty prav pramyslového vlastnictvi
tfetich osob. Pokud se poskytovatel dozvi o
takovych protichGdnych majetkovych prévech,
zavazuje se o tom neprodlené informovat
zadavatele. Nevznikd povinnost provadét
Setreni.

Poskytovatel odpovida za umysl a hrubou
nedbalost. V pripadé lehké nedbalosti je
odpovédnost smluvnich stran za Skodu, kterd
nevznikla v disledku Ujmy na Zivoté, téle nebo
zdravi, omezena na (a) Skodu predvidatelnou a
typickou pro smlouvu v dobé uzavieni smlouvy,
pokud Skoda vznikla v duasledku poruseni
podstatné smluvni povinnosti, a (b) na hodnotu
smlouvy, pokud Skoda vznikla v dlsledku
poruseni jiné povinnosti. Podstatné smluvni
povinnosti jsou takové povinnosti, jejichz
splnéni umoznuje fadné plnéni smlouvy a/nebo
na jejichz splnéni druhda smluvni strana
pravidelné spoléha a muze spoléhat.

DAPT-SHOCK AMI Ssite Contract

10.5. The parties agree that Institution shall satisfy its
insurance obligations contained herein either by
a Liability Insurance or a program of self-
insurance, which they are subject to per
principles of State Baden-Wurttemberg.

10.6. The obligations of the Contracting Authority set
out in this article of the Contract shall survive the
termination of this Contract.

10.7. The Contracting Authority is not entitled to admit
the fault of the Provider or the investigator in the
settlement of third-party claims without the prior
written consent of the Provider, if legally
recognised.

10.8 The Provider agrees to carry out the study with
utmost care and observing the recognized and
generally approved scientific standards. The
parties hereto are aware of the risk of success or
failure associated with the research work. In
consideration of the research nature of the work,
the Provider does not warrant a certain work
result, nor does it warrant that the work result
may be used for a certain purpose or be exploited
commercially or that it is free of third party
industrial proprietary rights. If such opposing
proprietary rights become known, the Provider
agrees to notify Contracting Authority thereof
forthwith. There is no obligation to investigate.

10.9 The Provider is liable for intent and gross
negligence. In the case of slight negligence, the
liability of the contracting parties for damages
not resulting from injury to life, body or health
shall be limited to (a) the damages foreseeable
and typical for the contract at the time of
conclusion of the contract if the damage results
from the breach of a material contractual
obligation and (b) to the contract value if the
damage results from the breach of another
obligation. Essential contractual obligations are
those obligations whose fulfilment enables the
proper execution of the contract and/or on
whose compliance the other party to the
contract regularly relies and may rely
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11.1.

11.2.

11.3.

XI.
Zachovani mlicenlivosti

Davérnymi informacemi se pro ucely této
smlouvy rozumi veskeré informace vztahujici se
ke  klinickému hodnoceni nebo jeho
dokumentaci,  které  zahrnuji  zejména
informace o strukture, slozeni, ingrediencich,
vzorcich, know-how, technickych postupech a
procesech, jakoz i jiné informace zadavatelem
oznacené jako davérné.

Poskytovatel a hlavni zkousejici nesmi divérné
informace zpfistupnit treti osobé, nebo je
pouzivat pro ucel jiny nez uréeny zadavatelem.

Davérné informace budou ve vyluéném
vlastnictvi zadavatele a budou drzeny
poskytovatelem a hlavnim  zkouSejicim

vdivérném rezimu a na misté pro takové
informace obvykle ureném. VySe uvedena
ustanoveni o dlvérnosti se nevztahuji na
informace, u nichZz poskytovatel prokaze, ze je
mél k dispozici jiz v dobé jejich poskytnuti
zadavatelem nebo spolec¢nosti se zadavatelem
propojenou, nebo Ze byly ¢i budou verejné
pristupné, aniz by doslo k poruseni smlouvy
nebo k prodleni ze strany poskytovatele, nebo
Ze je poskytovatel ziskal opravnéné od treti
osoby, ktera neni vU¢i zadavateli nebo
spolecnosti pfidruzené k zadavateli povinna
zachovavat mléenlivost, nebo Ze byly vytvoreny
zadavatelem nezavisle na ziskani a bez pouziti
dGvérnych informaci.

Pokud je ze zakonem stanovenych duivodu
nutné davérné informace zpfistupnit, hlavni
zkousejici nebo poskytovatel toto zavéas
pisemné ozndmi zadavateli. Poskytovatel a
hlavni zkousejici se zavazuji informovat vSechny
osoby zucastnéné na tomto klinickém
hodnoceni a osoby, jimz je dlivérna informace
zpfistupnéna, o povinnosti mléenlivosti
vsouladu stouto smlouvou. Poskytovatel
zajisti, Ze takové osoby budou vazany ve
stejném rozsahu povinnosti micenlivosti.
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11.1.

11.2.

11.3.

Site Freiburg (DEU)

Xl
Confidentiality

Confidential information for the purposes of this
Contract means all information related to the
Clinical Trial or its documentation, which includes
information on the structure, composition,
ingredients, samples, knowhow, technical
procedures and processes, as well as other
information designated confidential by the
Contracting Authority.

The Provider and the Principal Investigator may
not disclose confidential information to a third
party or use it for a purpose other than that
specified by the Contracting Authority. The
confidential information will be the sole property
of the Contracting Authority and will be held by
the Provider and the Principal Investigator in a
confidential manner and at a place normally
designated for such information. The above
provisions on confidentiality shall not apply to
information for which the Provider can prove
that it was already in the possession of the
Provider at the time of its disclosure by the
Contracting Authority or a company affiliated
with the Contracting Authority, or that it was or
will be accessible to the public without a breach
of contract or default on the part of the Provider,
or that it was lawfully acquired by the Provider
from a third party that is not under an obligation
of confidentiality vis-a-vis the Contracting
Authority or a company affiliated with the
Contracting Authority, or that it was generated
by the Contracting Authority independently of
the receipt and without the use of the
confidential information.

