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CLINICAL STUDY AGREEMENT
No. 017/0VZ/24/009-P

SMLOUVA O KLINICKE STUDII
ev. & 017/OVZ/24/009-P

1. Comac Medical Ltd

Having its seat and registered office at: 131,
Odrin St., apt.22, 1303 Sofia, Bulgaria
Company No: 103174683, VAT BG103174683
Represented by: Vladimir Goranov, Manager
and Slav Sachanski, Contract Manager

in its capacity as Clinical Research Organization
for the Study mentioned below (hereinafter
referred to as “CRO”), acting in the name and
on behalf of

Celltrion, Inc., Company incorporated under
the laws of Republic of Korea with Company
ID: 133-81-23603, registered address at 23,
Academy-ro, Yeonsu-gu, Incheon, 22014,
Republic of Korea, represented by Kee Woo
Sung, Kim Hyoung Ki and Seo Jin Seok
(hereinafter “SPONSOR”) for the below
mentioned Study

1. Comac Medical Ltd

Se sidlem na adrese: 131, Odrin St., apt.22, 1303
Sofia, Bulgaria

IC: 103174683, VAT BG103174683

Jenz zastupuje: Vladimir Goranov, Manager and
Slav Sachanski, Contract Manager

jakozto Smluvni vyzkumna organizace (déle jen
,CRO%), jednajici jménem spolecnosti

Celltrion, Inc., Spole¢nost zalozena dle zakond
Korejské republiky, IC: 133-81-23603, sidlici na
adrese 23, Academy-ro, Yeonsu-gu, Incheon,
22014, Republic of Korea, zastoupena Kee Woo
Sung, Kim Hyoung Ki i Seo Jin Seok (dale jen
,Zadavatel*) v ramci nize uvedené Studie

2 I crpioyed

Internal and Cardiology Clinic, University
Hospital Ostrava, 17. listopadu 1790/5, 708 52
Ostrava-Poruba, Czech Republic (hereinafter
INVESTIGATOR)

and

2. I ; covistém na
Interni a kardiologické klinice Fakultni nemocnice
Ostrava, 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika (dale jen ,,Zkousejici)

a

3. Institution: Fakultni nemocnice Ostrava
Having its seat and registered office at:

17. listopadu 1790/5

708 52 Ostrava-Poruba

Represented by: doc. MUDr. Ing. Jakub Cvek,
Ph.D., MBA, deputy head of the science,
research and education

Company registry number: 00843989

VAT no.: CZ00843989

State-funded Institution

Bank: Ceska narodni banka

BIC: CNBACZPP

IBAN: CZ59 0710 0000 0000 6633 2761
Bank account No.: 66332761/0710

Variable symbol: 649071568

(hereinafter referred to as the “Institution”)

3. Zdravotnické zafizeni: Fakultni nemocnice
Ostrava

Se sidlem na adrese: 17. listopadu 1790/5
708 52 Ostrava-Poruba

Zastoupené: doc. MUDr. Ing. Jakubem Cvekem,
Ph.D., MBA, naméstkem fteditele pro védu,
vyzkum a vyuku

Registra¢ni ¢islo spole¢nosti ICO: 00843989
DIC: CZ00843989

Piispévkova organizace zfizena Ztizovaci listinou
MZ CR ze dne 25. listopadu 1990, ¢&. j. OP-054-
25.11.90

Banka: Ceska narodni banka

BIC kéd: CNBACZPP

IBAN: CZ59 0710 0000 0000 6633 2761

Cislo uétu: 66332761/0710

Variabilni symbol: 649071568

(dale jen ,,zdravotnické zarizeni‘)
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agreed that the Institution and CRO shall
participate in the clinical study in accordance
with this Agreement.

se dohodly, ze Zdravotnické zatizeni a CRO
provedou Klinickou studii v souladu s touto
smlouvou.

Protocol Number: CT-P134.8

Cislo protokolu: CT-P1348

"An Observational,
Prospective Cohort Study to
Evaluate Safety of Remsima®
Subcutaneous in Patients with
Rheumatoid Arthritis,
Ankylosing Spondylitis,
Psoriatic Arthritis and
Psoriasis"

Protocol Title:

Sponsor: Celltrion Inc.

Country where Site is
Conducting Study:

Principal Investigator: | ||| G

Fakultni nemocnice Ostrava, 17.

Czech Republic

Name and address of | listopadu 1790/5
the Institution: 708 52 Ostrava-Poruba, Czech
Republic

Estimated number of
Study subjects to be
enrolled by Principal
Investigator (this
number may be 8
increased/decreased
by CRO with written
notification to
Principal Investigator
and/or the Institution):
Number of patientsto | 8
be screened by the
Principal Investigator
(this number, may be
increased/decreased
by CRO with written
notification to
Principal Investigator)

End of the study is indicatively

Enrolment period: scheduled for January 2027

,»Observacni prospektivni,
kohortova studie hodnotici

bezpecnost pripravku
Remsima®,  podavaného
Nazev protokolu: subkutdinné U pacientil

srevmatoidni  artritidou,
ankylozujici spondylitidou,
psoriatrickou artritidou a
psoridzou*

Zadavatel: Celltrion Inc.

Zemé, ve které centrum
provadi studii:

Hlavni zkousejici: _
Fakultni nemocnice Ostrava,
17. listopadu 1790/5, 708 52
Ostrava-Poruba, Ceska
republika

Ceska republika

Nazev a adresa
zdravotnického
zafizeni:

Odhadovany pocet
subjekti studie, které

zatadi hlavni
zkousejici (tento pocet
mize byt

zvysen/sniZen ze strany | 8
CRO po pisemném
oznameni  hlavnimu
zkousejicimu  a/nebo
zdravotnickému
zatizeni):

Pocet pacientd, kteti 8
projdou screeningem
ze strany hlavniho
zkousejiciho (tento
pocet miize byt
zvySen/snizen ze
strany CRO po
pisemném oznameni
hlavnimu
zkousejicimu)

Ukonceni studie je orienta¢né

Termin naboru: naplanovano na leden 2027
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I. Subject and Objective of the Contract

1. The subject of this Agreement is between
CRO and the Institution and the Investigator
with regard to conducting the clinical study,
hereinafter referred to as the ‘Study’. This
Agreement constitutes the Institution’s and the
Investigator’s agreement for facilitating the
conduct of the Study in its premises.

2. The objective of this Contract is to stipulate
the conditions of carrying out the Study and to
stipulate the rights and obligations of the
contracting parties within the scope of carrying
out the Study.

. Piedmét a cil smlouvy

1. Predmétem této smlouvy mezi CRO a
Zdravotnickym zafizenim a ZKousejicim je
provadéni klinické studie, dale v tomto textu
uvadéné jako ,,Studie”. Tato smlouva predstavuje
souhlas zdravotnického zatizeni a Zkousejiciho S
moznosti provadét studii v jejich prostorach.

2. Cilem této smlouvy je stanovit podminky
provadéni studie a stanovit prava a zavazky
smluvnich stran v rozsahu provadéni studie.

Il. Application for permit and approval to
commence the study

The Study should be approved by State Institute
of Drug Control in Czech Republic. The Study
will commence upon obtaining of National
Approval for conducting of the Study, issued by
State Institute of Drug Control in Czech
Republic. Approval of State Institute of Drug
Control is to be obtained by CRO.

1. Zadost o povoleni a schvaleni zapocit
se studii

Studii schvaluje Statni ustav pro kontrolu IéCiv.
Studie zacne po ziskani statniho souhlasu s
provadénim studie, ktery vydava Statni tistav pro
kontrolu 1é¢iv. Souhlas Statniho tstavu pro
kontrolu 1é¢iv s provadénim studie se zavazuje
zajistit CRO.

I11. Place and time of study conduct and the
research centre

1. The Study shall be carried out within the
estimated period according to the stipulations of
the Study Protocol, specified above, including
according to its amendments, if applicable (“the
Protocol”).

2. The Study will be conducted by the
Investigators Team, under supervision of the
Principal Investigator.

I1l. Misto a cas provedeni studie a

vyzKkumné centrum

1. Studie bude provedena v ramci odhadovaného
obdobi podle ustanoveni protokolu studie, viz
vyse, véetné ustanoveni platnych dodatki smlouvy
(dale jen “protokol™).

2. Studie bude provedena zkousejicim tymem, pod
dohledem hlavniho zkousejiciho.

IV. Obligations of the Institution

1. Institution shall enable the Investigator team
to conduct the Study at the Institution in
accordance with the Protocol and the terms and
conditions of this Agreement after the Study has
been approved, as stated in Section Il above.
Where there is a conflict between the terms and
conditions of this Agreement and the Protocol,
the Agreement shall take precedence, except the
medical aspects of the Study, where the Protocol
shall take precedence.

IV.  Zavazky Zdravotnického zarizeni

1. Zdravotnické zafizeni umozni zkouSejicimu
tymu provadét studii v prostorach zdravotnického
zafizeni v souladu s protokolem a podminkami a
ustanovenimi této smlouvy, a to jakmile bude
studie schvélena dle ¢asti Il vySe. V pfipadé stietu
mezi podminkami této smlouvy a protokolem
studie ma prednost smlouva, s vyjimkou
zdravotnickych aspekti studie, kde ma ptednost
protokol studie.
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2. Institution will ensure the performance of all
the needed medical examinations and
assessments, as per Protocol.

3. Institution represents that the required
agreements are in place with the Investigator
team and Investigator sufficient to cause such
persons to comply with the terms of this
Agreement.  Institution represents that the
Investigator performs the study within his/her
employment commitment to the Institution and
the Institution  approves  Investigator’s
participation on the Study.

4. Institution shall enable the Investigator team
to conduct the Study with highest care and in
particular in accordance with regulation no.
536/2014 of 16 April 2014 on clinical trials on
medicinal products for human use, and repealing
Directive 2001/20/EC, Act No. 378/2007 Coll.
on Medicinal Products and its Amendments
(“the Medicinal Products Act”), Government
Decree No. 436/2021 Coll. on on Detailed
Conditions Governing the Conduct of Clinical
Trials on Medicinal Products and its
Amendments, Act No. 372/2011 on Health
Services and Conditions of their Provision
(Health Services Act) and its Amendments and
Act No. 110/2019 on the Processing of Personal
Data and its Amendments, the Protocol, the
Agreement, ethical principles of the Declaration
of Helsinki and the ICH harmonized Guideline
for Good Clinical Practice with its Amendments
and generally respected standards of the good
clinical practice.

5. Institution shall provide the Investigator team
with access to the appropriate equipment and
facilities to conduct the Study (e.g. appropriate
room for patients’ examinations).

6. Institution shall provide the Investigator team
with access to the records of potential subjects
of assessment for purposes of determining their
eligibility for enrolment in the Study.

7. The Institution also agrees to allow the Study
to be undertaken on its premises providing an
appropriate location for patient examination,

2. Zdravotnické zatfizeni zajisti provadéni vSech
potifebnych zdravotnich vySetieni a hodnoceni, dle
protokolu.

3. Zdravotnické zatizeni uvadi, Ze se zkousejicim
tymem a ZkousSejicim jsou uzavieny takové
dohody, které¢ jim postacuji k dodrzeni podminek
této smlouvy. Zdravotnické zafizeni prohlasuje, ze
Zkousejici provadi studii v ramci svého
zaméstnaneckého poméru ke zdravotnickému
zafizeni a zdravotnické =zafizeni s ucasti
Zkousejiciho na této studii souhlasi.

4. Zdravotnické zafizeni musi umoznit
zkousejicimu tymu provadét studii s nejvyssi péci
a zejména v souladu S natizenim ¢. 536/2014 ze
dne 16.4.2014 o klinickych hodnocenich
humannich 1é¢ivych pfipravkl a o zruSeni
smérnice 2001/20/ES, zakonem ¢. 378/2007 Sb., o
1é¢ivech, ve znéni pozdéjsich predpisi (dale také
jen ,,zékon o léCivech®), vyhlaskou &. 463/2021
Sb., o blizsich podminkach provadéni klinického
hodnoceni humannich 1é¢ivych ptipravki ve znéni
pozdéjsich predpist, zékonem ¢&. 372/2011 Sb., o
zdravotnich  sluzbach, ve znéni pozdéjsich
predpist, a  zdkonem ¢&. 110/2019 Sb., o
zpracovani osobnich udaji, ve znéni pozdéjsich
predpisu, Protokolem, Smlouvou, etickymi
zasadami Helsinské deklarace; a
Harmonizovanym Guideline ICH pro Spravnou
klinickou praxi véetné jeho naslednych zmén a
obecné piijimanymi standardy spravné klinické
praxe.

5. Zdravotnické zatizeni poskytne zkouSejicimu
tymu pfistup k vhodnému vybaveni a zafizeni,
které jsou nutné k provadéni studie (napt. vhodna
mistnost pro vySetieni pacienti).

6. Zdravotnické zatizeni poskytne zkousejicimu
tymu pristup k zaznamam potencialnich subjektt
hodnoceni za ucelem urceni jejich vhodnosti k
naboru do studie.

7. Zdravotnické zarizeni dale souhlasi, ze umozni
provadeni studie ve svych prostorach a poskytne
vhodné misto k vyseteni pacientt, provadéni
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performing of additional tests, storing of
additional tests and documentation of the Study.

8. All documentation referring to the Study shall
be stored at safe place for at least 15 (fifteen)
years after completion or discontinuation of the
Study, unless a longer period is required under
the applicable laws and regulations.

9. The Institution shall use all best efforts to
assist CRO in all its activities related to the
monitoring of the Study however such
monitoring shall not interfere with the process of
the healthcare services, provided at the
Institution.

10. The |Institution shall not permit the
investigational ~ product Remsima®  (the
»Product”) to be used for any purpose other
than the local standard of care and applicable
regulations in place.

11. Complying with the applicable Czech
Republic and European legal rules and
regulations, the Investigator, the Institution, and
the CRO are obliged to protect the personal data
and private information on the subjects of
assessment included in the Study in the course
of carrying out the Study as well as after the
Study is completed. The binding rules for data
processing in accordance with the 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, and repealing Directive 95/46/EC
(General Data Protection Regulation) are
included in Attachment 1 hereto.

dalsich testu, skladovani dalsich testd, léc¢iv a
dokumentace studie.

