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CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKE STUDII

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: Milen Vrabevski, MD

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

Celltrion, Inc., Company incorporated under
the laws of Republic of Korea with Company
ID: 113-81-23603, registered address at 23,
Academy-ro, Yeonsu-gu, Incheon, 22014,
Republic of Korea, represented by Kee Woo
Sung (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: Milen Vrabevski, MD

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

Celltrion, Inc., Spole¢nost zalozena dle zakonu
Korejské republiky, IC: 113-81-23603, sidlici na
adrese 23, Academy-ro, Yeonsu-gu, Incheon,
22014, Republic of Korea, zastoupena Kee Woo
Sung (dale jen ,zadavatel) v ramci nize
uvedené Studie

2. Prof. MUDr. Petr Arenberger, DrSc, MBA,
Date of birth: -

(hereinafter “PRINCIPAL
INVESTIGATOR”)
and

2. Prof. MUDr. Petr Arenberger, DrSc, MBA
adresa:
Datum narozeni:

(dale jen ,,hlavni zkousSejici*)

a

3. Fakultni nemocnice Kralovské Vinohrady,
Having its seat and registered office at:
Srobarova 1150/50, 100 34 Praha 10,
Represented by: MUDr. Jan Votava, MBA,
managing director,

Company registry number: 1€0:00064173
DIC: CZ00064173

Ceska narodni banka, account number (payments in
CZK): 16334101/0710

IBAN: CZ38 0710 0000 0000 1633 4101,
SWIFT: CNBACZPP

Ceska narodni banka, account number (payments in
EUR): 34534 — 16334101/ 0710

IBAN: CZ11 0710 0345 3400 1633 4101

BIC: CNBACZPP

Task number (internal information): KH
7212022
Project number (internal information): 29108

(hereinafter referred to as the “Institution”)
agreed that the Institution, principal

investigator and CRO shall participate in the
clinical study in accordance with this

3. Fakultni nemocnice Kralovské Vinohrady,

Se sidlem na adrese: Srobarova 1150/50, 100 34
Praha 10,

Zastoupena: feditelem MUDr. Janem Votavou,
MBA,

1€0:00064173

DIC: CZ00064173

Ceska narodni banka, ¢&islo uétu pro platby v
CZK:16334101/0710

IBAN: CZ38 0710 0000 0000 1633 4101,

SWIFT: CNBACZPP

Ceska narodni banka, &slo uétu pro platby v EUR:
34534 - 16334101 /0710

IBAN: CZ11 0710 0345 3400 1633 4101

BIC: CNBACZPP

¢islo jednaci: KH 72/2022

nakladové stiedisko: 29108

(dale jen ,,zdravotnické zarizeni‘)

se dohodly, ze zdravotnické zafizeni, hlavni
zkousejici a CRO provedou Klinickou studii v
souladu s touto smlouvou.
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Ankylosing Spondylitis, Psoriatic
Acrthritis and Psoriasis"

Agreement.
Protocol Number: CT-P 1348 Cislo protokolu: CT-P 13438
»Observacni  prospektivni,
"An Observational, Prospective lgg;m;g;‘ézt studie hgd?;‘gg
Cohort Study to Evaluate Safety of pe ® pripray
s . : Remsima®, podavaného
S Remsima® Subcutaneous in Patients . . o L
Protocol Title: - - . Nazev protokolu: subkutanné U  pacientl
with Rheumatoid Arthritis, S o
s revmatoidni artritidou,

ankylozujici spondylitidou,
psoriatrickou artritidou a
psoriazou*

Sponsor:

Celltrion Inc.

Zadavatel:

Celltrion Inc.

Country where Site
is Conducting
Study:

Czech Republic

Zem¢, ve které centrum
provadi studii:

Ceska republika

Principal
Investigator:

Prof. Dr. Petr Arenberger

Hlavni zkousejici:

Prof. Dr. Petr Arenberger

Name and address
of the Institution:

Fakultni nemocnice  Kralovské
Vinohrady, Srobarova 1150/50,
10034 Prague 10

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

Nazev a adresa
zdravotnického zafizeni:

Fakultni nemocnice
Kralovské Vinohrady,
Srobarova 1150/50, 10034
Praha 10

Number of patients
to be screened by
the Principal
Investigator (this
number, may be
increased/decreased
by CRO with
written notification
to Principal
Investigator)