If, for reasons stipulated by law, confidential
information needs to be made available, the
Principal Investigator or Provider shall timely
notify the Contracting Authority in writing. The
Provider and Principal Investigator undertake to
inform all persons participating in this Clinical
Trial and the persons to whom the confidential
information is made available of the duty of
confidentiality in accordance with this Contract.
The Provider shall ensure that such persons are
bound by the same level of confidentiality
obligations.
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11.5.

12.1.

11.4. Zadavatel je povinen zachovavat mlicenlivost o

informacich vztahujicich se k poskytovateli, se
kterymi se seznami v souvislosti s provadénim
klinického hodnoceni a plnénim této smlouvy, a
ucinit veskeré potrebné kroky, aby tyto
informace nebyly zpfistupnény tretim osobam.
Stejnou povinnosti mléenlivosti budou vazani
také zaméstnanci zadavatele a dalSi osoby
podilejici se na plnéni této smlouvy z povéreni
zadavatele a/nebo provadéni studie.

Pravidla utajeni a omezeni pouziti upravena v
této smlouvé z(stdvaji v platnosti po dobu 5 let i
po predcasném ukonceni nebo vyprieni smlouvy.

XIl.
Vlastnictvi vysledku klinického hodnoceni, jeho
ochrana a publikovani vysledk

Vysledek a dokumentace klinického hodnoceni
je vyluénym predmétem prav duSevniho
vlastnictvi zadavatele, a to po zaplaceni celé
dohodnuté odmény. Prava poskytovatele na
Udaje o pacientech obsazené ve zdravotnické
dokumentaci z(istavaji nedotéena. Poskytovatel
si vyhrazuje pravo bezplatné vyuZivat vysledky
prace pro vlastni ucely v oblasti vyzkumu, vyuky
a zdravotni péce. Na zverejnéni/zpristupnéni
tfetim osobam se vztahuji ustanoveni smlouvy
o ml¢enlivosti.

V pripadé, Ze studie vyusti ve vyndlezy tykajici se
testované latky, pfipadnou tyto wvynalezy ve
prospéch organu spolec¢nosti s ndlezitym ohledem
na némecky zdkon o zaméstnaneckych vynalezech
(ArbEG), mimo jiné véetné § 42 ArbEG. V pfipadé
oznamenych vyndlez( si instituce narokuje
vynadlezy bez omezeni a postoupi je organu
spole¢nosti Nahrada za né bude dohodnuta a
stanovena v dodateéné dohodé za pfimérenych
podminek; zde je tfeba zohlednit pfislusny podil na
vzniku vyndlezu. Odménu vynalezci vyplati
Poskytovatel z téchto pfijmG. Podnikovy urad
prevezme prihlasku patentu podle némeckého
zdkona o zaméstnaneckych vynalezech (§§ 13 a
nasl. ArbEG). Vydaje a ndklady na pfihlasku
vynalezu nese Podnikovy urad.

DAPT-SHOCK AMI Ssite Contract

11.4. The Contracting Authority is obliged to maintain

the confidentiality of information relating to the
Provider that it becomes aware of in connection
with the conduct of the Clinical Trial and the
performance of this Contract, and to take all
necessary steps to ensure that this information is
not disclosed to third parties. The same duty of
confidentiality shall also be imposed on the
employees of the Contracting Authority and
other persons involved in the performance of this
Contract on behalf of the Contracting Authority
and/or the conduct of the study.

11.5 The secrecy regulations and restrictions on use

regulated in this contract shall continue to apply
for a period of 5 years even after premature
termination or expiry of the contract.

Xil.

Ownership of Clinical Trial results, their protection and

12.1.

Site Freiburg (DEU)

publication

The result and documentation of the Clinical Trial
pertains exclusively to the Contracting
Authority's intellectual property rights upon full
payment of the agreed remuneration. The rights
of the Provider to the patient data contained in
the medical records shall remain unaffected. The
Provider reserves the right to use the work
results free of charge for its own purposes in
research, teaching and health care. The
confidentiality regulations of the contract apply
to publications/disclosure to third parties.

In the event that the study results in inventions
relating to the test substance, such inventions
shall accrue to the benefit of Company Authority
with due regard to the German Employee’s
Invention Law (ArbEG), including, but not limited
to, § 42 ArbEG. In case of notified inventions the
Institution shall claim the inventions without
limitations and shall assign them to the Company
Authority The compensation thereto shall be
agreed and laid down in an additional agreement
under reasonable terms and conditions; here, the
respective contribution to the formation of the
invention is to consider. The inventor’s bonus will
be paid by the Provider from these revenues. The
Company Authority will assume the patent
application according to the German Employee
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12.2.

12.3.

12.4.

12.5.

Poskytovatel a hlavni zkousejici se zavazuji, Ze
publikaci jakékoliv odborné prace o pribéhu i
vysledcich klinického hodnoceni projednaji se
zadavatelem nejméné 30 dn( pred predanim
publikace do tisku nebo pfed konanim
prednasky. Vysledky klinického hodnoceni nebo
jejich ¢ast nebudou poskytovatelem &i hlavnim
zkousejicim publikovany bez predchoziho
souhlasu zadavatele. Autority spole¢nosti mize
také komentovat obsah a/nebo podévat navrhy
na zmény. Poskytovatel tyto
pripominky/navrhy zmén zohledni a provede,
pokud neohrozi védeckou presnost nebo
neutralitu publikace. Pokud do 30 dnl neobdrzi
zadnou odpovéd, mUlze zkuSebni misto
pokracovat v publikaci.