8. Veskera dokumentace tykajici se studie musi
byt uchovavana na bezpe¢ném mist¢ po dobu
nejméné 15 (patnacti) let po ukonceni nebo
preruseni studie, pokud neni podle platnych
zakonu a predpist pozadovana delsi Ihata.

9. Zdravotnické zatizeni vynalozi veskeré usili na
pomoc CRO ve wvsech svych cinnostech
souvisejicich s monitorovanim studie, nicmén¢
takové monitorovani nesmi narusovat proces
zdravotnickych  sluzeb  poskytovanych  ve
zdravotnickém zarizeni.

10. Zdravotnické zafizeni nesmi povolit pouziti
zkouseného pripravku Remsima® (dale jen
»produkt) k jinym tc¢elim, nez jeho poskytovani
v ramci standardni péce a lokalnich predpist a
nafizeni.

11. Pti dodrzeni platnych ceskych a evropskych
pravnich predpisu jsou zkousejici, zdravotnické
zarizeni, a CRO povinni chranit osobni udaje a
soukromé informace o subjektech hodnoceni
obsazenych ve studii v prabehu studie, ale i poté,
co je studie dokonéena. Pravidla pro zpracovani
udaji v souladu s natizenimi Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochran¢ fyzickych osob, pokud jde
0 zpracovani osobnich udaji a volného pohybu
téchto tidaju, a zruseni smérnice 95/46/ES (Obecné
natizeni o ochrané udaji, GDPR), jsou zahrnuty v
piiloze 1 tohoto dokumentu.

V. Obligations of the Investigator

1. Protocol

1.1.Investigator shall conduct the clinical trial,
with CRO’s oversight, in accordance with
the Protocol, the applicable Regulations and
the terms and conditions of this Agreement.
The clinical trial will be conducted
according to the conditions specified under
applicable Regulations.

1.2.If applicable wunder the local Ilegal
framework, the Investigator shall submit to
SPONSOR/CRO and then to Institutional

V. Povinnosti zkousejiciho
1. Protokol
1.1.ZkouSejici povede klinické hodnoceni s
dozorem CRO, dle Protokolu, odpovidajicich
Predpisii a natizeni dle této Smlouvy. Klinické
hodnoceni bude provadéno dle podminek
specifikovanych v odpovidajicich Pfedpisech

1.2.Zkousejici pfedlozi Zadavateli/CRO a poté
Instituonal Review Board (IRB)/Nezavislé
etické komisi (IEC) k predchozimu
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Review Board (IRB)/ Independent Ethics
Committee (IEC), for prior written approval,
any proposed change in, or deviation from
the Protocol.

1.3.1f applicable under the local legal
framework, the Principal Investigator shall
immediately notify SPONSOR/CRO and the
IRB/IEC of any planned deviation from the
Protocol and provide notice of the planned
deviation to SPONSOR/CRO and the
IRB/IEC.

1.4.The Investigator shall maintain source data
in the patient’s medical records for the
duration of the study.

2. Serious Adverse Experience Reporting

2.1.Investigator shall notify SPONSOR/CRO
and the IRB/IEC immediately of any serious
adverse experience during the course of the
clinical trial, including, but not limited to:

2.2.Any event required to be reported to the
regulatory agency/Competent Authorities,
including:
e Results in death
e s life-threatening
e Requires inpatient hospitalisation or
prolongation of existing
hospitalisation
e Results in persistent or significant
disability/incapacity
e Results in a congenital
anomaly/birth defect
e Results in a condition that is
considered medically significant
2.3.Any event that may reasonably be believed
to impair the integrity or validity of the
clinical trial.
2.4.Investigator shall report all serious adverse
experiences within twenty-four (24) hours,
according to the Procedures for Serious
Adverse Event Processing described in the
Clinical Study Protocol, or as a separate
document (if applicable).

3. Clinical Study Site File

3.1.Creation of Clinical Study Site File: Prior to
commencement of the clinical trial,
Investigator shall, with the assistance of
CRO, create a Clinical Study Site File

pisemnému schvaleni jakoukoli navrhovanou
zménu nebo odchylku od protokolu, pokud je
tak lokalné vyzadovano.

1.3.Zkousejici neprodlené oznami
zadavateli/CRO a IRB / IEC jakoukoli
planovanou odchylku od protokolu a posle
oznameni 0 planované odchylce
zadavateli/CRO a IRB/IEC, pokud je tak
lokalné vyzadovano.

1.4.Zkousejici uchovava zdrojova data v
1ékatskych zaznamech pacienta po dobu trvani
studii.

2. OhlaSovani  zavainych  nepfriznivych
zkuSenosti
2.1. ZkouSejici musi okamzit¢ informovat
zadavatele/CRO a IRB/IEC o veskerych
zavaznych nezadoucich pitihodach v pribéhu
klinického hodnoceni véetn¢, kromé jiného:
2.2.kazdé udalosti, kterd musi byt oznadmena
regulaénimu  organu/piislusSnym  orgénim,
veetn€ takové, ktera:
e vede k smrti
e je zivot ohrozujici
e vyzaduje hospitalizaci v nemocnici
nebo prodlouzeni stavajici
hospitalizace
e vede k trvalé nebo vyznamné
invalidité/pracovni neschopnosti
e je vrozena vada
e vede ke stavu, ktery je povaZzovan za
1ékatsky vyznamny

2.3.Kazda udalost, u které Ilze davodné
predpokladat, Ze narusi integritu nebo platnost
klinicke studie.

2.4.Zkousejici musi hléasit vSechny zavazné
nezadouci ucinky do 24 hodin podle postupti
pro zpracovani zdvaznych nezaddoucich piihod
popsanych v protokolu o klinické studii, nebo
jako samostatny dokument (je-li to relevantni).

3. Soubor mista klinické studie
3.1.Vytvoteni souboru mista klinické studie: Pied
zahajenim klinické studie vytvoii zkousejici
za pomoci spolecnosti CRO soubor klinické
studie, ktery obsahuje néasledujici dokumenty
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3.3.Retention/Transfer of Clinical Trial

comprising the following documents

A list of the names, titles and

occupations of each member of the

IRB/IEC, and

e Written IRB/IEC approval of the
Protocol and the Informed Consent
Form, and

e The IRB/IEC approved
Consent Form, and

e The current curriculum vitae of the

Investigator and all other site personnel

performing a study related function.

Protocol

Financial Disclosure Form

Study personnel signature log

Subject screening logs

As well as all the required by chapter 8

of ICH/GCP documents.

Informed

3.2 Maintenance of the Clinical Study Site File:

During the course of the clinical trial, the

Investigator shall maintain the Clinical

Study Site File with the most recent

documents and shall update the file by

including therein, and promptly providing to

SPONSOR/CRO the following:

e All amendments to the Protocol and a
record of any planned deviation
therefrom, including Protocol
amendments and reports, and

e All correspondence with the IRB/IEC,
including periodic reports and approvals,
and

e General correspondence relating to the
clinical trial, and

e Such other documents as CRO and/or
SPONSOR may from time to time
reasonably require or provide.

Site
File/Study Records

3.3.1. The Investigator shall retain the Clinical

Trial Site File, including case histories,
raw data, and reports of the trial, until
SPONSOR/ CRO shall notify Principal
Investigator that the trial records are to
be transferred to SPONSOR/ CRO or
may be destroyed. But in no event, for a

3.2.

(pfed zahdjenim zkouSejici odesle kopii nize
uvedenych polozek zadavateli/CRO).
Seznam jmen, tituld a povolani kazdého
¢lena IRB/IEC a

Pisemné schvaleni protokolu a formuléfe
informovaného souhlasu a

Formular Informovaného Souhlasu

schvaleny IRB/IEC a

Aktudlni Zzivotopis zkousejictho a vSech
ostatnich pracovnikli na pracovisti, ktefi
vykonavaji funkci souvisejici se studii.
Protokol

Formulaf pro zvetejiiovani finan¢nich tidaji
Protokol podpisu pracovnik studie
Protokoly screeningu subjekt

Stejné¢ jako vSechny poZadované Casti
kapitoly 8 dokumentd ICH/GCP.

Udrzba souboru mista klinické studie: V

pribéhu klinické zkousky zkousSejici udrzuje
soubor mista klinické studie a aktualizuje
soubor tim, ze do n& vklad4d, a okamzité
poskytne zadavateli/CRO, nasledujici:

veSkeré dodatky protokolu a zdznam o
jakékoli planované odchylce od négj, vcetné
dodatki a zprav protokolu, a

veSkerou korespondenci s IRB/IEC, vcetné
pravidelnych zprav a schvéleni, a

obecnou korespondenci tykajici se klinické
studie, a

ostatni  dokumenty dle rozumnych
pozadavkl CRO a/nebo zadavatele.

3.3. Uchovavani/ptenos souboru mista klinické

3.3.1.

studie/zdznamu studie

Zkousejici uchovd soubor mista
klinické studie vcetné historie piipadi,
hrubych Udaji a zprdv o studii, dokud
zadavatel/CRO neozndmi zkouSejicimu,
ze zdznamy o studii maji byt pfevedeny na
zadavatele/CRO nebo mohou byt zni¢eny.
V kazdém ptipad€ musi byt uchovavan na
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period of at least 15 years after the
termination/expiration of the Study,
unless a longer period is required under
the applicable laws and regulations.
Should the Investigator leave/terminate
his/her practice at the trial site before this
period has expired, he/she shall
nominate another physician in writing
(to CRO/SPONSOR) to be responsible
for maintenance of study records.

3.3.2.

4. Clinical Trial Participants

4.1.The Investigator shall include in the trial
only Qualified Participants.

4.2.Investigator shall use exclusively the
Informed Consent Form with the subject’s
participation in the study and consent with
collection, storage and processing of
personal data of the study subject regarded
to the study, provided by CRO and approved
by the IRB/IEC. CRO is responsible for the
wording of these consents and for its
approvals by regulatory authorities.

4.3.Prior to Qualified Participants entering the
trial, the Investigator shall review all details
and requirements of the relevant Protocol
and the Informed Consent Form with the
Qualified Participants.

4.4.Complying with the applicable Czech and
European legal rules and regulations, the
Investigator and CRO are obliged to protect
the personal data and private information on
the subjects of assessment included in the
Study in the course of carrying out the Study
as well as after the Study is completed. The
binding rules for data processing in
accordance with the 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, and repealing
Directive  95/46/EC ~ (General  Data
Protection Regulation) are included in
Attachment | hereto.

5. General Study Conduct
5.1.The Investigator should ensure that the

bezpecném misté po dobu nejméné 15 let
po ukonceni/vyprseni studie, pokud neni

podle platnych zakonti a ptedpist
pozadovana delsi lhiita.
3.3.2. Pokud zkouSejici opusti nebo

ukon¢i svou praxi v misté studie diive, nez
tato lhtita uplyne, jmenuje pisemné jiného
Iékafe (zaSle oznameni na adresu
CRO/zadavatele), ktery bude zodpovédny
za vedeni studijnich zaznamt.

4. Utastnici klinickych studii

4.1. Zkousejici ~ zahrne  do
kvalifikované ucastniky

4.2. ZkouSejici pouzije vyhradné formulafr
informovaného souhlasu s ucasti subjektu
hodnoceni ve studii a souhlas se
shromazd’ovanim, skladovanim a
zpracovavanim osobnich udaju subjektu
hodnoceni v souvislosti se studii,
poskytnuty CRO a schvaleny IRB/IEC.
CRO odpovidé za znéni téchto souhlasu a
za to, ze byly schvéaleny regulatornimi
organy.

4.3.Ptedtim, nez kvalifikovani ucastnici vstoupi
do studie, zkousejici pfezkouma vsechny
podrobnosti a pozadavky pfislusného
protokolu a formulafe informovaného
souhlasu, a to spole¢né s kvalifikovanymi
ucastniky.

4.4 Pti dodrzeni platnych ¢eskych a evropskych
pravnich ptedpisii jsou zkousejici a CRO
povinni chranit osobni udaje a soukromé
informace o  subjektech  hodnoceni
obsaZenych v studii v pribéhu studie, ale 1
poté, co je studie je dokoncena. Zavazna
pravidla pro zpracovani udaji v souladu s
nafizeni Evropského parlamentu a Rady
(EVU) 2016/679 ze dne 27. dubna 2016 o
ochran¢ fyzickych osob, pokud jde o
zpracovani osobnich udaji a volného
pohybu téchto udaju, a zruSeni smérnice
95/46/ES (Obecné natizeni o ochrané udaju,
GDPR) jsou soucasti ptilohy 1 Smlouvy.

studie  pouze

5. Obecné provedeni studie
5.1.Zkousejici musi zajistit, ze CRF jsou
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electronic CRFs are being submitted to
SPONSOR in a timely manner, as requested
by SPONSOR.

5.2.The Investigator shall stick to queries
turnaround times as requested and specified
by the SPONSOR.

6. Arrangement for materials

6.1.Investigator shall provide all personnel,
facilities and resources as may be required to
accomplish Investigator’s responsibilities
under the Protocol.

6.2.SPONSOR/ CRO shall provide, to
Investigator any study related materials
required (e.g. Case Report Forms) for the
trial, as set forth in the Protocol.

6.3.SPNSOR/CRO shall not provide to the
Investigator any Products of the Study drug.

7. Certain covenants of the parties
7.1.  Recruitment: Investigator shall recruit
only Qualified Participants. Investigator

undertakes to enroll such number of subjects in
such enrollment term as specified in the table
above. The Investigator has been made aware
that this is a multicenter Study and therefore a
competitive recruitment scenario shall apply.
Should the total number of subjects enrolled in
the Study be met prior to the end of the
enrollment phase specified in the table above,
CRO, on SPONSOR’s behalf shall have the
right to terminate further recruitment.

7.2.  Case Report Forms: Investigator shall
complete Case Report Forms promptly and
accurately. Investigator shall assist SPONSOR
and CRO representatives in resolving any
discrepancies or errors in Case Report Forms.
Investigator shall also assist SPONSOR and
CRO in performing audits of original case
records, laboratory reports and/or raw data
sources underlying data recorded on the Case
Report Forms.

7.3.  Publication
7.3.1. Investigator shall not publish paper(s)
about the Product or the clinical trial, without

predlozeny zadavateli, a to v¢as a podle
pozadavku zadavatele.