Odhadovany pocet
subjekti studie, které
zatadi hlavni zkouSejici
(tento pocet mize byt
zvySen/snizen ze strany
CRO po pisemném
oznameni hlavnimu
zkousejicimu a/nebo
zdravotnickému
zafizeni):

Pocet pacientd, kteti
projdou screeningem ze
strany hlavniho
zkousejiciho (tento pocet
muze byt zvySen/sniZen
ze strany CRO po
pisemném oznameni
hlavnimu zkous$ejicimu)

Study Duration:

End of the study is indicatively
scheduled for January 2027

Doba trvani studie:

Ukonceni studie je
orienta¢né 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 principal
Investigator with regard to conducting the
clinical study, hereinafter referred to as the
‘Study’. This Agreement constitutes the
Institution’s and the principal Investigator’s
agreement for performing the Study, the
Institution agrees with 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.

l. Piedmét a cil smlouvy

1. Pfedmétem této smlouvy mezi CRO a
zdravotnickym zafizenim a hlavnim zkou$ejicim
je provadéni klinické studie, dale v tomto textu
uvadéné jako ,Studie“. Tato smlouva
pfedstavuje souhlas zdravotnického zafizeni a
hlavniho zkousSejictho s provadénim Studie,
zdravotnické zafizeni souhlasi s moznosti
provadét Studii v jeho 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
and ethics committee (EC). The Study will
commence upon obtaining of approval for
conducting of the Study, issued by State
Institute of Drug Control in Czech Republic
and EC. This Agreement will become effective
upon publishing of the Agreement in the
Registry  of  Contracts.  Sponsor/CRO
guarantees the delivery of modified version of
the conract to the Institution. This version
would be made for publication in the Registry
of Contracts in accordance with Act no.
340/2015 Coll., on special conditions for the
effectiveness of some contracts, the
publication of these contracts and the register
of contracts. The modified contract must be
delivered no later than on the day of signing
the contract. The Institution guarantees the
modified version will be published no later
than 5 days after Institution signes contract. If
the Institution will not publish the contract
within settled time period, the Sponsor/CRO is
authorized to publish it.

Il.  Zadost o povoleni a schvaleni zapocit se
studii

Studii schvaluje Statni Gstav pro kontrolu 1é¢iv a
etickd komise (EK). Studie zacne po ziskani
souhlasu s provadénim studie, ktery vydava
Statni ustav pro kontrolu 1é¢iv a EK. Tato
smlouva nabyva GCinnosti dnem  jejiho
uvefejnéni v registru smluv.

Zadavatel/CRO  se  zavazuje, 2ze doda
zdravotnickému zatizeni modifikovanou verzi
smlouvy urcenou ke zvefejnéni v registru smluv,
dle zakona ¢. 340/2015 Sb., o zvlastnich
podminkach  GC€innosti  nékterych  smluv,
uvetejiiovani téchto smluv a o registru smluv a to
nejpozdéji ke dni podpisu plné verze smlouvy.
Zdravotnické  zafizeni se  zavazuje, Ze
modifikovanou  verzi  smlouvy  zvefejni
nejpozdéji do 5-ti dnd od podpisu smlouvy
Zdravotnickym zafizenim. Nezvetejni-li
zdravotnické zafizeni smlouvu v dohodnutém
terminu, je zadavatel/CRO opravnén smlouvu
zvetejnit.

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,

I1l. Misto a c¢as provedeni Studie a
vyzkumné centrum

1. Studie bude provedena v ramci odhadovaného
obdobi podle ustanoveni protokolu studie, viz
vyse, vcetné ustanoveni platnych dodatka
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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.

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.

2. Institution and principal Investigator will
ensure the performance of all the needed
medical examinations and assessments, as per
Protocol.

3. Institution represents the Investigator team
and Principal Investigator are binded to
comply with the terms of this Agreement.

4. Institution shall enable the Investigator team
to conduct the Study with highest care and in
particular in accordance with ICH GCP,
medical ethics, the Protocol, this Agreement,
legal regulations and commonly accepted
recommendations.

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 Dbe undertaken on its premises

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 schvalena dle ¢asti I vyse.
V piipad¢ stietu mezi podminkami této smlouvy
a protokolem studie ma prednost smlouva, s
vyjimkou zdravotnickych aspektd Studie, kde ma
prednost protokol studie.