Poskytovatel a hlavni zkousejici berou na
védomi, Ze Zadnda odborna publikace k objevim
ci hodnocenému [é¢ivu nesmi byt
poskytovatelem nebo hlavnim zkousSejicim
vydana v obdobi 90 dn( pfed podanim zadosti

zadavatele o patentovou pfihlasku, pokud
vzhledem kpovaze wvysledkl klinického
hodnoceni bude poddani takové pfrihlasky

prichazet v avahu.

Pro vylouéeni pochybnosti strany uvadéji, ze
zdravotnickd dokumentace ucastnikd studie je
a zUstava ve vlastnictvi poskytovatele a to i po
ukonceni této studie.

Z4adna ze stran nebude bez predchoziho
pisemného souhlasu druhé strany pouzivat v
reklamé, propagaci, tiskovych zpravach nebo
jinym zplGsobem nazev, ochrannou znamku,
logo, symbol nebo jiné vyobrazeni druhé strany
nebo jejiho zaméstnance Ci zastupce, s vyjimkou
poufZiti pro regulacni Ucely pro predlozeni
regulaénimu organu nebo v souladu s platnymi
pravnimi predpisy nebo akademickymi pravidly.

DAPT-SHOCK AMI Ssite Contract

12.2.

12.3.

Invention Law (§§ 13ff. ArbEG). The expenses and
costs of Invention application shall be borne by
the Company Authority.

The Provider and the Principal Investigator
undertake to discuss the publication of any
professional work on the course or results of the
Clinical Trial with the Contracting Authority at
least 30 days before submitting the publication to
the press or before lectures. The results of the
Clinical Trial or a part thereof will not be
published by the Provider or the Principal
Investigator without the prior consent of the
Contracting Authority. The Company Authortity
may also comment on the content and/or make
suggestions for changes. The Provider will
consider and implement such
comments/suggested amendments unless they
compromise the scientific accuracy or neutrality
of the publication. If no response is received
within 30 days, the trial site may proceed with
publication.

The Provider and the Principal Investigator
acknowledge that no professional publication on
the discoveries or Investigational Medicinal
Product may be issued by the Provider or
Principal Investigator within 90 days in order to
enable the Contracting Authority's application
for a patent if this is appropriate in view of the
nature of the results of the Clinical Trial.

12.4. For the avoidance of doubt, the parties state that

the medical records of the study participants are
and remain the property of the Provider, even
after the end of this study.

12.5 Other than for regulatory use for submission to a

Site Freiburg (DEU)

regulatory authority or as required by Applicable
Law or academic policies, neither party will,
without the prior written consent of the other
party, use in advertising, publicity, news releases
or otherwise, the name, trademark, logo, symbol,
or other image of the other party or that party’s
employee or agent.
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13.1.

13.2.

13.3.

14.1.

14.2.

14.3.

XIll.
Reseni spori

Smluvni strany se dohodly, Ze vzajemné pravni
vztahy vzniklé z této smlouvy se fidi obecné
zdvaznymi  pravnimi  predpisy  Spolkové
republiky Némecko. Némecké kolizni normy se
nepouziji.

Smluvni strany se zavazuji si vzajemné pomahat
a pripadné spory tesit jednanim obvyklym u
smluvnich stran, a to vduchu dobrych
obchodnich mrava.

Smluvni strany berou na védomi a souhlasi, ze k
projednani a rozhodovani ptipadnych spord,
které nebudou prekonany spolupraci podle
odst. 13.2., jsou pfislusné soudy Spolkové
republiky Némecko — Freiburg.

XIv.
Finan¢ni vyrovnani

Zadavatel uhradi Poskytovateli jako plnou a
vyluénou odménu za provadéni této Studie
¢astku 1.000,- EUR za jednoho Pacienta
zafazeného do Studie po poskytnuti pfislusnych
¢asti zaznamu subjektu hodnoceni (CRF)
Zadavateli. Dale se Zadavatel zavazuje uhradit
Poskytovateli zahajovaci poplatek (start-up) ve
vySi 1.250,- EUR po podpisu smlouvy, na
zakladé vystavené faktury. Lhata splatnosti
faktur je 30 dnl ode dne vystaveni faktury
Poskytovatelem.

PribéZné wvyuctovani vE. doloZzeni poctu
zarazenych pacientd do studie bude zasilano 1x
za 3 meésice (6 mésicl) e-mailem na adresu
), 9,9,9.9,9,9.9.9.9.9,9.9.9.9.0,0.¢ Nasledné bude
Poskytovatelem vystavena faktura / darnovy

doklad obsahujici nalezitosti, které jsou
stanoveny obecné zdvaznymi  pravnimi
predpisy.

Veskeré platby budou provadény na nize
uvedeny Uucet urceny pro prostredky tretich
stran, ktery vede Lékarské centrum - Univerzita
Freiburg jménem Lékarské fakulty Univerzity
Alberta Ludwiga ve Freiburgu.
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13.1.

13.2.

13.3.

14.1.

14.2.

XIil.
Dispute resolution

The parties agree that the mutual legal relations
arising from this Contract are governed by the
generally binding legal regulations of the Federal
Republic of Germany. The German conflict of
laws rules do not apply.

The parties undertake to assist each other and to
settle any disputes in the manner usual for the
parties, in the spirit of good business practice.

The parties acknowledge and agree that to
discuss and resolve any disputes that will not be
resolved by cooperation under para. 13.2., the
courts Freiburg in the Federal Republic of
Germany have jurisdiction.