5.2.Zkousejici musi dodrzovat pozadavky na
reakce na zadosti podle pozadavkl a zadani
zadavatele.

Ustanoveni tykajici se materialu

6.1.Zkousejici poskytne veskery personal,
zafizeni a zdroje, které mohou byt
pozadovany pro plnéni odpovédnosti
zkousejiciho podle protokolu.

6.2.Zadavatel/CRO poskytne zkousejicimu
pozadované materidly (napf. formulare
zaznamu subjektll) pro studii, jak je
uvedeno v protokolu.

6.3.Zadavatel/CRO nebude poskytovat
zkouSejicimu Zzadny produkt tykajici se
studijniho 1é¢iva.

. Nékteré zavazky stran

7.1.Néabor: ZkouSejici bude nabirat pouze
kvalifikované ucastniky. Zkousejici se
zavazuje nabrat takovy pocet subjektd v
terminu naboru, jaky je uveden v tabulce
vyse. Zkousejici byl upozornén, ze jde o
multicentrickou studii, a proto se uplatni
scénaf vybérového naboru. Jestlize bude
splnén celkovy pocet subjektl zatazenych
do studie pfed koncem faze zapisu, jak je
uvedeno v tabulce vySe, CRO ma jménem
zadavatele pravo ukoncit dalsi nabor.

7.2. Formulafe zdznamu subjektu: Zkousejici
musi rychle a pfesné¢ vyplnit formuléfe
zdznamu  subjektu.  ZkouSejici  bude
napomocen zastupclim zadavatele a CRO
pfi feSeni pfipadnych nesrovnalosti nebo
chyb ve formuléfich zdznamu subjektu.
ZkouSejici rovnéz pomahd zadavateli a
CRO pifi provadéni auditi plvodnich
pfipadovych  zdznaml,  laboratornich
protokolll a/nebo zdroji surovych udaji, z
nichZ vychazeji Udaje zaznamenané na
formulafi zdznamu subjektu (CRF).

7.3.  Publikace
7.3.1. Zkousejici nezvetejiiuje dokumenty k
produktu nebo klinické studii bez ptedchoziho
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the SPONSOR’s prior written consent.
Publication of results from the trial is regulated
by the SPONSOR.

7.3.2. Investigator shall not use SPONSOR or
CRO names in any form of public information,
without the appropriate party’s prior written
consent.

8. Product

8.1.  Receipt of the Product: The Investigator
shall prescribe the Product to the trial
Participants.

8.2.  Administration of the Product:

8.2.1. The prescription of the Product to trial
Participants shall be documented on the
appropriate sections of the Source Documents
and of the Case Report Form, by the Investigator
/designee.

8.2.2. The Product shall only be prescribed to
Qualified Participants.

8.2.3. The Product shall not be used for any
purpose other than that of the local standard of
care and applicable regulations in place.

pisemného souhlasu zadavatele.
vysledki studie upravuje zadavatel.
7.3.2. Zkousejici nepouzije jména zadavatele ani
CRO v jakékoliv form¢ vefejnych informaci bez
ptedchoziho pisemného souhlasu piislusné strany.

Zvetejnéni

8. Produkt
8.1. Pfijem produktu: ZkouSejici/ piedepiSe
produkt ucastniktim klinického hodnoceni.

8.2.  Sprava produktu:

8.2.1. Pfedpis produktu ucastnikim klinikého
hodnoceni bude zdokumentovano v odpovidajici
¢asti zdrojové dokumentace a ve Formulafi
zaznamu subjektu (CRF) zkousejicim ¢i jeho

zastupcem.
8.2.2. Produkt bude predepsan pouze
kvalifikovanym ucastnikiim klinického
hodnoceni.

8.2.3. Produkt nebude uzivan k jinym G¢eliim nez
je lokalni rutinni péce a jeho uziti bude odpovidat
lokalnim ptedpisiim.

VI.  Monitoring and checking the
study
1. The Study will be monitored by CRO (or
SPONSOR as the case may be) and Institution
and Principal Investigator agree to cooperate
with CRO and SPONSOR in all efforts to
monitor the Study. The Institution and the
Principal Investigator shall provide SPONSOR
and CRO with the access to all the information
gathered in the course of the Study, results of
tests and examinations, as well as other
information on the subjects of assessment
included in the Study. A reasonable amount of
time must be set aside at each monitoring visit
for discussions and to make corrections to the
case report forms (“CRF”’). CRFs will be legible
and completed within three (3) business days of
each patient visit or data generating event, or
within 24 hours in case of Serious Adverse
Event. Any requests by CRO and/or SPONSOR
for verification, clarification or correction of
data furnished on a CRF must be provided
within five (5) business days of receipt of such
request. SPONSOR reserves the right to
withhold payment in case of significant or
repeated failure to perform the tasks set forth in

VI. Monitorovani a kontrola studie

1. Studie bude sledovana ze strany CRO (ptipadné
zadavatele) a zdravotnické zafizeni a hlavni
zkousejici souhlasi s tim, ze budou spolupracovat
s CRO a =zadavatelem ve vSech aspektech
monitorovani studie. Zdravotnické =zafizeni a
hlavni zkousejici poskytnou zadavateli a CRO
pfistup ke vSem informacim shroméazdénym v
pribéhu studie, jako jsou vysledky testi a
vySetfeni, jakoZ 1 dalsi informace o subjektech
hodnoceni zahrnutych ve studii. Pii kazdé
monitorovaci navstévé musi byt vyclenéna
pfiméiend doba na diskuzi a musi byt provedeny
opravy formuldii zdznamt subjektu (,,CRF).
CRF budou citelné a dokonéeny béhem tii (3)
pracovnich dni od kazdé navstévy pacienta nebo
udalosti generujici data, ¢i do 24 hodin v ptipadé
zavazné nezédouci udalosti. VeSkeré pozadavky
CRO nebo zadavatele na ovéreni, objasnéni nebo
opravu udaji poskytnutych v CRF musi byt
ptedlozeny do pét (5) pracovnich dnti od obdrzeni
takové zadosti. Zadavatel si vyhrazuje pravo
odmitnout platbu v pfipadé¢ vyznamného nebo
opakovaného neplnéni utkoli uvedenych v této
¢asti V. Zdravotnické zatizeni a hlavni zkouSejici
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this Section V. Institution and Principal
Investigator shall allow CRO and SPONSOR to
audit all Study related records upon reasonable
advance notice. Sponsor and CRO commit to
provide the Institution the final audit report
within two months after end of the audit. The
Institution is authorized to use the final report
only for its internal needs.

2. The above provision from this Section VI
shall not interfere with the rights of the
authorised representatives of the appropriate
authorities of Czech Republic and foreign
monitoring authorities to carry out their own
checks.

3. The subjects of assessment shall be advised in
compliance with Section IV, Article 11 hereof
and informed of the fact that the information
related to them and gathered in the course of the
Study may be presented to and used by the
appropriate authorities of Czech Republic for
the purpose of inspection.

4. Site Inspections

4.1. Authorized personnel of SPONSOR, CRO,
regulatory agency and other parties authorized
by the SPONSOR (e.g. external auditors), shall
be permitted to inspect the facilities Investigator
proposes to utilize for the trial, both before the
trial begins and during the course of the trial.

4.2. If CRO/SPONSOR determines that the
facilities are not adequate for the proper conduct
of the trial and such inadequacies are not
remedied, then CRO, in agreement with
SPONSOR, shall either refuse to commence or
decide to discontinue the trial, and terminate this

Agreement without further obligation to
Investigator hereunder.

43. The Investigator  shall  notify
SPONSOR/CRO promptly if the

REGULATORY AGENCY requests permission
to inspect Investigator’s research records in
connection with the trial. If the inspection
occurs, Investigator shall provide to
SPONSOR/CRO copies of all regulatory agency
materials, correspondence, statements, forms
and records which the Investigator receives

musi po piimétené v€asném upozornéni zadavateli
a CRO umoznit audit v§ech zaznamii souvisejicich
se studii. Zadavatel a CRO se zavazuji ptedlozit
zdravotnickému zafizeni vyslednou zpravu o
probéhlém auditu do dvou mésicii od ukonceni
auditu. Zdravotnické zafizeni je opravnéno vyuzit
vyslednou zprdvu o auditu pouze pro interni
potiebu.

2. Vyse uvedené ustanoveni této casti VI
nezasahuje do prava opravnénych zastupcl
piislusnych  organt  Ceské  republiky a
zahrani¢nich kontrolnich orgénd provadét vlastni
kontroly.

3. Subjekty hodnoceni budou informovany v
souladu s ¢asti IV, ¢lankem 11 této smlouvy o tom,
ze informace, které se jich tykaji a které jsou
shromazdény v priubéhu studie, mohou byt
predlozeny piisluinym organtim Ceské republiky
a pouzity pro ucely kontroly.

4. Kontroly na misté
4.1. Opravnény personal zadavatele, CRO,
regulacnich ufadd a dalSich osob opravnénych
zadavatelem (napf. externi auditofi) ma pravo
kontrolovat zafizeni, ktera zkouSejici navrhuje
vyuzit pro studii, a to jak pfed zahajenim studie,
tak v jejim prabehu.

4.2. Pokud spole¢nost CRO/zadavatel zjisti, ze
zafizeni nejsou pro fadné provadéni studie
adekvatni a dané nedostatky nejsou odstranény,
pak spole¢nost CRO, po dohodé se zadavatelem,
bud’ odmitne zah4jit nebo rozhodne pterusit studii,
a ukon¢i tuto smlouvu bez dal§i povinnosti vici
zkousejicimu podle této smlouvy.

4.3. Zkousejici bude neprodlené informovat
zadavatele/CRO, jestlize regula¢ni Gfad pozada o
povoleni  prohlidky  vyzkumnych zdznami
zkousejiciho v souvislosti se studii. Pokud dojde k
inspekci, zkousejici poskytne zadavateli/CRO
kopie vSech materidl, korespondence, vypisu,
formulatii a zaznamt vSech regula¢nich agenturu,
které zkousSejici obdrzi.

VII. Other provisions

VII. DalSsi ustanoveni
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1. The Institution shall keep all the documents
related to the Study, included in the Study
documentation as well as the documents related
to the subjects of assessment, as required by
applicable laws and regulation, but in any event
until the SPONSOR or CRO, subject to the
SPONSOR’s written approval, informs the
Institution to return or destroy the documents;
the Institution shall inform SPONSOR and CRO
in writing prior to destroying any of the
documents.

2. The Institution and the Investigator shall
indemnify the SPONSOR and the CRO and its,
agents and employees against all claims,
proceedings, costs and expenses (including
reasonable legal costs) in respect of any loss of
or damage which is the result of negligence or
intent on the part of the Institution, the
Investigator, the Investigator Team or the Study
Staff or of a breach by the Institution and the
Principal Investigator and/or the study team of
their obligations under this Agreement, save to
the extent that any such loss or damage is the
result of negligence or intent on the part of the
SPONSOR, its servants, agents or employees or
of a breach of the obligations of the SPONSOR
under this Agreement.

3. Notwithstanding the provisions of this
Agreement, in the event SPONSOR’s agreement
with the Principal Investigator is terminated for
any reason, no new Study subjects will be
recruited or enrolled for the Study at the Site
located at the Institution unless and until
SPONSOR has designated a replacement
Principal Investigator.

1. Zdravotnické zafizeni uchova vsechny
dokumenty souvisejici se studii, které jsou soucasti
studijni dokumentace, jakoz i dokumenty
souvisejici se subjekty hodnoceni, jak to vyzaduji
platné zakony a predpisy, avsak v kazdém pripadé
dokud zadavatel nebo CRO, na zaklad¢ pisemného
souhlasu zadavatele, neinformuje zdravotnické
zatizeni o vraceni nebo zni¢eni dokumentd;
zdravotnické zatizeni bude zadavatele a CRO
predem pisemné informovat, nez zlikviduje
jakykoliv z dokumentd.

2. Zdravotnické zatizeni a zkousSejici poskytne
zadavateli a CRO a jeho zastupcam a
zaméstnancam odskodnéni za veskeré naroky,
fizeni, naklady a vydaje (vcetné piimérenych
pravnich nakladt) za piipadnou ztratu nebo skodu,
ktera vznikla dasledkem nedbalosti nebo tmyslu
ze strany zdravotnického zatizeni, zkousejiciho,
zkousejiciho tymu nebo pracovnika studie nebo
vznikne porusenim zavazkt zdravotnického
zatizeni a hlavniho zkousejiciho a-nebo studijniho
tymu vyplyvajicich z této smlouvy s vyjimkou
piipadi, kdy je tato ztrata nebo skoda zpusobena
nedbalosti nebo zamérem zadavatele, jeho
spolupracovniki, zastupci nebo zaméstnancu
nebo porusenim povinnosti zadavatele podle této
smlouvy.

3. V pripade, ze z jakéhokoliv diavodu dojde k
ukonceni smlouvy mezi ZADAVATELEM a
hlavnim  zkousejicim, nebudou v  misté
zdravotnického zafizeni do studie nabirany ani
zahrnovany nové subjekty, dokud ZADAVATEL
neur¢i nahradniho hlavniho zkousejiciho. A to bez
ohledu na ostatni ustanoveni této smlouvy.

VIIl. Compensation of damages to health
incurred by the subjects of assessment

1. SPONSOR is responsible for the damages to
health incurred by the subjects of assessment as
a result of carrying out the Study, provided that
such damage is not related to the negligence,
intent, misconduct, or violation of the Protocol
by the Institution, Principal Investigator, any
other Investigator or the Study staff. In no event
falling outside the scope of the Sponsor’s
insurance, if required by local legislation, shall

VIIl. Nahrada Skody na zdravi vzniklé

subjektiim hodnoceni

1. Zadavatel odpovida za skody na zdravi, které
vznikly subjektim hodnoceni v dusledku
provedeni studie, za predpokladu, ze takova skoda
nesouvisi s nedbalosti, umyslem, nespravnym
chovanim nebo porusenim protokolu
zdravotnickym zafizenim, hlavnim zkousejicim,
jakymkoli jinym zkousejicim nebo pracovniky
studie. Zadavatel nebude, v zadném piipadé,
odpovédny za jakékoli a vSechny nepfimé,
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the SPONSOR be liable for any and all indirect,
incidental, or consequential damages whether in
contract, warranty, tort, strict liability or
otherwise.