2. Zdravotnické zatizeni a hlavni zkouSejici
zajisti provadeéni vSech potfebnych zdravotnich
vySetfeni a hodnoceni, dle protokolu.

3. Zdravotnické zafizeni uvadi, Ze zkousejici tym
a hlavni zkouSejici jsou vazani v rozsahu
podminek této smlouvy.

4. Zdravotnické zafizeni musi umoZnit
zkouSejicimu tymu provadét Studii s nejvyssi
péci a zeyména v souladu s ICH GCP, 1ékatskou
etikou, protokolem, touto smlouvou, pravnimi
predpisy a obecné pfijimanymi doporucenimi.

5. Zdravotnické zatizeni poskytne zkouSejicimu
tymu pfistup k vhodnému vybaveni a zatizeni,
které jsou nutné k provadéni Studie (napf.
vhodna mistnost pro vySetfeni pacientil).

6. Zdravotnické zatfizeni poskytne zkousejicimu
tymu pristup k zaznamtm potencialnich subjekta
hodnoceni za ucelem urcéeni jejich vhodnosti k
naboru do Studie.

7. Zdravotnické zarizeni dale souhlasi, ze umozni
provadeéni Studie ve svych prostorach a poskytne
vhodné misto Kk vysetieni pacientli, provadeéni
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providing an appropriate location for patient
examination, 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 and principal Investigator
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 and principal Investigator
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 principal 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 Article
XV of the contract.

dalsich testt, skladovani dalsich testd, léciv a
dokumentace Studie.

8. Veskera dokumentace tykajici se Studie musi
byt uchovavana na bezpecném misté po dobu
nejméné 15 (patnacti) let po ukonceni nebo
preruseni Studie, pokud neni podle platnych
zakonu a piedpisa pozadovana delsi lhita.

9. Zdravotnické zatizeni a hlavni zkousSejici
vynalozi veskeré usili na pomoc CRO ve vsech
svych ¢innostech souvisejicich s monitorovanim
studie, nicmén¢ takové monitorovani nesmi
narusovat  proces  zdravotnickych  sluzeb
poskytovanych ve zdravotnickém zatizeni.

10. Zdravotnické zatizeni a hlavni zkousejici
nesmi povolit pouziti zkouseného piipravku
Remsima® (dale jen ,,produkt) k jinym acelam,
nez jeho poskytovani v ramci standardni péce a
lokalnich ptedpisii a nafizeni.

11. P#i dodrzeni platnych ceskych a evropskych
pravnich piedpist jsou hlavni zkousejici,
zdravotnické zatizeni, a CRO povinni chranit
osobni udaje a soukromé informace o subjektech
hodnoceni obsazenych ve studii v priabéhu
studie, ale i poté, co je studie dokoncena.
Pravidla pro zpracovani udaji v souladu s
natrizenimi Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob, pokud jde o zpracovani osobnich
udaju a volného pohybu téchto udajt, a zruseni
smérnice 95/46/ES (Obecné natizeni o ochrané
udajiu, GDPR), jsou zahrnuty v ¢lanku XV této
smlouvy.

V. Obligations of the  principal
Investigator
1. Protocol
1.1.  Principal Investigator shall conduct the
Study, with CRO’s oversight, in
accordance with the Protocol, the
applicable Regulations and the terms and

V. Povinnosti hlavniho zkousSejiciho

1. Protokol

1.1. Hlavni zkouSejici povede Studii s
dozorem CRO, dle protokolu, odpovidajicich
piedpist a nafizeni dle této smlouvy. Studie
bude provéadéna dle podminek

Celltrion CT P 13 4.8 CTA for CZ

Page 5 of 30




Confidential

conditions of this Agreement.

The Study will be conducted according to
the conditions specified under applicable
Regulations.

If 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

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

1.2.

1.3.

2. Serious Adverse Experience Reporting

2.1.  Principal Investigator shall notify
SPONSOR/CRO and the IRB/IEC
immediately of any serious adverse

experience during the course of the Study,
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

Any event that may reasonably be
believed to impair the integrity or validity
of the Study.

Principal 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).

2.3.

2.4.

3. Clinical Study Site File
3.1. Creation of Clinical Study Site File:

specifikovanych v odpovidajicich piedpisech.