XIV.
Financial compensation

The Contracting Authority shall pay the Provider
as full and exclusive remuneration for conducting
this Study EUR €1.000,- per one Patient enrolled
in the Study after the relevant parts of the trial
subject record (CRF) are provided to the
Contracting  Authority.  Furthermore, the
Contracting Authority undertakes to pay the
Provider a start-up fee of EUR €1.250,- after
signing the Contract, based on issued invoices.
The due date of invoices is 30 days from the date
of issue of the invoice by the Provider.

Continuous billing incl. evidence of the number of
patients enrolled in the study will be sent 1x
every 3 months (6 months) by e-mail to
XXX XXX XXX XXX XXX XXXXXXXX Subsequently,
the Provider will issue an invoice containing the
requisites stipulated by generally binding legal
regulations.

14.3 All payments shall be made into the following

Site Freiburg (DEU)

account for third-party funds held by the Medical
Center — University of Freiburg, on behalf of the
Albert Ludwig University Freiburg, Faculty of
Medicine
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Majitel Uctu, fakturacni adresa

) 9,9.9,9.9.9,0.0,0.0,0,0.0.0.9,0,0,0.0.0.0,0.9.9,0,0.¢
) 9,9.9,9.9.9,0.0.0.0.0,0.9.0.9,0,0,0.0.0,0.9.9.9,0,0.¢
) 9,0,0,9,0.9.9,0,0.0.0.0,0.0.9.9.9.9.0,0.0.0.¢,¢.¢.0:¢
Banka: XXXXXXXXXXXXXXXXXXXXXXX
Cislo G&tu: XXXXXXXXXXXXXXX
Kad tridéni: XXXXXXXXXXXXX

Kod

BIC /SWIFT: XXXXXXXXXX

IBAN: XXXXXXXXXXXXXXXXXXXXX
Ust-1D: XXXXXXXXXXXXXXXXXXX

Variabilni symbol: .....ccccooeieiiiniiiiiieeins

DIC/VAT: XXXXXXXXXXXXXXXX

144

14.5

15.1.

15.2.

. 'V pfipadé predcasného ukonéeni vyzkumného

projektu se smluvni sluzby poskytnuté

poskytovatelem do okamziku ukonéeni projektu

pomérné uhradi. Zadavatel navic uhradi

Poskytovateli v pfipadé predcasného ukonceni
smlouvy ty ndklady, které mu jesté prokazatelné
vznikly v souvislosti s plnénim pravnich zdvazku,
které Poskytovatel po dohodé pfijal za ucelem
plnéni Smlouvy.

. Naklady na pofizeni hodnoceného |éciva budou

v plné vysi hrazeny zadavatelem, ktery dale
zajisti jeho doruéeni na adresu poskytovatele,
jak je uvedeno vyse v ¢lanku VIII. odst. 8.2 této
smlouvy.

XV.
Ukonceni klinického hodnoceni

Zadavatel do 90 dnl od ukonceni klinického
hodnoceni oznami BfArM Bonn a pfislusSnym
etickym komisim, Ze bylo klinické hodnoceni
ukonceno. Pokud doslo k ukonceni klinického
hodnoceni predcéasné, zkracuje se lhlita podle
véty prvni na 30 dn(; vtakovém pripadé
zadavatel uvede dlvody predcasného
ukondeni.

Zadavatel ma pravo klinické hodnoceni ve
zdravotnickém zatizeni poskytovatele ukoncit a
od této smlouvy odstoupit, jestlize nebude
zarazen alespon jeden subjekt hodnoceni

DAPT-SHOCK AMI Ssite Contract

Owner of the account:

) 9,0.:0.0,0.0.0.9.0.0.9.0.0.0.0.0.0.0.0.9.0.0.0.0.0.0.0.0.0.0.¢ 0:¢
) 0,0.:9.0,0.0.0.0.0.0.9.0.0.0.0.0.0.0.0.9.0.0.9.0.0.0.0.0.0.0.¢ 0:¢
) 0,0.:0.0,0.0.0.9.0.0.9.0.0.0.0.0.0.0.0.9.0.0.0.0.0.0.0.0.0.0.¢ 0:¢
Bank: XXXXXXXXXXXXXXXXXIXXKXXXKXXXXXXXXXX
Account number: XXXXXXXXXXXXXXXXXXXXX
Sort code: XXXXXXXXXXXXXXXXXXXXX
BIC /SWIFT Code: XXXXXXXXXXXX
IBAN: XXX XXXXXXXX
Ust-ID: XXX XXXX XX XXX

Reference : ....cocvveivvvenecseenennen.
International VAT of Service recipient: XXXXXXXXXXXXXX

14.4 In the event of premature termination of the
research project, the contractual services
provided by the Provider up to the time of
termination shall be remunerated pro rata. In
addition, the Company Authority shall reimburse
the Provider beyond the date of Demonstrably
premature termination those expenses that are
still incurred in the fulfilment of legal obligations
that the Provider has entered into in consultation
with the Company Authority in order to fulfil the
Contract.

14.5. The costs of acquiring the Investigational
Medicinal Product will be paid in full by the
Contracting Authority, which will further ensure
its delivery to the Provider's address, as stated
above in Article VIII. para. 8.2 of this Contract.

XV.
Completion of the Clinical Trial

15.1. W.ithin 90 days of the completion of the Clinical
Trial, the Contracting Authority shall notify
BfArM Bonn and the relevant ethics committees
that the Clinical Trial has been completed. If the
Clinical Trial is terminated prematurely, the
period under the first sentence shall be reduced
to 30 days; in that case, the Contracting Authority
shall state the reasons for the early termination.

15.2. The Contracting Authority has the right to
terminate the Clinical Trial in the Provider's
medical facility and withdraw from this Contract
if at least one trial subject is not included within
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15.3.

béhem 3 mésicl ode dne iniciace klinického

hodnoceni  ve  zdravotnickém zafizeni
poskytovatele (Site Initiation Visit).