2. The CRO warrants that according to its
agreement with the SPONSOR, SPONSOR
agreed to take out and maintain appropriate
insurance cover for the duration of the Study, if
applicable as per local legislation.

nahodné nebo nasledné Skody, at’ uz ve smlouve,
zaruce, precinu, objektivni odpovédnosti ¢i jing,
mimo rozsah pojisténi Zadavatele, pokud to
vyzaduje legislativa.

2. CRO zarucuje, ze podle dohody se zadavatelem
souhlasi tento s uzavienim a udrzenim prislusného
pojistného kryti po dobu trvani studie, pokud je
toto mistni legislativou vyzadovano.

IX. Protection of confidential information;
publicity

1. For the purpose hereof (1) the information
provided by the SPONSOR or CRO with regard
to the Study, (2) the data, results, case report
forms, analyses, reports and results generated in
connection with the Study (‘Study Data’), and
(3) any other information provided by the
SPONSOR or CRO shall be deemed
SPONSOR’s exclusive  property  and
confidential information  (‘Confidential
Information’). The Institution and the Principal
Investigator, shall neither disclose the
Confidential Information to third parties in a
direct or indirect manner, nor use it contrary to
the SPONSOR or CRO’s instructions. The
Confidential Information shall be kept by the
Institution and the Principal Investigator in a
secure location dedicated to the storage of
confidential information. Should there be any
legal reason to make the Confidential
Information public, the Institution or the
Principal Investigator shall advise the
SPONSOR or CRO accordingly, in writing
without any undue delay, prior to releasing the
Confidential Information, and shall release such
Confidential Information only to the extent
necessary and required.

2. The name, trademark, logo, symbol, or other
image of SPONSOR or CRO shall not be used
without the prior written consent of SPONSOR
or CRO respectively. There shall be no press
release, announcement or any communication of
information regarding the Study to any third
party without the prior written consent of
SPONSOR.

IX.  Ochrana divérnych informaci;
publicita

1. Pro ucely tohoto dokumentu (1) informace
poskytnuté zadavatelem nebo CRO ve vztahu ke
studii, (2) data, vysledky, formuldfe zidznamil
subjektt, analyzy, zpravy a  vysledky
vygenerované v souvislosti se studii (dale jen
,data studie®) a (3) jakékoli dalsi informace
poskytnuté zadavatelem nebo CRO budou
povazovany za vyluéné vlastnictvi a divérné
informace zadavatele (ddle jen ,,didvérné
informace®). Zdravotnické zafizeni a hlavni
zkousSejici nesmi divérné informace zvefejiiovat
tietim strandam piimo nebo nepfimo, ani je
pouzivat v rozporu s pokyny zadavatele ¢i CRO.
Duvérmné informace uchovéavaji zdravotnické
zafizeni a hlavni zkousSejici na bezpecném miste,
které je specialn¢ urCeno k uklddani daveérnych
informaci. V ptipadé, Ze existuji né&jaké pravni
divody k tomu, aby duvérné informace byly
zvetejnény, zdravotnické zafizeni nebo hlavni
zkouSejici  budou pfed zvefejnénim  bez
zbyte¢ného odkladu zadavatele nebo CRO
pisemné informovat, a takovou divérnou
informaci zvefejni pouze v nezbytné a pozadované
mife.

2. Jméno, obchodni znacka, logo, symbol nebo
jiny obrazek zadavatele ¢i CRO nesmi byt
pouzivany bez ptedchoziho pisemného souhlasu
zadavatele ¢i CRO. Bez ptedchoziho pisemného
souhlasu zadavatele nesmi byt provedena zadna
tiskova zprava, ozndmeni ani jakékoli sdélovani
informaci tykajicich se studie Zadné tteti strané.
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3. In any case Institution is in breach of its
obligations under this section the CRO shall
have the right to terminate this Agreement for
material breach.

3. V pfipadé, Ze zdravotnické zatizeni porusi své
povinnosti vyplyvajici z této ¢asti, bude mit CRO
pravo ukoncit tuto smlouvu pro zdvazné poruseni.

X. Ownership of study results; inventions;
and publishing the results

1. The results, data, and information obtained
during the conduct of the Study (including all
Study Documentation) are and shall remain the
exclusive property of the SPONSOR.

2. Institution and the Principal Investigator,
agree that the title to any and all inventions,
discovery  know-how or  improvements
conceived or reduced to practice during the
performance of this Agreement (herein,
‘Inventions’) shall be and remain the property
of SPONSOR. Institution and the Principal
Investigator, shall fully cooperate with
SPONSOR in obtaining, at SPONSOR'’s
expense, any patent protection as may be
available with respect to such Inventions, and
shall execute all documents reasonably deemed
necessary for SPONSOR for purposes of
procuring such patent protection.

3. SPONSOR shall have the right to publish the
results of the Study and shall note the
Institution’s and  Principal Investigator’s
contributions in accordance with customary
scientific practices.

4. The Investigator will disclose to SPONSOR
and/or CRO, in writing, any discovery or
invention; whether or not patentable (hereinafter
“INVENTION?”), resulting from or reduced to
practice in the conduct of the trial. All rights,
title and interest in and to any such
INVENTION by the Institution or the
Investigator and/or his/her staff that result from
the trial shall be owned by the SPONSOR. The
Investigator shall cooperate with SPONSOR; at
SPONSOR’s expense, to execute any
documents and give any oaths required to enable
SPONSOR to protect its proprietary rights in
and to any INVENTION.

X. Vlastnictvi vysledku studie; vynalezy;
zverejnéni vysledki

1. Vysledky, tdaje a informace ziskané béhem
provadéni studie (vcetne veskeré dokumentace ke
studii) jsou a zastavaji vyhradnim vlastnictvim
zadavatele.

2. Zdravotnické zatizeni a hlavni zkousejici
souhlasi s tim, ze narok na veskeré vynalezy,
objevy know-how nebo vylepseni vytvoiené nebo
pievedené do praxe béhem plnéni této smlouvy
(dale jen ,,vynalezy*) budou a ztstanou majetkem
zadavatele. Zdravotnické zafizeni a hlavni
zkousejici  budou pIn¢  spolupracovat se
zadavatelem (na naklady zadavatele) pii ziskavani
veskeré patentové ochrany, ktera muize byt k
dispozici v souvislosti s témito vynalezy, a vytvori
vsechny dokumenty pfimérené povazované za
nezbytné pro zadavatele k ucelu ziskani takové
patentové ochrany.

3. Zadavatel ma pravo zvetejnit vysledky studie a
podil na studii ze strany zdravotnického zatfizeni a
hlavniho zkousejiciho uvede podle obvyklych
veédeckych postupd.

4. Zkousejici pisemné odhali Zadaveli a/nebo
CRO, jakykoliv objev ¢i vynalez; patentovatelny
¢i ne (dile jen ,Vyndlez“), vyplyvajici
Z provadeéni klinického hodnoceni. VSechna prava,
tituly a zaymy kjakémukoli  Vynélezu
Zdravotnického zatizeni ¢i ZkouSejiciho a/nebo
jeho/jejiho personalu, které pochdzeji z provadéni
klinického hodnoceni budou pattit Zadavateli.
Zkousejici bude spolupracovat se Zadavatelem; na
naklady Zadavatele vyda dokumenty a bude
ptisahat dle pozadavku, aby bylo Zadavateli
umoznéno chranit sva vlastnickd prava va
k jakémukoli Vynalezu.

XI. Settlement of disputes

XI.  ReSeni spori
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Should any disputes arise in relation to this
Agreement, the Parties agree to resolve such
disputes in an amicable manner. If the Parties
fail to reach an agreement within 30 (thirty) days
after one Party notifies the other Party of the
dispute, the case shall be submitted to the
appropriate Czech court.

V piipadé jakychkoli sporii v souvislosti s touto
smlouvou se smluvni strany dohodnou, ze takové
spory budou vyfeSeny smirnym zpiisobem. Pokud
strany nedosdhnou dohody do 30 (tficeti) dnti poté,
co jedna ze stran oznami spor druhé strané, bude
spor postoupen prislusnému ceskému soudu.

XI1.Debarment

1. The Institution certifies that it is licensed,
registered, or otherwise qualified and suitable
under local law, regulations, policies, or
administrative requirements to conduct the
Study and required Study related activities. The
Institution also certifies that there are no
applicable regulations or other obligations that
prohibit it from conducting the Study and
entering into this Agreement and that it is not
debarred according to any applicable local law
and any applicable international law (including,
but not limited to, any prohibition to perform
any activity relating to the development of
medicines). The Institution shall immediately
notify CRO in writing in the event it or any of
its officers, directors or employees performing
services in connection with the Study is
debarred under the applicable local law and any
applicable international law and the Institution
will not use in any capacity the services of any
person debarred with respect to services to be
performed under this Agreement. In any case
Institution is in breach of its obligations under
the preceding sentence, CRO shall have the right
to terminate this Agreement for material breach.

2. The Principal Investigator certifies that it
he/she is licensed, registered, or otherwise
qualified and suitable under local law,
regulations,  policies, or  administrative
requirements to conduct the Study and required
Study related activities. The Principal
Investigator also certifies that there are no
applicable regulations or other obligations that
prohibit him/her from conducting the Study and
entering into this Agreement and that he/she is
not debarred according to any applicable local
law and any applicable international law
(including, but not limited to, any prohibition to
perform any activity relating to the development

XIl.  Zakaz ¢innosti

1. Zdravotnické zafizeni prohlasuje, ze je
drzitelem opravnéni, je registrovano ¢i jinak
kvalifikovano a zptisobilé podle mistniho prava,
nafizeni,  politk  nebo  administrativnich
pozadavka provadét studii i Cinnosti, které se
studii souviseji. Zdravotnické zafizeni rovnéz
stvrzuje, ze neexistuji zadna platna nafizeni ¢i jiné
zavazky, které by mu branily v provadéni studie a
v uzavieni této dohody, a Ze mu neni podle
platnych mistnich i mezindrodnich pravnich
pfedpistt zakdzdna cCinnost (mimo jiné vcetné
jakéhokoliv zakazu ¢innosti v souvislosti S
vyvojem lé€iv). Zdravotnické zatizeni neprodlené
pisemné vyrozumi CRO v ptipadé, ze byla zatizeni
nebo kterémukoliv z jeho Gfednikd, feditelt nebo
zameéstnanci, kteti poskytuji sluzby v souvislosti
se studii, podle platnych mistnich nebo
mezinarodnich  pravnich predpist zakézana
¢innost, a zdravotnické zafizeni nebude v
souvislosti se sluzbami poskytovanymi podle této
smlouvy v Zadném pfipadé vyuZzivat sluzeb
jakékoliv osoby, jiz byla ¢innost zakézéna. V
ptipad¢, Ze zdravotnické zatizeni jakkoliv porusi
své zavazky podle predchézejici véty, CRO ma
pravo ukoncit smlouvu z divodu zavazného
poruseni.

2. Hlavni zkousSejici stvrzuje, ze je drzitelem
opravnéni, je registrovan ¢i jinak kvalifikovan a
zpusobily podle mistniho prava, nafizeni, politik
nebo administrativnich pozadavkd provadét studii
1 Cinnosti, které se studii souviseji. Hlavni
zkousSejici rovnéz stvrzuje, Ze neexistuji zadna
platnd nafizeni ¢i jiné zavazky, které by mu/ji
branily v provadéni studie a v uzavieni této
dohody, a Ze mu neni podle platnych mistnich 1
mezinarodnich  pravnich pfedpisi zak4zédna
¢innost (mimo jiné vcetné jakéhokoliv zdkazu
¢innosti v souvislosti s vyvojem 1é€iv). Hlavni
zkousejici CRO neprodlené pisemné vyrozumi v
pfipadé, Ze byla jemu samotnému nebo
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of medicines). The Principal Investigator shall
immediately notify CRO in writing in the event
he/she or any of his/her employees, agents or
contractors performing services in connection
with the Study is debarred under the applicable
local law and any applicable international law
and the Principal Investigator will not use in any
capacity the services of any person debarred
with respect to services to be performed under
this Agreement. In any case the Principal
Investigator is in breach of its obligations under
the preceding sentence, CRO shall have the right
to terminate this Agreement for material breach.

kterémukoliv z jeho zaméstnancti, zastupcli nebo
smluvnich partneri, kteifi poskytuji sluzby v
souvislosti se studii, podle platnych mistnich nebo
mezinarodnich  pravnich pfedpist zakazana
¢innost, a hlavni zkousejici nebude v souvislosti se
sluzbami poskytovanymi podle této smlouvy v
zadném piipadé vyuzivat sluzeb jakékoliv osoby,
jiz byla ¢innost zakazana. V piipadé, ze hlavni
zkousejici jakkoliv porusi své zavazky podle
predchazejici véty, CRO ma pravo ukoncit
smlouvu z diivodu zadvazného poruseni.

XII1. Anti-bribery provisions

Institution hereby warrants, represents and
undertakes that:

(@  Institution and Principal Investigator
will comply with the requirements of all
applicable anti-bribery legislation both national
and foreign, and;

(b)  Institution and Principal Investigator
have not and will not make, promise or offer to
make any payment or transfer Item(s) of Value
(directly or indirectly) to any individual,
corporation, association, partnership, or public
body, (including but not limited to any officer
or employee or Governmental Official of any of
the foregoing) who, acting in their official
capacity or of their own accord, are in a position
to influence, secure or retain any business for
(and/or provide any financial or other advantage
to) CRO/ SPONSOR or their Affiliates by
improperly performing a function of a public
nature or a business activity with the purpose or
effect of public or commercial bribery,
acceptance of or acquiescence in extortion,
kickbacks or other unlawful or improper means
of obtaining or retaining business.