1.2. Hlavni 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
lokéln¢ vyzadovano.

1.3.  Hlavni zkousSejici uchovéava zdrojova data
v lékaiskych zaznamech pacienta po dobu
trvani Studie.

2. Ohlasovani zavaznych nepfiznivych
zkuSenosti
2.1. Hlavni zkouSejici musi okamzité

informovat zadavatele/CRO a IRB/IEC o
veskerych zavaznych nezadoucich ptihodach
v prubéhu Studie véetné, kromé jiného:
kazdé udalosti, kterd musi byt oznamena
regulacnimu  orgdnu/pfisluSnym organiim,
veetné takové, ktera:
o vede k smrti
e je zivot ohroZujici
e vyzaduje hospitalizaci v nemocnici
nebo prodlouzeni stavajici
hospitalizace
e vede k trvalé nebo vyznamné
invalidit&/pracovni neschopnosti
e je vrozena vada
e vede ke stavu, ktery je povazovan za
lékatsky vyznamny

2.2.

2.3. Kazda wudalost, u které Ize duvodné
pfedpokladat, Ze narus$i integritu nebo
platnost Studie.

Hlavni zkouSejici musi hlasit vSechny
zavazné nezadouci ucinky do 24 hodin podle
postupii  pro  zpracovani zavaznych
nezadoucich ptihod popsanych v protokolu o
Studii, nebo jako samostatny dokument (je-li
to relevantni).

2.4.

3. Soubor

Studie
Vytvofeni souboru dokumentli mista

klinické Studie. Pied zahajenim klinické

dokumenti mista Kklinické

3.1
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3.2

3.3.

Prior to commencement of the clinical

trial, CRO shall, with the assistance of

principal Investigator, create a Clinical

Study Site File comprising the following

documents (prior to commencement of the

Study CRO will send a copy of documents

stated below to the Sponsor/principal

Investigator).

e 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

principal 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

Maintenance of the Clinical Study Site
File: During the course of the Study, the
CRO shall maintain the Clinical Study Site
File with the help of principal Investigator
with the most recent documents and shall
update the file by including therein, and
promptly providing to SPONSOR 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 SPONSOR
may from time to time reasonably
require or provide.

Retention/Transfer of Clinical Trial

3.2.

Studie vytvoii CRO za pomoci hlavniho
zkouSejiciho soubor dokumentd klinické
Studie,
dokumenty (pfed zahijenim CRO odesle
kopii nize uvedenych polozek zadavateli/
hlavnimu zkousejicimu).

ktery  obsahuje  nasledujici

Seznam jmen, tituld a povolani kazdého
¢lena IRB/IEC a

Pisemné schvéaleni protokolu a formulare
informovaného souhlasu a
Formular Informovaného
schvaleny IRB/IEC a
Aktudlni zivotopis hlavniho zkousejiciho a
vSech ostatnich pracovnikli na pracovisti,
ktefi vykonavaji funkci souvisejici se
Studii.
Protokol
Formular
udaju
Protokol podpisu pracovnik studie
Protokoly screeningu subjekti

Stejné¢ jako vSechny pozadované ¢asti
kapitoly 8 dokumenti ICH/GCP.

Souhlasu

pro zvetejnovani finan¢nich

Udrzba souboru dokumentdi  mista

klinické Studie: V prubé¢hu Studie CRO za
podpory hlavniho zkousejiciho udrzuje soubor
dokumentd mista klinické Studie a aktualizuje
soubor tim, Ze do n¢ vklada, a okamzité
poskytne zadavateli, nasledujici:

3.3.1.

veSkeré dodatky protokolu a zdznam o
jakékoli planované odchylce od néj, véetné
dodatki a zprav protokolu, a

veskerou korespondenci s IRB/IEC, véetné
pravidelnych zprav a schvéleni, a

obecnou korespondenci tykajici se klinické
studie, a

ostatni ~ dokumenty
pozadavku zadavatele.

dle rozumnych

3.3. Uchovavani/ptenos souboru dokumentl

mista klinické Studie/zdznamu Studie
Hlavni zkousSejici uchovéa soubor
dokumentt mista klinické Studie véetné
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Site File/Study Records

3.3.1. The principal 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 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.

3.3.2. Should the principal 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.

4. Clinical Trial Participants

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

4.2.  Principal Investigator shall  use
exclusively the Informed Consent Form
approved by the IRB/IEC, which is provide
by CRO/Sponsor.