Zadavatel i poskytovatel jsou opravnéni
odstoupit od této smlouvy pisemnym
oznamenim  této  skutecnosti  ostatnim

smluvnim stranam a to s Ucinnosti ode dne
doruceni pisemného ozndameni posledni ze
smluvnich stran, a to v nasledujicich pfipadech:

a) pokud nékterda smluvni strana
neplni nékteré z ustanoveni této
smlouvy a neodstrani zdvadny stav
ani ve |h(té 60 dnli od doruceni
pisemné vyzvy k ndprave;

b) pokud nékterd smluvni strana
pozbude opravnéni k plsobeni v
dané oblasti;

c) bude-li riziko vyplyvajici z aplikace
hodnoceného léciva ¢i jakékoli
procedury v souladu s protokolem
pro subjekty hodnoceni dle uvahy
zadavatele ¢i hlavniho zkousejiciho
nelimeérné zvyseno;

d) pokud je potfebné opravnéni,
povoleni nebo souhlas revokovan
nebo uplyne-li doba, na kterou byl
vydan bez pfislusného prodlouzeni;

e) pokud bude rozhodnuto, Ze je
poskytovatel ¢i zadavatel v Upadku
podle prislusnych pravnich predpisu
Ceské republiky nebo Spolkové
republiky Némecko.

15.4. Pokud se na strané poskytovatele vyskytnou

zavazné dlvody (napf. rozhodnuti zfizovatelem
o zruseni pracovisté, na kterém probiha klinické
hodnoceni ¢i zruSeni instituce), které mu
objektivné znemoznuji v klinickém hodnoceni
pokraCovat, je povinen o takové skutecnosti
okamzité informovat zadavatele. VSechny
smluvni strany se zavazuji vyvinout maximalni
usili ktomu, aby dana situace byla vyresena

DAPT-SHOCK AMI Ssite Contract

15.3.

3 months from the date of initiation of the
Clinical Trial in the Provider's medical facility (Site
Initiation Visit).

Both the Contracting Authority and the Provider
are entitled to withdraw from this Contract by
notifying the other parties in writing, effective
from the date of delivery of the written notice to
the last of the parties, in the following cases:

a) if any of the parties does not comply
with any of the provisions of this
Contract and does not eliminate the
defective condition even within 60
days from the delivery of the written
request for rectification;

b) if any of the parties loses its
authorization to operate in the given
area;

c) if in the opinion of the Contracting
Authority or the Principal

Investigator the risk arising from the
application of the Investigational
Medicinal Product or any procedure
in accordance with the protocol for
the trial subjects is
disproportionately increased;

d) if the required authorization, permit
or consent is revoked or the period
for which it was issued expires
without a relevant extension;

e) if it is decided that the Provider or the
Contracting Authority is bankrupt in
accordance with the relevant
legislation of the Czech Republic or
the Federal Republic of Germany.

15.4. If there are serious reasons on the part of the

Site Freiburg (DEU)

Provider (e.g. a decision of the founder to abolish
the workplace where the Clinical Trial takes place
or the abolition of the institution), which
objectively prevent it from continuing the Clinical
Trial, it is obliged to immediately inform the
Contracting Authority. All the parties undertake
to make every effort to resolve the situation by
an agreement acceptable to the parties. If such
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15.5.

15.6.

15.7.

b)

c)

dohodou, akceptovatelnou pro smluvni strany.
Pokud k takové dohodé nedojde do 30 dnl od
ozndmeni takové skutecnosti, je poskytovatel
opravnén smlouvu vypovédét s 30-ti denni
vypovédni lhltou, kterd pocind béZzet ode dne
nasledujiciho po jejim doruceni ostatnim
smluvnim stranam.

V ostatnich pfipadech Ize trvani smlouvy
ukondit pisemnou dohodou nebo vypovédi
ktérekoliv ze smluvnich stran, pficemz
vypovédni lhGta c¢ini 60 dnUd a pocind bézet
dnem nasledujicim po doruceni vypovédi
posledni smluvni strané.

V pfipadé ukonceni této smlouvy jsou smluvni
strany povinny postupovat tak, aby nebyla
zpUsobena jakakoli ujma subjektiim klinického
hodnoceni a aby nebylo poskozeno dobré
jméno smluvnich stran.

V pfipadé, Ze tato smlouva bude ukoncena z
nékterého dlvodu uvedeného v odst. 15.3.
nebo 15.4. tohoto clanku pred okamiZikem
jejiho ukonceni uvedeného v €l. IV., odst. 4.3.
této smlouvy, poskytovatel a hlavni zkousejici

ukondéi zafazovani subjektd hodnoceni do
klinického hodnoceni, a to nejpozdéji ke dni
ukonéeni smlouvy;

ukonéi co nejdfive lé¢bu subjektli hodnoceni
podle protokolu a pokynl zadavatele, a to
zplGsobem povolenym a pfipustnym
z lékarského hlediska; a

ukonéi co nejdrive, nejpozdéji vsak do 30
(tficeti) dnl od ucinnosti ukoncéeni smlouvy
veskeré ostatni cinnosti vramci klinického
hodnoceni.

XVI.
Ochrana osobnich udajt

16.1 Definice:

"Ochrana osobnich udaji" zahrnuje vSechny
platné zakony, predpisy a regula¢ni pozadavky
a pokyny tykajici se ochrany udaj a soukromi
na celém svété, véetné (a) smérnice EU o
ochrané udajd 95/46/ES ("smérnice"), ktera

DAPT-SHOCK AMI Ssite Contract

15.5.

15.6.

15.7.

an agreement is not reached within 30 days of
the notification of such a fact, the Provider is
entitled to terminate the Contract with a 30-day
notice period, which begins to run from the day
following its delivery to the other parties.