Subject to the foregoing, Item(s) of Value
should be interpreted broadly and may include,
but is not limited to, money or payments or
equivalents, such as gift certificates; gifts or free
goods; meals, entertainment, or hospitality;
travel or payment of expenses; provision of
services; purchase of property or services at
inflated prices; assumption or forgiveness of

XIIl. Opatieni proti aplatkaistvi
Zdravotnické zarizeni se timto zarucuje, uvadi a
zavazuje se, ze:

(@) Zdravotnické zatizeni a hlavni zkousejici
budou splnovat pozadavky vsech platnych
pravnich piedpist proti korupci, a to jak
vnitrostatnich, tak zahranic¢nich;

(b) Zdravotnické zafizeni a hlavni zkousejici
necinili, nenabizeli, neslibovali, nebudou nabizet,
¢init ¢i slibovat jakoukoli platbu nebo pievod
polozky/polozek s néjakou hodnotou (pfimo nebo
nepiimo) na jakéhokoliv jednotlivce, spole¢nost,
sdruzeni, partnerstvi nebo verejny subjekt (véetne,
ale bez omezeni, jakéhokoliv zaméstnance ¢i
urednika vyse uvedenych organizaci), kteti v
ramci svych sluzebnich povinnosti nebo z
vlastniho podnétu jsou schopni ovliviiovat,
zajistovat nebo udrzovat jakoukoli obchodni
¢innost (nebo poskytovat jakoukoli finan¢ni nebo
jinou vyhodou) pro CRO /zadavatele nebo jejich
pridruzené subjekty tim, ze nespravné vykona
funkci vefejného charakteru nebo obchodni
¢innosti s cilem nebo ucinkem veiejného nebo
obchodniho tuplatkarstvi, pfijeti nebo souhlasu s
vydiranim, uplatky nebo jinymi protipravnimi ¢i
nevhodnymi prostiedky k ziskani nebo udrzeni
podnikani.

S ohledem na vyse uvedené musi byt hodnotova
polozka interpretovana siroce a mtze zahrnovat,
kromé jiného, penize nebo platby ¢i ekvivalenty,
jako jsou darkové certifikaty; dary nebo volné
zbozi; stravovani, zabavu nebo pohostinnost; cesty
nebo naklady; poskytovani sluzeb; koupé
nemovitosti nebo sluzeb za zvysené ceny; prevzeti
nebo odpusténi zadluzeni; nehmotné vyhody, jako
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indebtedness; intangible benefits, such as
enhanced social or business standing (e.g.,
making donations to government official’s
favored charity); and/or benefits to third persons
related to government officials (e.g., close
family members).

Governmental Official shall mean any officer
or employee of a government or of any ministry,
department, agency, or instrumentality of a
government; any person acting in an official
capacity on behalf of a government or of any
ministry, department, agency, or
instrumentality of a government; any officer or
employee of a company or of a business owned
in whole or part by a government; any officer or
employee of a public international organization
such as the World Bank or the United Nations;
any officer or employee of a political party or
any person acting in an official capacity on
behalf of a political party; and/or any candidate
for political office; any doctor, pharmacist, or
other healthcare professional who works for or
in any hospital, pharmacy or other healthcare
facility owned or operated by a government
agency, ministry or department.

Institution and Principal Investigator will
immediately notify CRO and SPONSOR if, at
any time during the term of this Agreement, its
circumstances, knowledge or awareness
changes such that they would not be able to
repeat the warranties set out above at the
relevant time.

Institution undertakes to provide any reasonable
assistance as requested by CRO and/ or
SPONSOR to enable CRO and/ or SPONSOR
to perform any activity or actions required by
any relevant authority for the purpose of
compliance.

jsou naptiklad zvysena socialni nebo obchodni
postaveni (napt. dary poskytované charitam, které
jsou oblibenci jistych statnich arednikd/politiki);
a/nebo vyhody pro teti osoby ptibuzné se statnimi
uredniky (napft. blizké ¢leny rodiny).

Statnim Wdrednikem se rozumi jakykoli trednik
nebo zameéstnanec vlady nebo jakéhokoli
ministerstva, oddéleni, agentury nebo organu;
kazda osoba jednajici v ufednim postaveni
jménem vlady nebo jakéhokoli ministerstva,
oddéleni, agentury nebo organu; kazdy ufednik
nebo zaméstnanec spolecnosti nebo podniku
vlastnéného v celém rozsahu nebo jeho ¢asti
statem; kazdy uiednik nebo zaméstnanec verejné
mezinarodni organizace, jako jsou Svétova banka
nebo Organizace spojenych naroda; kazdy trednik
nebo zaméstnanec politické strany nebo jakakoli
osoba jednajici uredné jménem politické strany;
a/nebo kazdy kandidat na politickou funkci;
jakykoliv lékat, Iékarnik nebo jiny zdravotnicky
odbornik, ktery pracuje pro nemocnic¢ni,
Iékarenské nebo jiné zdravotnické zafizeni, které
je vlastnéno ¢i provozovano statnim organem,
ministerstvem nebo oddélenim.

Zdravotnické zatizeni a hlavni zkousejici okamzité
oznami CRO a zadavateli, pokud se kdykoli po
dobu trvani této smlouvy zmeni jejich okolnosti,
znalosti nebo poveédomi tak, ze nebudou schopni v
piislusné dobé znovu dodrzet zaruky uvedené
vyse.

Zdravotnické zarizeni se zavazuje, ze poskytne
jakoukoli primérenou pomoc podle pozadavku
CRO a/nebo zadavatele, tak aby CRO ¢i zadavatel
mohli provadét veskerou cinnost nebo c¢innosti
pozadované jakymkoli prislusnym organem pro
ucely souladu s legislativou.

XI1V. Reimbursement

1. The SPONSOR shall reimburse the costs
incurred by the Institution and the Investigator
in connection with the Study including each
subject of assessment in the Study, in
accordance with Attachment 2 hereto.

2. The payment of all undisputed invoices shall
be made to the account of the Institution,

XIV. Nahrada

1.  Zadavatel uhradi  naklady  vzniklé
zdravotnickému zafizeni a zkouSejicimu Vv
souvislosti se studii, vcetné kazdého subjektu
hodnoceni ve studii, v souladu s pfiloZzenou
ptilohou €. 2.

2. Zaplaceni vSech nespornych faktur bude
provedeno na ucet zdravotnického zafizeni, ktery
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specified in page 1. In the event of withdrawing
from the Agreement or terminating it before the
estimated period of carrying out the Study
expires, the SPONSOR agrees to reimburse the
cost of work performed up to the termination
date and any non-cancellable commitments
incurred by the Institution and/or the
Investigator with regard to the completed
portion of the Study. Institution and/or the
Investigator shall notify CRO and/or SPONSOR
for any incurring non-cancellable commitments,
which might occur, in order to claim their
reimbursement.

3. Total payment will be calculated per
completed patient who fulfilled all the
requirements of the Protocol and all the visits.

4. The Parties agree that SPONROS/CRO shall
not make any payments directly to the
Investigator, and all payments due for
Investigator and/or his/her team are included in
the overall price agreed to be paid directly to
Institution.

5. Payments stated in the Attachment 2 are the
one and only way of the correct financial
settlement between the Parties. Sponsor
declares, that there is no separate Agreement
executed with the Princial Investigator to
remunerate the Investigator. Remuneration will
be divided between the Institution and the
Principal Investigator and his study team after
deduction of costs as per internal regulation of
the Institution.

je uvedeny na strané 1. V piipad¢ odstoupeni od
smlouvy nebo jejiho ukonceni pied uplynutim
predpokladané doby realizace studie Zadavatel
souhlasi s tim, ze uhradi naklady na praci
vykonanou do data ukonceni a veskeré
neodvolatelné zavazky zdravotnického zafizeni
a/nebo zkousejiciho spojené s dokoncenou casti
studie. Zdravotnické zafizeni a/nebo zkouSejici
oznami CRO a/nebo Zadavateli jakékoli vzniké
nezrusitelné zavazky, které se mohou objevit, aby
mohli pozadovat jejich thradu.

3. Celkova platba bude vypoctena za kazdého
jednoho dokonceného pacienta, ktery splnil
vSechny pozadavky protokolu a v§echny navstévy.

4. Strany se dohodly, ze Zadavatel/CRO nebudou
provadét zadné piimé platby ZkouSejicimu a
vSechny platby urcené Zkousejicimu a jeho tymu
jsou zahrnuty v celkové schvalené cené, kterd bude
vyplacena pfimo Zdravotnickému zatizeni.

5. Platby odmény uvedené v ptiloze ¢. 2
predstavuji jediny a vylucny zpusob tadného
finan¢niho vypofddani mezi smluvnimi stranami.
Zadavatel timto prohlasuje, ze neuzaviel s
Hlavnim zkouSejicim separatni smlouvu na
odménu za provedeni studie. Odména bude mezi
Zdravotnické zatizeni a Hlavniho zkousSejiciho a
jeho studijni tym rozdé€lena po odecteni néklada
podle vnitinich piedpisti Zdravotnického zatizeni.

XV.Completing the study

1. The Study shall be deemed completed once a
notification of its end is being submitted to the
competent authorities.

2. Each contracting party is entitled to terminate
this Agreement, upon notice being delivered to
the other party, provided that any of the
hereinafter listed conditions apply:

a/ Any of the contracting parties acts contrary to
some of the provisions hereof and does not
remedy the discrepancies within thirty (30) days
after obtaining a written request to do so.

b/ Any of the contracting parties carries out a
settlement with its creditors, appoints an

XV. Dokonéeni studie

1. Studie se povazuje za dokoncenou,
jakmile je pfisluSnému organu predloZeno
oznameni o jejim ukonceni.

2. Kazdda smluvni strana je opravnéna tuto
smlouvu vypovédét po doruc¢eni ozndmeni druhé
stran¢ za predpokladu, ze plati néktera z nize
uvedenych podminek:

a/ Kterdkoliv ze smluvnich stran jedna v rozporu s
nékterymi ustanovenimi této vyhlasky a neodstrani
nesrovnalosti do tficeti (30) dnii po obdrZeni
pisemné zadosti 0 odstranéni.
b/ Kterakoliv ze smluvnich stran uzavie dohodu se
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administrator or receiver or files a petition for
bankruptcy.

¢/ Any of the contracting parties ceases to be
authorised to pursue its activities within the field
concerned.

d/ The risk incurred by the subjects of
assessment increases significantly;

e/ The authorisation, permit, consent or
exception concerned are revoked or suspended
or expire without prolongation.

3. In any other case, this Agreement may be
terminated by means of agreement between the
two contracting parties. The CRO may terminate
this Contract by means of notice without stating
reason, with the period of notice being thirty
(30) days from the day following the day of
delivery of the notice to the other contracting
party as long as the health and safety of the
subjects of assessment is protected. The CRO
may terminate this Contract by means of
immediate notice in case the SPONSOR
terminates the Study.

4. In the event of expiration or termination of
this Agreement, the Institution and Principal
Investigator shall be obligated to the following:

a/ immediately discontinue enrolment of the
subjects of assessment for the Study and, to the
degree possible from the medical point of view,
discontinue prescribing the Study Drug and
conducting the procedures regarding the Study
as regards to the subjects of assessment;

b/ immediately provide the SPONSOR with all
the materials and documents regarding conduct
of the Study, results, data and information
obtained during conduct of the Study to the day
of termination of this Agreement, and placed in
the premises of the Institution for the purpose of
transferring to SPONSOR,;

5. Institution cannot assign or sub-contract the
performance of its obligations under this
Agreement without the prior written consent of
the CRO. If the Institution does sub-contract the
Institution shall be responsible for the acts and
omissions of its sub-contractors as though they
were its own. The CRO may assign this
Agreement to an Affiliate or to the SPONSOR.

svymi véfiteli, jmenuje spravce nebo piijemce, ¢i
podé navrh na konkurz.

¢/ Kteradkoliv ze smluvnich stran piestava byt
opravnéna vykonavat své Cinnosti v dané oblasti.

d/ Riziko utrpéné subjekty hodnoceni se vyznamné
zvysuje;

e/ DotCena opravnéni, povoleni, souhlasy nebo
vyjimky jsou zruSeny nebo pozastaveny nebo
vyprsi bez prodlouzeni.

3. Ve vSech ostatnich pfipadech mtze byt tato
smlouva ukonc¢ena dohodou mezi obéma
smluvnimi stranami. CRO muze tuto smlouvu
vypoveédét prostrednictvim oznameni bez udani
davodu, pficemz vypovédni lhita je tficet (30) dnli
ode dne nasledujiciho po dni doruceni vypovédi
druhé smluvni strané€, pokud jsou chranény zdravi
a bezpecnost subjektii hodnoceni. CRO miize tuto
smlouvu vypovédét s okamzitou platnosti v
ptipad¢, ze ZADAVATEL studii ukonci.

4. V ptipad¢ vyprseni nebo ukonceni této Smlouvy
jsou zdravotnické zafizeni a hlavni zkousSejici
povinni:

a/ okamzité prerusit nabor subjektl hodnoceni pro
studii a (z l1ékatského hlediska v mozné mife)
pferusit predepisovani studijniho léCiva a
provadéni postupt tykajicich se studie, které se
dotykaji subjektti hodnocenti;

b/ bezodkladn¢ poskytnout zadavateli veskeré
materidly a dokumenty tykajici se provadéni
studie, vysledky, data a informace ziskané pfti
provadéni studie ke dni ukonceni této smlouvy,
které jsou umistény v prostorach zdravotnického
zafizeni za uc¢elem prevedeni na zadavatele;

5. Zdravotnické zatizeni nemuze bez predchoziho
pisemného souhlasu CRO udglovat ani subdodavat
pInéni svych zavazka vyplyvajicich z této
smlouvy. Pokud zdravotnické zarizeni uzavie
subdodavatelskou smlouvu, bude odpovédna za
jednani a opomenuti svych subdodavatelt, jako by
byla jeji vlastni. CRO mize tuto smlouvu pfifadit
pfidruZzenému subjektu nebo zadavateli.
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6. Clauses under this Agreement which relate to
confidentiality, IP rights, applicable laws and
jurisdiction and such other terms which by their
nature a meant to survive shall not be affected
by the termination or expiration of this
Agreement.

7. This agreement is also possible to be
terminated by the Insitution and/or the
Sponsor/CRO based on termination of the
employment contract of the Investigator with the
Institution based on following conditions: if the
Parties do not agree in written on new
investigator within 30 days since the
information ~ about  the Investigator’s
employment conract termination delivered to
the Sponsor or if the Parties do not agree in
written on new investigator before the last day
of the Investigator’s employment contract,
whichever occurs first, then the Institution and
the Sponsor/CRO are authorized to terminate
this contract unilaterally, and the termination
will be wvalid as it is delivered to the
counterparty. The Institution and the
Investigator will perform maximum effort to
reduce or terminate their  unresolved
commitments and finalize their task, no matter
the reason for earlier termination. Sponsor will
reimburse the Institution/Investigator all costs
for services provided/performed under this
agreement before the termination is received.