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

historie ptipadt, hrubych udaji a zprav o
studii, dokud zadavatel/CRO neoznami
hlavnimu zkouSejicimu, Zze zaznamy o
Studii  maji byt prevedeny na
zadavatele/lCRO  nebo mohou byt
znieny. V kazdém piipadé musi byt
uchovéavan na bezpecném misté po dobu
nejméné¢ 15 let po ukonceni/vyprSeni

Studie, pokud neni podle platnych
zékonli a predpisi pozadovana delsi
lhiita.

3.3.2. Pokud hlavni zkouSejici opusti

nebo ukonéi svou praxi v misté Studie
diive, nez tato lhtta uplyne, jmenuje
pisemné¢ jiného lékate (zasle ozndmeni na
adresu CRO/zadavatele), ktery bude
zodpovédny za  vedeni studijnich
zaznamu.

Utastnici klinickych studii

4.1. Hlavni zkouSejici zahrne do Studie pouze
vhodné ucastniky

4.2. Hlavni zkouSejici pouzije vyhradné
formular informovaného souhlasu
schvaleny IRB/IEC, ktery mu je dodan
CRO/ zadavatelem.

4.3. Piedtim, nez vhodni ucastnici vstoupi do

Studie, hlavni zkouSejici piezkouma
vSechny  podrobnosti a  pozadavky
pfislusného  protokolu a  formulafe

informovaného souhlasu, a posoudi je
spole¢né s vhodnymi ucastniky.

4.4.Pti dodrzeni platnych ceskych a
evropskych  pravnich  pfedpisit  jsou
zkousejici a CRO povinni chranit osobni
udaje a soukromé informace o subjektech
hodnoceni obsazenych v studii v pribéhu
studie, ale i poté, co je studie je
dokonéena.  Zavazna  pravidla  pro
zpracovani udaji v souladu s nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o
ochran¢ fyzickych osob, pokud jde o
zpracovani osobnich udaji a volného
pohybu téchto udajii, a zruSeni smérnice
95/46/ES (Obecné nafizeni o ochrané
udaji, GDPR) jsou soucasti ¢lanku XV
této smlouvy.
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(General Data Protection Regulation) are
included in Article XV in this contract..

5. General Study Conduct
51. The principal Investigator should
ensure that the electronic CRFs are being
submitted to SPONSOR in a timely
manner, as requested by SPONSOR.

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

5.2.

6. Arrangement for materials

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

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

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

6.2.

6.3.

7. Certain covenants of the parties

7.1. Recruitment: Principal Investigator
shall recruit only suitable Participants.
Principal Investigator commits to make

maximum effort to enroll such number of
subjects in such enrollment term as specified
in the table above. The Principal 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:  Principal
Investigator shall complete Case Report Forms
promptly and accurately. Principal Investigator
shall assist SPONSOR and CRO
representatives in resolving any discrepancies
or errors in Case Report Forms. Principal

5. Obecné provedeni Studie
5.1. Hlavni zkousejici musi zajistit, ze CRF
jsou predlozeny zadavateli, a to vcas a
podle pozadavki zadavatele.
5.2. Hlavni  zkouSejici musi  dodrzovat
pozadavky na reakce na zadosti podle
pozadavki a zadani zadavatele.

6. Ustanoveni tykajici se materialu
6.1. Hlavni zkousejici a zdravotnické zatfizeni
poskytne veSkery persondl, zafizeni a
zdroje, které mohou byt pozadovany pro

plnéni odpovédnosti hlavniho
zkousejiciho podle protokolu.
6.2. Zadavatel/CRO  poskytne  hlavnimu

zkousejicimu pozadované materialy (napf.
formulafe zaznamul subjekt) pro Studii,
jak je uvedeno v protokolu.

6.3. Zadavatel/CRO  nebude  poskytovat
hlavnimu zkousejicimu zadny produkt
tykajici se studijniho 1éciva.

7. Nékteré zavazky stran

7.1. Nabor: hlavni zkouSejici bude nabirat
pouze  vhodné  ucastniky.  Hlavni
zkousejici  se  zavazuje  vyvinout
maximalni snahu nabrat takovy pocet
subjektli v terminu naboru, jaky je uveden
v tabulce vySe. Hlavni zkouSejici byl
upozornén, Ze jde o multicentrickou studii,
a proto se uplatni scénar vybérového
naboru. Jestlize bude splnén celkovy pocet
subjekti zafazenych do Studie pted
koncem faze zapisu, jak je uvedeno v
tabulce vySe, CRO ma jménem zadavatele
pravo ukoncit dalsi nabor.