In other cases, the Contract may be terminated
by written agreement or notice of termination by
either party, with the notice period being 60 days
and beginning on the day following the delivery
of the notice of termination to the last party.

In the event of termination of this Contract, the
parties are obliged to proceed in such a way that
no harm is caused to the subjects of the Clinical
Trial and that the good name of the parties is not
damaged.

If this Contract is terminated for any reason
stated in para. 15.3. or 15.4. of this article before
its termination referred to in Art. IV, para. 4.3. of
this Contract, the Provider and the Principal
Investigator shall

a) terminate the inclusion of the trial subjects in

the Clinical Trial, no later than the date of
termination of the Contract;

b) terminate as soon as possible the treatment of

c)

the trial subjects according to the protocol and
instructions of the Contracting Authority, in a
manner that is medically permissible and
acceptable; and

terminate all other Clinical Trial activities as soon
as possible, but no later than 30 (thirty) days
from the effective date of termination.

XVI.
Data protection

16.1 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
EU Data Protection Directive 95/46/EC

Site Freiburg (DEU)
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byla 25. kvétna 2018 nahrazena obecnym
nafizenim o ochrané udaji 2016/679
("narizeni"); (b) jakychkoli pravnich predpis(,
kterymi se provadi Smérnice, nebo
souvisejicich pravnich predpist kteréhokoli
¢lenského statu Evropského hospodarského
prostoru; nebo (c) jakychkoli jinych pravnich
predpis(, které jsou nyni platné nebo které
mohou v budoucnu vstoupit v platnost v
jakékoli pFislusné jurisdikci a které upravuji
zpracovani osobnich udaju, jez se vztahuji na
kteroukoli stranu této Smlouvy.

"Osobni udaje", "zpracovani/zpracovani",
"spravce", "zpracovatel" a "subjekt udajd" maji
stejny vyznam jako v Natizeni a zahrnuji také
tyto pojmy nebo odpovidajici pojmy
definované podle jinych pravnich predpist o
ochrané osobnich udajd a soukromi. Osobni
udaje zahrnuji udaje s kddem kli¢e na Urovni
pacienta a snimky.

16.2 Dodrzovani predpisu: Strany si navzajem zarucuji,

Ze budou zpracovdvat osobni Udaje v souladu
se vSsemi zdkony o ochrané osobnich udajt a
soukromi a v souladu s pokyny Mezinarodni
konference pro harmonizaci spravné klinické
praxe (ICH-GCP).

16.3 Vzdjemna odpovédnost podle nafizeni: Strany

berou na védomi, Ze kazda z nich je spoleé¢nym
spravcem. Clanek 26 Natizeni vyZaduje, aby si
spole¢ni Spravci urdili svou odpovédnost za
dodrZovani Nafizeni prostfednictvim vzajemné
dohody. V souladu s timto cilem je dohodnuto,
Ze vzhledem k tomu, Ze Poskytovatel bude mit
pristup k identité zkusebnich Subjektl udaja,
zajisti proto dodrZovani povinnosti podle
Narizeni, pokud jde o vykon prav Subjektt
udajl na ochranu osobnich udajd. Subjekty
udaji by mély usilovat o vykon svych prav
prostiednictvim povérence pro ochranu
osobnich udaju, kterého poskytovatel jmenuje
podle ¢lanku 37 natizeni. Zadavatel zahrne do
formulard informovaného souhlasu subjektu
udajli informace, které musi byt subjektlim
udajl poskytnuty podle ¢lanku 13 Narizeni.
Poskytovatel ziska od Subjektl udaji nezbytné
informované souhlasy, aby zajistil zakonnost
zpracovani udaju.
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(“Directive”), superseded by the General Data
Protection Regulation 2016/679 (“Regulation”) on
25 May 2018; (b) any legislation transposing the
Directive or related legislation of any member
state of the European Economic Area; or (c) 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” 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.

16.2 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
Harmonisation Guideline for Good Clinical Practice
(ICH-GCP).

16.3 Mutual Responsibilities under the Regulation: The

parties acknowledge that each of them are joint
Controllers. Article 26 of the Regulation requires
that joint Controllers shall determine their
respective responsibilities for compliance with the
Regulation through an arrangement between
them. Pursuant to this objective, it is agreed that
because Provider will have access to the identity of
trial Data Subjects, it shall therefore ensure
compliance with the obligations under the
Regulation as regards the exercising of the data
protection rights of Data Subjects. Data Subjects
should seek to exercise their rights through the
Data Protection Officer that is appointed by the
Provider under Article 37 of the Regulation. The
Contracting Authority shall include the information
that must be provided to Data Subjects as required
by Article 13 of the Regulation in subject informed
consent forms. Provider shall gain necessary
informed consents from Data Subjects to ensure
the lawfulness of data Processing.
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16.4 Bezpecnost informaci: VSechny strany zavedou

vhodna technicka a organizac¢ni opatfeni na
ochranu osobnich Gdaji a davérnych
informaci, jak to vyZaduji ICH-GCP a zakony o
ochrané udaju a soukromi. Strany zajisti, aby
se osoby opravnéné zpracovavat Osobni Udaje
zavazaly k ml¢enlivosti nebo mély pfislusnou
zakonnou povinnost ml¢enlivosti. Instituce
zejména uplatiiuje prisné kontrolni
mechanismy, aby zajistila zabezpeceni
originalni zdravotnické dokumentace Subjekt(
udajl pred neopravnénym pristupem a
nahodnou ztratou. Zadavatel mize mit pfistup
k originalim zdravotnické dokumentace za
ucelem provadéni kontrolnich ¢innosti a
naklada s témito dokumenty v pfisné
dlvérnosti.