6. Ustanoveni této smlouvy, ktera se tykaji
divérnosti, prav dusevniho vlastnictvi, platnych
zakonli a jurisdikce, a dalSich podobnych
podminek, které ze své podstaty smluvné
pretrvavaji, nejsou ukonCenim smlouvy ani
uplynutim doby jejiho trvani dotcena.

7. Tuto smlouvu lze taktéz ukoncit vypovédi
zdravotnického zafizeni a/nebo Zadavatele/CRO,
a to z divodu ukonceni pracovniho poméru
zkousejiciho u zdravotnického zafizeni, a to za
nasledujicich podminek: pokud se strany pisemné
nedohodnou na novém zkousejicim do 30 dnii od
predani informace o ukonceni pracovniho poméru
zkousejiciho zadavateli nebo pokud se strany
pisemné nedohodnou na novém zkousejicim pred
poslednim dnem pracovniho poméru zkousejiciho
podle toho, ktera skutecnost nastane dfive, jsou
zdravotnické zafizeni a Zadavatel/CRO opravnéni
vypoveédét jednostranné tuto smlouvu, pfi¢emz
vypovéd bude uc¢inna doruenim protistrang.
Zdravotnické zafizeni a ZkouSejici vynalozi v
ukonceni maximdlni usili na to, aby neprodlené¢
omezili nebo ukoncili veskeré nevypotadané
zavazky a uzavteli praci. Zadavatel uhradi v§echny
naklady za sluzby poskytnuté/vynaloZzené
Zdravotnickym zafizenim / ZkouSejicim dle této
smlouvy pied obdrZzenim vypovédi.

XVI. Closing provisions

1. The legal relations not specifically addressed
hereby shall be subject to the legislation of the
Czech Republic.

2. This Agreement has been executed in three
bilingual copies in Czech and English
languages, one of each will be received by each
party. One should be kept in the Institution and
one original is for the CRO, the third original
will be received by the Investigator. In case of
any discrepancies, the Czech version shall
prevail.

3. This Agreement shall be interpreted and
governed by the legislation of Czech Republic.

XVI. Zavéreéna ustanoveni

1. Pravni vztahy, které nejsou vyslovné urCeny
touto smlouvou, podléhaji pravnim ptedpisim
Ceskeé republiky.

2. Tato smlouva byla provedena ve tiech
dvojjazy¢nych vytiscich v ¢estin€ a v anglicting, z
nichZ po jednom obdrzi kazda ze smluvnich stran.
Jeden bude ulozen ve zdravotnickém zafizeni,
druhy je urcen pro CRO a tfeti obdrzi zkousejici.
V ptipad¢ nesrovnalosti je rozhodujici Ceska verze.

3. Tato smlouva se vykladda a fidi pravnimi
pfedpisy Ceské republiky.
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4. The Agreement may be amended or modified
in writing based on the written agreement of the
contracting parties.

5. Nothing shall be construed as creating a
partnership, contract of employment or
relationship of principal and agent between the
Parties.

6. Neither Party shall be liable to the other Party
or shall be in default of its obligations hereunder
if such default is the result of war, hostilities,
revolution, civil commotion, government action,
strike, epidemic, accident, fire, wind, flood or
because of any act of God or other cause beyond
the reasonable control of the Party affected. The
Party affected by such circumstances shall
promptly notify the other Party in writing when
such circumstances cause a delay or failure in
performance (“a Delay”) and where they cease
to do so. In the event of a Delay lasting for 12
weeks or more the non-affected Party shall have

the right to terminate this Agreement
immediately by notice in writing to the other
Party.

7. Sponsor, CRO and the Investigator claim that
they will not execute any legal relationship no
matter if regarded to this study, without
Institution’s approval. The parties claims that
there is no financial, neiter non-financial
conflict of interests, which would obstruct the
study performance within the generally valid
regulations and regulation  requirements
(especially with the Good Clinical Practice).

4. Smlouva miize byt zménéna nebo upravena
pisemné¢ na zakladé pisemného souhlasu
smluvnich stran.

5. Nic se nesmi vykladat tak, ze mezi smluvnimi
stranami vytvari partnerstvi, pracovni smlouvu
nebo vztah typu zastupovand strana a
zprostiedkovatel.

6. Zadna smluvni strana nenese odpovédnost viéi
druhé smluvni strané, ani nenese odpovédnost za
selhani podle této smlouvy, pokud je takovéto
selhani dusledkem vélky, nepftatelstvi, revoluce,
obcCanské reakce, vladni akce, stavky, epidemie,
nehody, pozaru, vétru, zaplavy nebo jakékoliv
vys$8i moci nebo jiné pfi¢iny mimo rozumnou
kontrolu dotéené strany. Strana dotfend témito
okolnostmi pisemné neprodlen¢ oznami druhé
stran¢, kdy tyto okolnosti zpiisobi zpozdéni nebo
selhani vykonu (,,zpozdéni*) a kde ptestanou tak
¢init. 'V pripad€ zpozdéni trvajiciho déle nez 12
tydnl bude mit strana, kterd neni postizena, pravo
tuto smlouvu okamzit¢ vypovédét pisemnym
ozndmenim druhé smluvni stran¢.

7. Zadavatel, CRO a zkouSejici prohlasuji, ze mezi
sebou neuzaviou zadny pravni vztah bez ohledu na
to, zda se vztahuje k této studii, aniz by stim
zdravotnické zafizeni vyjadiilo souhlas. Smluvni
strany timto prohlaSuji, Ze z jejich strany
neexistuje zadny stfet zajmul finan¢ni ¢i nefinan¢ni
povahy, ktery by branil fadné realizaci studie v
souladu s obecné platnymi pfedpisy a regulacnimi
pozadavky (zejména se spravnou klinickou praxi).

In witness of their consent to the wording
hereof, the contracting Parties append their
respective signatures hereto.

8.Notifications intented for the Institution will
be addressed as follows:

Fakultni nemocnice Ostrava
Centrum klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Telefon: (+420) 59 737 2516
martina.robenkova@fno.cz

O.Parties are aware and agree that this
Agreement and its Amendments are subject of

Na zaklad¢ svého souhlasu se znénim této smlouvy
strany pfipojuji svtj podpis.

8. Sdéleni urCena zdravotnickému zafizeni budou
adresovana:

Fakultni nemocnice Ostrava

Centrum klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceska republika

Telefon: (+420) 59 737 2516
martina.robenkova@fno.cz

9. Smluvni strany timto berou na védomi a
souhlasi, Ze tato smlouva a jeji ptipadné dodatky
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mandatory publishement in accordance with the
Act No. 340/2015 Coll. on Register of
Contracts. Publishment will be performed by the
Institution. The Pricipal Investigator agrees with
the publishment of his/her name in regards with
this contract on the public affairs portal in
accordance with the Act on Register of
Contracts. CRO is responsible for delivery of
redacted version of this Agreement before the
signature process is initiated.

podléhaji povinnému zvetejnéni v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv.
Zvetejnéni zajisti zdravotnické zatizeni. Hlavni
zkousejici souhlasi se zvefejnénim svého jména v
souvislosti s touto smlouvou na portale vetejné
spravy v souladu se zakonem o registru smluv.
CRO se zavazuje k dodani redigované verze této
smlouvy pro zvefejnéni jesté pred jejim podpisem.
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CRO/ CRO

Signature/Podpis Signature/Podpis

Vladimir Maksimov Goranov Slav Georgiev Sachanski, LLM
Manager and CFO Contracting Manager
Date/Datum Date/Datum

Institution / Zdravotnické zarizeni Investigator / Zkousejici
Signature/Podpis Signature/Podpis

doc. MUDr. Ing. Jakub Cvek, Ph.D., MBA R

deputy director for science, research and teaching Investigator / Zkousejici
naméstek feditele pro védu, vyzkum a vyuku

Date/Datum Date/Datum
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Attachment 1

Rules for data processing in accordance with
Article 28 of the EU General Data Protection
Regulation 2016/679 (,,GDPR”)

Priloha 1

Pravidla zpracovani udaji v souladu s ¢lankem
28 obecného natizeni EU o ochrané udajt
2016/679 (,,GDPR®)

In this Attachment 1:

"Applicable Laws" means (a) European Union or
Member State laws with respect to any personal
data in respect of which any Study patient,
Principal Investigator, Study team member and
persons of different entities, involved in the
Study is subject to EU Data Protection Laws; and
(b) any other applicable law with respect to any
personal data in respect of which any Study
patient, Principal Investigator, Study team
member and persons of different entities,
involved in the Study is subject to any other Data
Protection Laws;

“Personal Data” means any information relating
to an identified or identifiable natural person
(‘data subject’); an identifiable natural person is
one who can be identified, directly or indirectly,
in particular by reference to an identifier such as
a name, an identification number, location data,
an online identifier or to one or more factors
specific to the physical, physiological, genetic,
mental, economic, cultural or social identity of
that natural person, which information is
acquired, generated, collected or otherwise
Processed by the Institution or a Subprocessor on
behalf of the SPONSOR in the course of
conducting SPONSOR’s Study pursuant to the
Agreement;

“Data Protection Laws” means EU Directive
95/46/EC, as transposed into domestic
legislation of each Member State and as
amended, replaced or superseded from time to
time, including by the GDPR and laws
implementing or supplementing the GDPR and,
to the extent applicable, the data protection or
privacy laws of any other country;

“Subprocessor” means any person (including
any third party) appointed by or on behalf of the
Institution to process Personal Data on behalf of

V této ptiloze 1:

»Platné zékony* znamenaji: (a) pravni predpisy
Evropské unie nebo Clenskych stati tykajici se
jakychkoli osobnich udaji, u kterych jakykoli
studijni pacient, hlavni zkousejici, Clen tymu
studie a osoby riiznych subjektii zapojenych do
studie podléhd zakonlim o ochran¢ udaji EU; a
(b) jakykoli jiny ptislusny zakon, pokud jde o
osobni udaje, u kterych studijni pacient, hlavni
zkousejici, ¢len tymu studie a osoby ruznych
subjektll zapojenych do studie podléhaji jinym
dal$im zékontim o ochran¢ udaju;

,»Osobnimi tdaji* se rozumi veskeré informace
tykajici se identifikované nebo identifikovatelné
fyzické osoby (,,subjekt udaji‘);
identifikovatelnd fyzicka osoba je osoba, kterad
muze byt identifikovdna pfimo nebo nepiimo
zejména odkazem na identifikator, jako je nazev,
identifikacni ¢islo, tdaje o poloze, on-line
identifikator nebo jeden nebo vice faktort
specifickych  pro  fyzicky, fyziologicky,
genetickou, duSevni, ekonomickou, kulturni
nebo socidlni identitou této fyzické osoby, které
jsou ziskdvany, generovéany, shromazdovany
nebo jinak zpracovavany nemocnici nebo
subdodavatelem jménem zadavatele v prubéhu
provadéni studie zadavatele podle této smlouvy;

»Zakony o ochran€ osobnich udaji* znamenaji
smérnici EU 95/46/ES, jak je transponovana do
vnitrostatnich ~ pravnich pfedpist  kazdého
Clenského statu a pozméneéna nebo nahrazena,
vcetné nafizeni GDPR a zdkoni, kterymi se
provadi nebo dopliiuje GDPR, a zdkond o
ochrané osobnich Uidaji nebo soukromi jakékoli
jiné zem¢;

,»dubdodavatel” znamena jakoukoli osobu
(vC€etn¢ jakékoli tfeti strany) jmenovanou
nemocnici nebo jménem zdravotnické zafizeni,
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the  SPONSOR in connection with the
Agreement.
“Data Subject”, “Personal Data Breach”,

“Processing”, “Supervisory Authority” shall
have the same meanings as in the GDPR, and
their cognate terms shall be construed
accordingly.

ktera zpracovavd osobni udaje jménem
zadavatele v souvislosti s touto smlouvou.

»dubjekt udaji®, ,,poruseni osobnich udaja®,
»Zpracovani“, ,uafad pro dohled maji stejny
vyznam jako v GDPR a jejich ptibuzné vyrazy
se vykladaji odpovidajicim zptisobem.

Subject matter and duration of the Processing
of Personal Data: The subject matter is the
Processing of Personal Data of Study patients,
Principal Investigator, Study team members and
persons of different entities, involved in the
Study. The personal data shall be processed
during the Study and after the Study is
completed, for the required period under the
applicable legislation.

The nature and purpose of the Processing of
Personal Data: The personal data is processed
for the purposes of the Study.

The types of Personal Data to be Processed (as
applicable):

Personal details (name, personal ID number,
identity card/passport number, date and place of
birth, citizenship, signature, video image, photo,
address, phone number, CV, financial
disclosure/transparency requirements,
employment information, including
applications, reviews, and personnel files ),
health data (data resulting from specific
technical processing relating to physical,
physiological or behavioral characteristics, data
relating to the inherited or acquired genetic
characteristics, data related to physical or mental
health, the provision of health care services,
which reveal information about health status),
racial & ethnic origin data.

Piedmét a doba trvani zpracovani osobnich
udaji: Predmétem je zpracovani osobnich udaji
studijnich pacientd, hlavniho zkousejiciho, ¢lent
tymu studie a osob riznych subjekti zapojenych
do studie. Osobni udaje budou zpracovavany
béhem studie a po dokonceni studie b&hem
pozadovaného obdobi podle platnych pravnich
predpisii.

Povaha a ucel zpracovani osobnich udaji:
Osobni tdaje jsou zpracovany pro ucely studie.