7.2. Formulafe zdznamu subjektu: hlavni
zkouSejici musi rychle a ptesné vyplnit
formulafe zaznamu subjektu. Hlavni
Zkousejici bude napomocen zastupciim
zadavatele a CRO pii feSeni piipadnych
nesrovnalosti nebo chyb ve formulafich
zaznamu subjektu. Hlavni zkouSejici
rovnéZ pomdhd zadavateli a CRO pii
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Investigator shall also assist SPONSOR and
CRO in performing audits of original case
records, laboratory reports and/or source
documents underlying data recorded on the
Case Report Forms.

7.3.  Publication

7.3.1. Principal Investigator shall not publish
paper(s) about the Product or the Study,
without the SPONSOR’s prior written consent.
Publication of results from the Study is
regulated by the SPONSOR.

7.3.2. Principal 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 Principal
Investigator shall prescribe the Product to the
Study Participants.

8.2.  Administration of the Product:

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

8.2.2. The Product shall only be prescribed to
suitable 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.

provadéni auditt ptivodnich ptipadovych
zdznamu, laboratornich protokolti a/nebo
zdrojové dokumentace, z nichz vychazeji
udaje zaznamenané na formulafi zdznamu
subjektu (CRF).
7.3.  Publikace
7.3.1. Hlavni zkousejici nezveiejiuje
dokumenty k produktu nebo klinické Studii bez
predchoziho pisemného souhlasu zadavatele.
Zveiejnéni vysledka Studie upravuje zadavatel.
7.3.2. Hlavni zkouSejici nepouzije jména
zadavatele ani CRO v jakékoliv formé verejnych
informaci bez ptfedchoziho pisemného souhlasu
ptislusné strany.

8. Produkt
8.1. Pfijem produktu: hlavni zkouSejici/
ptredepise produkt Gicastnikiim Studie.

8.2.  Sprava produktu:

8.2.1. Piedpis produktu ucastnikiim Studie bude
zdokumentovan v odpovidajici ¢asti zdrojové
dokumentace a ve Formulafi zdznamu subjektu
(CRF) hlavnim zkousejicim ¢i jeho zastupcem.
8.2.2. Produkt bude piedepsan pouze vhodnym
ucastnikiim Studie.

8.2.3. Produkt nebude uzivan k jinym ucelim
nez je standardni lékatska péce a jeho uziti bude
odpovidat lokalnim piedpistim.

VI1.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 relevant
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

VI. Monitorovani a kontrola studie

1. Studie bude sledovdana ze strany CRO
(ptipadné zadavatele) a zdravotnické zatfizeni a
hlavni zkouSejici souhlasi s tim, Ze budou
spolupracovat s CRO a zadavatelem ve vsech
aspektech monitorovani Studie. Zdravotnické
zatizeni a hlavni zkousejici poskytnou zadavateli
a CRO pfistup ke vSem relevantnim informacim
shromazdénym v pribéhu Studie, jako jsou
vysledky testi a vySetfeni, jakoz 1 dalsi
informace o subjektech hodnoceni zahrnutych ve
Studii. Pfi kazdé monitorovaci navstéve musi
byt vyclenéna pfiméfend doba na diskuzi a musi
byt provedeny opravy formuldii zaznami
subjektu  (,,CRF*). CRF budou (itelné a
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within five (5) 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 this Section VI, payment will be performed
after the appropriate task is finished by
principal Investigator or Institution. Institution
and Principal Investigator shall allow CRO and
SPONSOR to audit all Study related records
upon reasonable advance notice and within
date agreed in advance.

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 1V, 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 principal Investigator utilizes for the
Study within the Institution, both before the
Study begins and during the course of the
Study.

4.2. If CRO/SPONSOR determines that the
facilities are not adequate for the proper
conduct of the Study 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 principal Investigator hereunder.

dokonéeny béhem péti (5) pracovnich dnd od
kazdé navstévy pacienta nebo udalosti generujici
data, ¢i do 24 hodin v piipadé zavazné nezadouci
udalosti. Vesker¢ pozadavky CRO nebo
zadavatele na ovéfeni, objasnéni nebo opravu
udaji poskytnutych v CRF musi byt pfedlozeny
do pét (5) pracovnich dnti od obdrzeni takové
zadosti. Zadavatel si vyhrazuje pravo odmitnout
platbu v ptfipadé vyznamného nebo opakovaného
neplnéni ukold uvedenych v této ¢asti VI, platba
bude provedena po splnéni pfislusného ukonu
hlavnim zkousejicim/ zdravotnickym zatizenim.
Zdravotnické zatizeni a hlavni zkouSejici musi
po pfiméfené v€asném upozornéni a ve vzajemné
odsouhlaseném terminu zadavateli a CRO

umoznit audit vSech zdznaml souvisejicich se
Studii.