16.5 Zadosti o ochranu udaj(i: Poskytovatel je povinen

neprodlené pisemné informovat zadavatele,
pokud obdrzi jakékoli sdéleni tykajici se
ochrany udajl v souvislosti se sluzbami od
subjektu udajl, orgdnu pro ochranu udajl
nebo jiného regulacniho orgdnu, a poskytnout
zadavateli plnou soucinnost a pomoc v
souvislosti s takovym sdélenim, a to bez
dalSich naklad(i pro zadavatele.

16.6 Bezpecnostni incidenty: Instituce je odpovédna

za vySetfovani a ndpravu jakéhokoli
neopravnéného pristupu, ziskani nebo
zverejnéni osobnich udajd uchovavanych v
originalni zdravotnické dokumentaci
("bezpecnostni incident") nebo jakychkoli
dlvérnych informaci. Instituce vSak musi
zadavatele o kazdém takovém bezpecnostnim
incidentu neprodlené informovat. Toto
ozndmeni musi pfimérené podrobné
vyhodnotit navrhnout napravna opatieni,
ktera ma poskytovatel pfijmout.

16.7 Dusledky vyprseni platnosti nebo ukonceni:

Zavazky obsazené v tomto oddile 16 zUstavaji v
platnostii po ukonceni nebo vyprseni platnosti
této smlouvy.
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16.4 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. Institution
shall in particular apply strict controls to ensure
Data Subjects’ original medical documents are
secured from unauthorized access and accidental
loss. Contracting Authority may access original
medical records to perform monitoring activities
and shall handle such documents in the strictest
confidence.

16.5 Data Protection Requests: Provider shall promptly

notify Contracting Authority in writing if they
receive any communication with regards to data
protection relating to the services from a Data
Subject, a data protection authority or other
regulatory authority and provide Contracting
Authority with full cooperation and assistance in
relation to any such communication, at no
additional cost to Contracting Authority.

16.6 Security Incidents: Institution shall be responsible

for investigating and remediating any
unauthorized access, acquisition, or disclosure of
Personal Data held within original medical records
(“Security Incident”) or of any Confidential
Information. However, Institution shall notify
Contracting Authority immediately of any such
Security Incident. Such notice shall summarize in
reasonable detail the Security Incident and the
corrective action to be taken by Provider.

16.7 Consequences of Expiry or Termination: The

obligations contained in this Section 16 shall
survive the termination or expiry of this
Agreement.
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17.1.

17.2.

17.3.

17.4.

17.5.

XVIl.
Zavérecna ustanoveni

Vztahy mezi smluvnimi stranami neupravené
touto smlouvou se fidi platnymi pravnimi
predpisy Spolkové republiky Némecko,
zejména obcanskym zakonikem (Burgerliches
Gestzbuch) a zdkonem o obéhu lécivych
pripravkd (Gesetz iber den Verkehr mit
Arzneimitteln), a platnym pravem Evropské
unie. Tim neni dotfena skute¢nost, ze
poskytovatel je povinen dodrzovat pravni
predpisy Spolkové republiky Némecko tykajici
se verejnopravnich vztah( a plnéni
verejnopravnich povinnosti, napf. podle
zakona o obéhu lécivych pripravkl (Gesetz
Uber den Verkehr mit Arzneimitteln).

Smluvni strany se dohodly, Ze vyluCuji pouziti
obchodnich zvyklosti ve svém prdavnim styku
v souvislosti s touto smlouvou v tom smyslu, zZe

nebudou ve vzdjemném pravnim styku
zaloZzeném touto smlouvou prihlizet
k obchodnim zvyklostem zachovdvanym

obecné, anebo v daném odvétvi v souvislosti
s touto smlouvou.

Tato smlouva nabyva platnosti dnem jejiho
podpisu obéma smluvnimi stranami.

Tato smlouva nabyva ucinnosti dnem jejiho
uverejnéni v registru smluv podle § 6 odst. 1
zakona €. 340/2015 Sb., o zvlastnich
podminkach  UcCinnosti  nékterych  smluv,
uverejiovani téchto smluv a o registru smluv
(zakon o registru smluv), ve znéni pozdéjsich
predpisl. K uverejnéni této smlouvy v registru
smluv se zavazuje Zadavatel, a to nejpozdéji ve
Ihaté 30 dnli ode dne jejiho uzavreni.

Pfed zarazenim prvniho subjektu do Studie na
jakémkoli misté bude Studie zaregistrovéna
bud (i) na XXXXXXXXXXXXXX nebo (ii) v
jakémkoli jiném registru, jehoZ pozadavky jsou
v souladu s pokyny Mezinarodniho vyboru
editord lékarskych casopisi (International
Committee of Medical Journal Editors, dale jen
"ICMJE") pro registraci studii, v kazdém pripadé
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17.1.

17.2.

XVII.
Final provisions

Relations between the parties not regulated by
this Contract are governed by the applicable
legislation of the Federal Republic of Germany, in
particular the Civil Code (Biirgerliches Gestzbuch)
and the Law on the Circulation of Medicinal
Products (Gesetz (iber den Verkehr mit
Arzneimitteln), and the applicable law of the
European Union This is without prejudice to the
fact that the Provider is obliged to comply with
the legislation of the Federal Republic of
Germany concerning public relations and the
fulfilment of public law obligations, e.g.
according to the Act on the Circulation of
Medicinal Products (Gesetz liber den Verkehr mit
Arzneimitteln).

The parties agree to exclude the application of
commercial practices in their legal relationship in
connection with this Contract in the sense that
they will not take into account in their mutual
legal relations established by this Contract the
business practices maintained generally or in the
sector in connection with this Contract.

17.3. This Contract shall enter into force on the date it is

signed by both parties.