Typy osobnich tudaji, které maji
zpracovany (je-li pouzitelné):

Osobni udaje (jméno, osobni identifikacni ¢islo,
Cislo prikazu totoznosti/pasu, datum a misto
narozeni, obcanstvi, podpis, video-obraz,
fotografie, adresa, telefonni C¢islo, Zivotopis,
pozadavky na transparentnost/financni
prohlaseni, informace o zaméstnani a osobni
zdznamy), zdravotni Udaje (adaje vyplyvajici z
konkrétniho technického zpracovani tykajiciho
se fyzikalnich, fyziologickych nebo
behavioralnich charakteristik, udaje tykajici se
zdédénych  nebo  ziskanych  genetickych
charakteristik, tidaje tykajici se fyzického nebo
dusevniho zdravi, poskytovani zdravotnickych
sluzeb, které odhaluji informace o zdravotnim
stavu), udaje o rasovém a etnickém plivodu.

byt

The categories of Data Subject to whom the
Personal Data relates:

Study patients, Principal Investigator, Study
team members and persons of different entities,
involved in the Study

1. Processing of Personal Data:

1.1. Institution shall:

1.1.1 comply with all applicable Data Protection
Laws in the Processing of Personal Data; and

Kategorie osob, ke kterym se osobni udaje
vztahuji:

Studijni pacienti, hlavni zkouSejici, clenové
tymu studie a osoby riznych subjekth
zapojenych do studie

1. Zpracovani osobnich udaji:

1.1. Zdravotnické zatizeni:

1.1.1 bude dodrZovat vSechny platné zakony na
ochranu osobnich tdajii pfi zpracovani osobnich
udajii; a
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1.1.2. keep a written record of its Processing
activities containing the information set out in
Article 30.2 of the GDPR; and

1.1.3 not Process Personal Data other than on the
relevant SPONSOR’s documented instructions
unless Processing is required by Applicable
Laws to which the Institution is subject, in which
case the Institution shall to the extent permitted
by Applicable Laws inform the SPONSOR of
that legal requirement before the relevant
Processing of that Personal Data.

1.1.2. bude uchovévat pisemny zdznam o svych
zpracovatelskych Cinnostech, které obsahuji
informace stanovené v ¢lanku 30.2 GDPR; a
1.1.3 nebude zpracovavat osobni udaje jiné nez
dle pfislusnych zdokumentovanych pokyna
zadavatele, pokud neni zpracovani vyzadovano
platnymi zakony, jimz zdravotnické zafizeni
podl¢hd, v takovém piipadé zdravotnické
zafizeni v rozsahu povoleném pfisluSnymi
pravnimi predpisy informuje zadavatele o této
zakonné povinnosti pred pfislusnym
zpracovanim téchto osobnich udajt.

2. Security:

2.1 Taking into account the state of the art, the
costs of implementation and the nature, scope,
context and purposes of Processing as well as the
risk of varying likelihood and severity for the
rights and freedoms of natural persons,
Institution shall in relation to the Personal Data
implement  appropriate  technical and
organizational measures to ensure a level of
security appropriate to that risk, including, as
appropriate, the measures referred to in Article
32(1) of the GDPR.

In assessing the appropriate level of security,
Institution shall take account in particular of the
risks that are presented by Processing, in
particular from a Personal Data Breach.

2. Bezpecnost:

2.1 S piihlédnutim k nejnovéjsSimu stavu
techniky, nakladim na realizaci a povaze,
rozsahu, kontextu a ucelu zpracovani, stejné jako
rizikiim rozdilné pravdépodobnosti a zavaznosti
prav a svobod fyzickych osob, ve vztahu k
osobnim udajiim provede zdravotnické zafizeni
vhodna technickd a organizacni opatfeni k
zajiSténi Urovné bezpecnosti odpovidajicich
tomuto riziku, vcetné piipadnych opatieni
uvedenych v €l. 32 odst. 1 GDPR.

Pii posuzovani pfimétené Urovné bezpecnosti
zdravotnické zafizeni zejména zohledni rizika
spojena se zpracovanim, zejména z poruSeni
osobnich idajt.

3. Confidentiality in accordance with Article
28 (3) (b), 29 and 32 (4) of the GDPR:

3.1 Institution will only entrust the Processing of
Personal Data to those employees who are bound
by a confidentiality obligation and are previously
aware of the data protection provisions that apply
to their work. The Institution and any other
person acting under its authority will not Process
Personal Data unless they have instructions from
SPONSOR for this.

3. Duvérnost v souladu s ¢l. 28 odst. 3 pism. b),
¢l. 29 a ¢l. 32 odst. 4 narizeni GDPR:

3.1 Zdravotnické zatizeni povéii zpracovavanim
osobnich Uidaji pouze ty zamé&stnance, kteti jsou
vazani povinnosti zachovéavat mlcenlivost a
diive byli sezndmeni s ustanovenimi o ochrané
udaji, ktera se vztahuji na jejich préci.
Zdravotnické zafizeni a osoby jednajici jejim
jménem nebudou zpracovavat osobni udaje,
pokud k tomu nemaji pokyny od zadavatele.

4. Assistance:

4.1 The Institution will assist the SPONSOR in
complying with the personal data obligations,
data breach reporting requirements, data
protection impact assessments, and prior
consultations referred to in Articles 32 to 36 of
the GDPR. This includes:

a) insurance of an adequate level of protection
through technical and organizational measures

4. Pomoc:

4.1 Zdravotnické zatizeni pomiiZze zadavateli pfi
plnéni povinnosti tykajicich se osobnich udajt,
pozadavki na hlaSeni poruseni udajti, hodnoceni
dopadu na ochranu udaji a predchézejicich
konzultaci uvedenych v c¢lancich 32 az 36
GDPR. To zahrnuje:

a) pojisténi pfiméfené Grovné ochrany
prostiednictvim technickych a organizacnich
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that take into account the circumstances and
purposes of the processing, as well as the
predicted likelihood and impact of possible
breaches of the law as a result of security
vulnerability and which enable the immediate
identification of relevant cases of breach;

b) obligation to promptly notify the SPONSOR
of any personal data processing breach.

c) obligation to assist the SPONSOR with
respect to the SPONSOR's obligation to provide
information to the affected data subject and to
immediately provide the SPONSOR with all
relevant information in this regard.

d) assisting the SPONSOR in assessing the
impact of the envisaged processing operations on
the protection of personal data;

e) assisting the SPONSOR with regard to the
prior consultation of the Supervisory Authority.

opatfeni, kterd berou v tivahu okolnosti a tcely
zpracovani, jakoz 1 predpokladanou
pravdépodobnost a dopad moznych poruseni
zakona v duasledku bezpecnostni zranitelnosti, a
umoznuji okamzitou identifikaci relevantnich
piipadl porusenti,

b) povinnost neprodlené¢ oznamit zadavateli
jakékoliv poruSeni zpracovani osobnich udaju.
¢) povinnost pomahat zadavateli s ohledem na
povinnost zadavatele poskytnout dotéenému
subjektu udaji informace a okamzité poskytnout
zadavateli veSkeré relevantni informace v tomto
ohledu.

d) pomoc zadavateli pii posuzovani dopadu
ptedpokladanych operaci zpracovani na ochranu
osobnich tdaj;

e) pomoc zadavateli s ohledem na ptedchozi
konzultaci s ufadem pro dohled.

5. Deletion and return of personal data:

5.1 Copies or duplicates of personal data shall
not be created without the SPONSOR's
knowledge, except as back-up as may be
necessary to ensure the correct processing of
personal data, as well as the data required to meet
regulatory requirements for storage and personal
data processing.

5.2 Subject to 5.3 below, as of the date of
cessation of any services involving the
processing of personal data, the SPONSOR shall
provide written instruction to Institution either
to: (i) delete and procure the deletion of all
copies of those personal data or (ii) return such
documents to the SPONSOR. Deletion means to
remove or obliterate personal data such that it
cannot be recovered or reconstructed or return
those personal data to the SPONSOR. Institution
shall comply with any such written request from
SPONSOR within 30 days of the receipt of
SPONSOR’s written instructions.

5.3 Institution may retain personal data to the
extent required by applicable laws and only to
the extent and for such period as required by
applicable laws and always provided that
Institution shall ensure the confidentiality of all
such personal data and shall ensure that such
personal data is only processed as necessary for

5. Vymazani a vraceni osobnich udaji:

5.1 Kopie nebo duplikdty osobnich udaji se
nesméji vytvafet bez védomi zadavatele, s
vyjimkou ptipadt, kdy je to nezbytné k zajisténi
spravného zpracovani osobnich dajl, jakoZz i
udaji pozadovanych pro splnéni regulacnich
pozadavki na uchovavani a zpracovani osobnich
udaju.

5.2 S ohledem na bod 5.3 niZe, ode dne ukonceni
jakychkoli sluzeb tykajicich se zpracovani
osobnich 1udaji poskytne zadavatel pisemny
pokyn zdravotnické zafizeni k: (i) vymazani a
zajiSténi vymazani vSech kopii téchto osobnich
udajii nebo (ii) vraceni téchto dokumentl
zadavateli. Vymazani znamena odstranit nebo
vymazat osobni Udaje tak, aby nemohly byt
obnoveny nebo rekonstruovany, nebo vraceny
zadavateli. Zdravotnické zafizeni je povinna
dodrZet jakoukoli takovou pisemnou zadost
zadavatele do 30 dnl od obdrzeni pisemnych
pokynil zadavatele.

5.3 Zdravotnické zafizeni miZze uchovavat
osobni udaje v rozsahu poZadovaném
piisluSnymi zédkony a pouze v rozsahu a po dobu
pozadovanou pfislusnymi zdkony a vzdy za
pfedpokladu, Ze zdravotnické zafizeni zajisti
divérnost vSech téchto osobnich Udaji a dale
zajisti, aby tyto osobni tudaje byly pouze
zpracovavany dle potieby pro ucely stanovené v
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the purpose(s) specified in the applicable laws
requiring its storage and for no other purpose.

platnych pravnich ptedpisech, které vyZzaduji
jejich uloZeni, a nikoli pro zadny jiny ucel.

6. Subprocessing

6.1 Institution shall not appoint (nor disclose any
personal data to) any Subprocessor except with
the prior written approval of the SPONSOR.

6.2 Upon receipt of such approval, Institution
may use reputable Subprocessors to fulfil its
obligations under the Agreement subject to the
terms of this section 6. Prior to engaging any
Subprocessor, or making any additions or
replacements to any Subprocessor approved by
the SPONSOR, the Institution shall inform
SPONSOR in writing of the same and promptly
provide SPONSOR with any detail in respect of
Institution’s use of Subprocessors as may be
reasonably requested by the SPONSOR.

6.3 With respect to each Subprocessor,
Institution shall: before the Subprocessor first
Processes Personal Data, carry out adequate due
diligence to ensure that the Subprocessor is
capable of providing the level of protection for
Personal Data required by this Attachment 1;
ensure that the arrangement between the
Institution and the Subprocessor, is governed by
a written contract including terms which offer at
least the same level of protection for Personal
Data as those set out in this Attachment 1 and
meet the requirements of article 28(3) of the
GDPR; provide to SPONSOR for review such
copies of the agreements with Subprocessors
(which may be redacted to remove confidential
commercial information not relevant to the
requirements of this Attachment 1) as
SPONSOR may request from time to time.

6.4 Institution understands and agrees that if the
Subprocessor fails to fulfil its data protection
obligations, the Institution shall remain fully
liable to the SPONSOR for the performance of
that Subprocessor’s obligations.

6. Subdodavatelské zpracovani

6.1 Zdravotnické zafizeni nesmi jmenovat
zadného subdodavatele zpracovani (ani mu
zvefejiiovat jakékoliv osobni udaje) s vyjimkou
predchoziho pisemného souhlasu zadavatele.

6.2 Po obdrzeni tohoto souhlasu muze
zdravotnické zafizeni pouzivat renomované
subdodavatele zpracovani k plnéni svych
zavazkll vyplyvajicich z této smlouvy za
podminek stanovenych v tomto odstavci 6. Pred
zapojenim jakéhokoli subdodavatele zpracovani
nebo jakymkoli pfiddnim nebo nahrazenim
subdodavatele zpracovani schvaleného
zadavatelem musi zdravotnické zafizeni pisemn¢
informovat zadavatele a okamzité¢ zadavateli
poskytnout veskeré podrobnosti tykajici se
pouziti subdodavatelti zpracovani dle pozadavku
zadavatele.

6.3 Pokud jde subdodavatele zpracovani,
zdravotnické zafizeni musi: pfedtim, nez
subdodavatel poprvé zpracuje osobni Udaje,
provést pfiméfenou nalezitou péci, aby zajistila,
ze subdodavatel je schopen poskytnout uroven
ochrany osobnich udaji pozadovanou touto
ptilohou 1; zajistit, Ze se dohoda mezi nemocnici
a subdodavatelem fidi pisemnou smlouvou
zahrnujici ustanoveni, kterd nabizeji alesponi
stejnou Groven ochrany osobnich udaju jako ta,
kterd jsou uvedena v této pfiloze 1, a spliuji
poZadavky ¢l. 28 odst. 3 GDPR; poskytnout
zadavateli k pfezkoumadni kopie smluv se
subdodavateli (které mohou byt redigovany za
ucelem odstranéni davérnych obchodnich
informaci, které nejsou relevantni pro pozadavky
této prilohy 1), které si mize kdykoli zadavatel
vyzadat.

6.4 Zdravotnické zatizeni chape a souhlasi s tim,
ze pokud subdodavatel zpracovani nesplni své
povinnosti v oblasti ochrany udaji, bude
zdravotnické zafizeni pIn€¢ odpovédna zadavateli
za plnéni povinnosti subdodavatele zpracovani.

7. Data Subject Rights

7. Prava k idajum
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7.1 Taking into account the nature of the
Processing, Institution shall assist SPONSOR by
implementing  appropriate  technical and
organizational measures, insofar as this is
possible, for the fulfilment of SPONSOR’s
obligations, as reasonably understood by
SPONSOR, to respond to requests to exercise
Data Subject rights under the Data Protection
Laws.

7.2 Institution shall:

a) promptly, and no later than 2 business days
after receipt, notify SPONSOR if Institution or
any Subprocessor receives a request from a Data
Subject under any Data Protection Law in
respect of Personal Data; and

b) ensure that the recipient of such request does
not respond to that request except on the
documented instructions of SPONSOR or as
required by Applicable Laws to which the
recipient is subject, in which case Institution
shall to the extent permitted by Applicable Laws
inform SPONSOR of that legal requirement
before the recipient responds to the request.

7.1 S ohledem na povahu zpracovani
zdravotnické zafizeni pomahd zadavateli
vykonanim vhodnych technickych a

organizacnich opatfeni, pokud je to mozné, pro
plnéni zavazki zadavatele (dle jeho chéapani)
reagovat na zadosti o uplatnéni prav subjektu
udajii podle zdkond o ochran¢ udaji.

7.2 Zdravotnické zafizenti:

a) bude okamzit¢ a nejpozdéji do 2 pracovnich
dnii po obdrzeni informovat zadavatele, pokud
zdravotnické zatizeni nebo jakykoli
subdodavatel zpracovani obdrzi od subjektu
udaji zadost podle zdkona o ochrané osobnich
udaji; a

b. musi zajistit, aby piijemce takové zadosti
neodpovidal na tuto zadost bez
zdokumentovaného pokynu zadavatele nebo
podle pozadavki platnych zikont, kterym
pfijemce podléha; v  takovém  pftipadé
zdravotnické zafizeni v rozsahu povoleném
ptislusnymi  pravnimi  piedpisy informuje
zadavatele o tomto pravnim pozadavku jesté
pied tim, nez piijemce odpovi na zadost.

8. Personal Data Breach

8.1 Institution shall notify SPONSOR within 24
hours upon Institution or any Subprocessor
becoming aware of a Personal Data Breach
affecting Personal Data, providing SPONSOR
with sufficient information to allow SPONSOR
to meet any obligations to report or inform Data
Subjects of the Personal Data Breach under the
Data Protection Laws.

8.2 Institution shall co-operate with SPONSOR
and take such reasonable commercial steps as are
directed by SPONSOR to assist in the
investigation, mitigation and remediation of each
such Personal Data Breach.

8. Poruseni osobnich udajua

8.1 Zdravotnické zatizeni oznami zadavateli do
24 hodin od okamziku, kdy se zdravotnické
zafizeni nebo jakykoli subdodavatel zpracovani
dozvi, ze doslo k poruSeni osobnich Udajl, a
poskytne zadavateli dostatecné informace k
tomu, aby mohl splnit jakékoli povinnosti
oznamovat nebo informovat subjekty o poruseni
osobnich idajt podle zakonil o ochrané tidaj.

8.2 Zdravotnické zafizeni bude spolupracovat se
zadavatelem a podnikne takové pfiméfené
obchodni kroky, které natidi zadavatel a které
pomohou pfi vySetfovani, zmiriovani a napraveé
kazdého poruseni osobnich udaji.

9. Data Protection Impact Assessment and
Prior Consultation

Institution shall provide reasonable assistance to
SPONSOR with any data protection impact
assessments, and prior consultations with
Supervising Authorities or other competent data

9. Posouzeni dopadi ochrany udaji a
predchozi konzultace

Zdravotnické zafizeni poskytne zadavateli
pfiméfenou pomoc s jakymikoliv posouzenimi
dopadli na ochranu udaji a piedbéZnymi
konzultacemi s Ufady pro dohled nebo jinymi
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privacy  authorities, which  SPONSOR
reasonably considers to be required of it by
Avrticle 35 or 36 GDPR or equivalent provisions
of any other Data Protection Laws, in each case
solely in relation to Processing of Personal Data
by, and taking into account the nature of the
Processing and information available to,
Institution or Subprocessor, as applicable.

pfislusnymi organy pro ochranu osobnich udaji,
které¢ zadavatel piiméfené povazuje za nutné
podle ¢lanku 35 nebo 36 GDPR nebo obdobnych
ustanoveni jakychkoliv jinych zakonta o ochrané
udaji; v kazdém piipad€ vyhradné ve vztahu ke
zpracovani  osobnich  udaji  ze  strany
zdravotnické zafizeni nebo subdodavatele
zpracovani (s ohledem na povahu zpracovani a
dostupné informace).

10. Audit rights and record retention

10.1 Institution shall make available to
SPONSOR on request all information necessary
to demonstrate compliance with this Attachment
1, and shall allow for and contribute to audits,
including inspections, by SPONSOR or an
auditor mandated by SPONSOR in relation to the
Processing of the Personal Data by Institution or
its Subprocessors. Institution shall immediately
inform SPONSOR if, in its opinion, an
instruction pursuant to this section 10 infringes
the GDPR or other EU or EU Member State data
protection provisions.

10.2 SPONSOR or an auditor mandated by
SPONSOR shall have the right to conduct, with
reasonable prior notice and under appropriate

confidentiality  restrictions, an audit of
Institution’s and  Subprocessors’  systems,
policies and procedures that involve the

Processing of Personal Data. Such review may
be conducted up to once per calendar year,
excluding audits at the request of a Supervisory
Authority or due to genuine concerns as to
Institution's compliance with this Attachment 1.
Following an audit under this section,
SPONSOR shall notify Institution of the manner
in which Institution or its Subprocessors do not
comply with any of the data protection
obligations herein. Upon such notice, Institution
shall make any necessary changes to ensure
compliance with such obligations.

10.3 Institution shall maintain all records
required by Data Protection Laws and make
them available to SPONSOR and Supervisory
Authorities upon request.

10. Prava auditu a uchovavani zaznamu

10.1 Zdravotnické zafizeni zptistupni zadavateli
na vyzadani vSechny informace nezbytné k
prokazani souladu s touto pfilohou 1 a umozni a
pfispéje svou spolupraci k auditim, vcetné
inspekci, provaddénym zadavatelem nebo
auditorem  zmocnénym  zadavatelem v
souvislosti se zpracovanim osobnich udaji ze
strany zdravotnické zafizeni nebo jejich
subdodavatela zpracovani. Zdravotnické
zafizeni okamzité informuje zadavatele, pokud
podle jejiho ndzoru pokyn podle tohoto oddilu 10
porusuje GDPR nebo jina ustanoveni o ochrané
osobnich idajii EU nebo ¢lenskych stati EU.

10.2 Zadavatel nebo auditor povéfeny
zadavatelem ma pravo (po piiméfeném
pfedbéZném ozndmeni a na zaklad¢ ptislusnych
omezeni divernosti) provadét audit systémd,
postupi a zéisad =zdravotnické =zafizeni a
subdodavateli  zpracovani, které zahrnuji
zpracovani osobnich udaji. Zminény audit miize
byt proveden az jednou za kalendaini rok, s
vyjimkou auditi na zadost Gfadu pro dohled
nebo kvili skute¢nym obavam, pokud jde o
soulad zdravotnické zafizeni s touto pfilohou 1.
Po auditu podle této Casti zadavatel oznami
zdravotnické zafizeni zpisob,  jakym
zdravotnické zatizeni nebo jeji subdodavatelé
zpracovani nespliiuji nékterou z povinnosti
tykajicich se ochrany udaji. Po takovém
upozornéni provede zdravotnické zafizeni
veSkeré nezbytné zmény, aby zajistila plnéni
téchto povinnosti.

10.3 Zdravotnické zatizeni uchovava veskeré
zaznamy poZadované zadkony o ochrané
osobnich tidajli a na pozéadani je zptistupiiuje
zadavateli a ufadiim pro dohled
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Attachment 2
Payment terms and Budget

Site: Fakultni nemocnice Ostrava

INSTITUTION/ PRINCIPAL
INVESTIGATOR:

Fakultni nemocnice Ostrava/ _

Payment will be prorated as follows:

Per Completed Subject Grant Amount: The

maximum _amount _of |

wi e paid per completed subject (who
completes all the Study procedures).

Payment of this remuneration will only be made
for eligible subjects who meet all of the
applicable inclusion and none of the exclusion
criteria of the Protocol, under the condition that
the Study is conducted in accordance with the
Protocol and all other Study related documents,
the Study documentation is complete and
evaluable, can be verified from the subject
medical files and is submitted to SPONSOR at
the stipulated points in time.

Payments will be prorated based on number of
patients and visits completed; visit payments will
be based upon CRFs completed.

Prorated Amounts for Subjects Discontinued
Prior to Study Completion, in compliance with
the patient visits according to the Study protocol
shall be paid with regards to the Study Budget
attached hereto.

If the subject is discontinued between visits and
does not complete each of the Study visits, the
INSTITUTION/INVESTIGATOR will only be
paid for visits that the subject completed.

Priloha 2
Platebni podminky a rozpocet

Nazev mista: Fakultni nemocnice Ostrava

ZDRAVOTNICKE ZARIZENI/HLAVNI
ZKOUSEIJICI:
Fakultni nemocnice Ostrava/ _

Platba bude rozdélena nasledovné:

subject:
bude

Vyse  platby ~za  ukonCeny
ZDRAVOTNICKEMU ZARIZENI
vyplacena cCastka maximalni vyse

Za
vSechny

ukonceny
procedury studie).

subjekt (ktery dokonci

Tato uhrada bude provedena pouze za zpusobilé
subjekty, které splni veskeré pozadavky studie a
nenaplni dle Prokotolu Zzadné kritéria pro
vylouceni, a to za podminky, ze studie prob&éhne
v souladu s Protokolem a vSemi dalSimi
dokumenty, ze dokumentace studie bude
ucelend, vhodna k vyhodnoceni, bude mozné ji
ovefit v 1ékaiskych zaznamech subjektu a bude
poskytnuta  Zadavateli ve  stanovenych
terminech.

Platby budou vypocitany podle poctu pacientl a
uskutecnénych navstév a budou se zakladat na
vyplnéném CRF.

Pomérné castky pro subjekty, které pierusily
ucast ve studii pfed dokonenim studie, Vv
souladu s planem navstév dle protokolu budou
proplaceny dle ptiloZzeného rozpoctu studie.

Pokud subjekt navstévy pierusi a nevykona
vSechny navstévy studii predepsané, obdrzi
ZDRAVOTNICKE ZARI{ZENI/ZKOUSEJIC{
pouze platby za navsteévy, které¢ subjekt
uskutecnil.

Celltrion CT P 13 4.8 CTA for CZ

Page 31 of 35




Confidential

Should any violation of the inclusion/exclusion
criteria according to the Protocol be detected, no
payment shall be made by SPONSOR.

Subject travel expenses reimbursement.

The INVESTIGATOR will be reimbursed for
travel expenses of the Study Subjects, in
accordance with the conditions for payment of
such expenses, as per the signed informed
consent form.

Subject Travel expenses will be reimbursed for a
flat amount of 1000 CZK (one thousand Czech
crowns) per subject visit on site.

Payments of  Study  Subjects travel
reimbursement, will made on a trimester basis.
All payments will be made within 30 (thirty)
days upon receipt of a valid invoice/payment
protocol and the relevant  supporting
documentation.

Payments under this Agreement will be made on
three months basis within 30 (thirty) days after
receipt of a valid invoice. All the payments will
be done in EUR/CZK. The remuneration is to be
declared for tax assessment by the payee. The
related VAT (Value Added Tax) is included in
the above amounts.

Unless expressly agreed otherwise in writing,
total payment per completed subject who has
fulfilled all the requirements of the Protocol and
all the visits has been carried out will not exceed
the amount of

IR cI.cing (he

tax payments.

The total for all amounts hereto represents the
entire compensation under the Agreement and it
includes without limitation, all work and care
anticipated, performance of all assessments
required, the use of the facilities and equipment,
staff costs, administrative costs, overhead, third
party costs, taxes, etc.

The Institution has been made aware that this is
a multicentre Study and therefore a competitive
recruitment situation shall apply. Should the

Pokud se zjisti jakékoliv poruseni kritérii pro
zahrnuti/vylouceni ze studie podel Protokolu,
Zadavatel zadnou thradu neprovede.

Néhrady cestovnich vydaji subjektim

ZKOUSEJICIMU budou poskytnuty nahrady
cestovnich vydaji Pacientd zatfazenych do
Studie, vsouladu s podminkami proplaceni
takovych nahrad, dle formuléafe informovaného
souhlasu.

Cestovni vydaje pro Subjekt budou nahrazeny do
maximalni vySe 1000 CZK (jeden tisic korun
¢eskych) za jednu navstévu jednoho Subjektu.

Platby cestovnich néhrad pacientd budou
provadény ctvrtletné. VSechny platby budou
provedeny do 30 (tficeti) dni po doruceni platné
faktury/platebniho  protokolu a relevantni
podpirné dokumentace.

Platby podle této smlouvy budou provadény za
kazdé tii mésice. VSechny platby budou
provedeny do 30 (tficeti) dnd od obdrzeni
platné faktury. Pfijatou platbu je povinen danit
pfijemce odmény. VSechny platby budou
provedeny v EUR/CZK. Vyse uvedené ¢astky
zahrnuji DPH.

Pokud se strany vyslovné pisemné& nedohodnou
jinak, celkova ¢astka za subjekt, ktery splnil
veskeré pozadavky protokolu a vykonal
vSechny navstévy, nepfesahne _
dané.

Celkovy soucet vsech castek predstavuje celou
uhradu podle této smlouvy a zahrnuje bez
omezeni, veSkerou ocekavanou praci a péci,
provedeni vSech pozadovanych vySetieni, uziti
zafizeni a vybaveni, naklady na zaméstnance,
naklady na administrativu, rezijni naklady,
naklady tfetich stran, dan¢ atd.

Zdravotnické zarizeni bylo informovano, Ze se
jedna o multicentrickou studii a tedy je
uplatiovan kompetitivni nabor. Jestlize bude
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total number of subjects enrolled in the Study be
met prior to the end of the recruitment phase
specified in this Agreement, CRO shall have the
right to terminate further recruitment.

The PARTIES hereto agree that compensation
paid hereunder represents the fair market value
of services rendered and that no part of any
consideration paid pursuant to this Agreement is
a prohibited payment for the recommending or
arranging for the referral of business or the
ordering of items or services, nor are the
payments intended to induce illegal referrals of
business.

splnén celkovy pocet subjektii zarazenych do
studie pred koncem faze zarazovani, jak je
uvedeno v této smlouve, CRO ma jménem
zadavatele prdvo ukoncit dalsi nabor

Strany se timto dohodly, ze kompenzace dle této
smlouvy odpovida spravedlivé trzni hodnoté
poskytnutych sluzeb a ze zadna Cast vyplacené
odmény podle této smlouvy nepredstavuje
nepovolenou platbu za doporuceni nebo
protézovani obchodu nebo objednavani polozek
nebo sluzeb, ani ze platby nevyvolavaji dojem
nezékonného protézovani obchodu.
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