17.4. This Contract shall take effect on the day of its

publication in the Register of Contracts pursuant
to Section 6 (1) of Act No. 340/2015 Coll.,, on
Special Conditions of Effectiveness of Certain
Contracts, Publication of These Contracts and on
the Register of Contracts (Act on the Register of
Contracts), as amended. The Contracting
Authority undertakes to publish this Contract in
the Register of Contracts no later than within 30
days from the date of its conclusion.

17.5. Prior to the enrollment of the first subject in the

Site Freiburg (DEU)

Study at any site, the Study will be registered at
either (i) XXXXXXXXXXXXXXXXXXX or (ii) any other
registry the requirements of which are consistent
with the guidelines of the International
Committee of Medical Journal Editors (“ICMJE”)
on trial registrations, in each case to the extent
required by the ICMJE guidelines (as in effect at
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v rozsahu poZzadovaném pokyny ICMIJE (ve
znéni platném v dobé zahdjeni Studie), aby
vysledky Studie mohly byt publikovany v
Casopise ICMIE, a doklad o této registraci bude
na pozadani poskytnut Instituci.

17.6. Tato smlouva je vyhotovena ve Ctyrech

stejnopisech, pficemz kazda smluvni strana
obdrzi po jednom.

17.6. Zmény a dopliky této smlouvy jsou mozné

toliko dohodou vSech smluvnich stran, a to
pisemnym dodatkem ke smlouvé. Smluvni
strany se zavazuji, Zze se budou vzijemné
informovat o vSech vyznamnych zménach,
které mohou mit vliv na schopnost jakékoli ze
smluvnich stran dostat svym zavazk{m.

17.7 Pokud je tato smlouva nebo jakykoli jiny

dokument souvisejici se smlouvou prelozen do
jiného jazyka nez anglictiny a pokud se prelozend
verze lisi od verze v angli¢tiné, ma prednost verze
v anglictiné.

17.8 V ptipadé jakéhokoli rozporu mezi touto dohodou

a protokolem ma dohoda pfednost, pokud jde o
vSechny pravni aspekty, zatimco protokol ma
prednost, pokud jde o viechny lékarské/védecké
aspekty.

17.9. Nedilnou soucasti této smlouvy jsou tyto

pfilohy:

a) priloha¢. 1 - protokol klinického hodnoceni, v¢.
Dodatku ¢. 3 ze dne 22. 12. 2021

b) pfiloha ¢ 2 - povoleni Bundesinstitut fir
Arzneimittel und Medizinprodukte (BfArM) ze
dne 17. 1. 2022

c) prilohac. 3 -souhlasné stanovisko lokalni etické
komise

d) priloha ¢. 4 - potvrzeni o uzavieni pojistné
smlouvy
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the time the Study begins) in order for the Study
results to be eligible for publication in an ICMIJE
journal, and evidence of such registration shall be
provided to Institution upon request.

17.6. This Contract is made in four counterparts, of
which each party shall receive one.

17.6. Changes and additions to this Contract are only
possible by agreement of all parties, by a written
amendment to the Contract. The parties
undertake to inform each other of any significant
changes which may affect the ability of either
party to meet its obligations.

17.7 If this Agreement or any other document related to
the agreement is translated into a language other
than English and if the translated version is different
from the English language version, the English
language version will take precedence.

17.8 In the event of any discrepancy between this
agreement and the protocol, the agreement shall
prevail with respect to all legal aspects, whereas the
protocol shall prevail with respect to all
medical/scientific aspects.

17.9. The following annexes are an integral part of this
Contract:

a) Annex No. 1 - clinical trial report, incl.
Amendment No. 3 of 22 December 2021

b) Annex No. 2 - permission of the Bundesinstitut
flir Arzneimittel und Medizinprodukte (BfArM) of
17 January 2022

c) Annex No. 3 - consent of the local ethics
committee

d) Annex No. 4 - confirmation of conclusion of the
insurance contract
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Na dikaz souhlasu se znénim smlouvy pfipojuji smluvni

strany své podpisy.

Zadavatel
MUDr. Jan Votava, MBA; reditel

Datum: ...... 16.8.2022 ............

Podpis: .vvieeeceere e
Osoba povéiena zadavatelem

1 0,9.9.0.0.0.0.0.0.0.0.0.0.0.0,:0.9.0.0.0.0.0.0 ¢.0.0.4
Datum: ..o
POAPIS: vt
Poskytovatel:

XXX XXXXXXXX

Dean of the Albert-Ludwigs- University Freiburg,
Faculty of Medicine

Datum: ......... 19.9.2022 .........
Podpis: oo
XXX XXXXXXXXX

Medical Director
Datum: oo,
Podpis: oo

Hlavni zkousejici:
XXX XXXXXXXXXXXXXXXX

Precetl(a) jsem si povinnosti vyzkumného pracovnika

popsané v tomto dokumentu, rozumim jim a
souhlasim s nimi.

Datum: .o,

POdPis: covvereeeeeere et
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In witness whereof the undersigned, being duly
authorized thereto, have signed this Contract.

Contracting Authority
MUDr. Jan Votava, MBA; Director

Date: ......... 16. 8. 2022 ....ceeeveennee

Signature: ..o

Person authorized by the Contracting Authority
1 9,0.0.9.0.9.0.9.0.9.0..0.9.0.9.0.0.0.0.0.0.0.0.0.0.0.0.0¢
Date: i

SIgNature: oo

Provider:

YOO XX XXXXX

Dean of the Albert-Ludwigs- University Freiburg, Faculty
of Medicine

Date: ......... 19.9.2022 .....vveeene.

SIgNAtUre: oo

YOO XXXXXXXXXX

Medical Director

Date: coovviree e

SIgNAtUre: oo

Principal Investigator:

) 0,0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0.0060.06600006000

| have read and understand the obligations of
Investigator described herein and agree to be bound by
them

D F |

SIgNAtUre: o,
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