2. VySe uvedené ustanoveni této Casti VI
nezasahuje do prava opravnénych zastupci
pfislusnych  organi  Ceské republiky a
zahrani¢nich kontrolnich organti 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 pribéhu Studie, mohou byt
predlozeny piislusnym organim Ceské republiky
a pouzity pro Ucely kontroly.

4. Kontroly na misté

4.1. Opravnény personal zadavatele, CRO,
regulacnich fadid a dalSich osob opravnénych
zadavatelem (napf. externi auditofi) ma pravo
kontrolovat zatizeni, ktera hlavni zkouSejici
vyuziva pro Studii ve zdravotnickém zafizeni, a
to jak pred zahdjenim Studie, tak v jejim
pribéhu.

4.2. Pokud spolecnost CRO/zadavatel zjisti, Ze
zatizeni nejsou pro fadné provadéni Studie
adekvatni a dané nedostatky nejsou odstranény,
pak spole¢nost CRO, po dohodé¢ se zadavatelem,
bud’ odmitne zahajit nebo rozhodne prerusit
Studii, a wukon¢i tuto smlouvu bez dalsi
povinnosti vi¢i hlavnimu zkouSejicimu podle
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4.3. The principal Investigator shall notify
SPONSOR/CRO promptly if the
REGULATORY AGENCY requests
permission to inspect principal Investigator’s
research records in connection with the Study.
If the inspection occurs, principal Investigator
shall provide to SPONSOR/CRO copies of all
regulatory agency materials, correspondence,
statements, forms and records which the
principal Investigator receives.

této smlouvy.

4.3. hlavni zkouSejici bude neprodlené
informovat zadavatele/CRO, jestlize regula¢ni
ufad pozada o povoleni prohlidky vyzkumnych
zaznamu hlavniho zkousSejiciho v souvislosti se
Studii. Pokud dojde k inspekei, hlavni zkousejici
poskytne zadavateli/CRO kopie vSech materialu,
korespondence, vypisti, formuldii a zidznami
vSech regula¢nich agenturu, které hlavni
zkousejici obdrzi.

VII. Other provisions

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 to the email
address of the Sponsor: contact@celltrion.com
and to the email address of the CRO:
reporting@comac-medical.com prior  to
destroying any of the documents.

2. The Institution and the principal 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
proven 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

VI1I. Dalsi ustanoveni

1. Zdravotnické zatizeni uchova vsechny
dokumenty souvisejici se Studii, které jsou
soucasti  studijni  dokumentace, jakoz i
dokumenty souvisejici se subjekty hodnoceni,
jak to vyzaduji platné zakony a piedpisy, avsak v
kazdém pripadé dokud zadavatel nebo CRO, na
zaklad¢  pisemného  souhlasu  zadavatele,
neinformuje zdravotnické zarizeni o vraceni nebo
zni¢eni dokumentt; zdravotnické zafizeni bude
pfedem pisemné informovat zadavatele na email
Zadavatele: contact@celltrion.com a CRO na
emailovou adresu CRO: reporting@comac-
medical.com, nez zlikviduje jakykoliv z
dokumentd.

2. Zdravotnické zatizeni a hlavni zkousSejici
poskytne zadavateli a CRO a jeho zastupcam a
zaméstnancam odskodnéni za veskeré naroky,
fizeni, naklady a vydaje (vcetné ptiméienych
pravnich nakladia) za pripadnou ztratu nebo
skodu, ktera vznikla dusledkem prokazané
nedbalosti nebo umyslu ze strany zdravotnického
zaiizeni, zkousejiciho, zkousejiciho tymu nebo
pracovniki 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
spolupracovnika, zastupci nebo zaméstnancu
nebo porusenim povinnosti zadavatele podle této
smlouvy.

3. V pripade, ze z jakéhokoliv divodu dojde k
ukonéeni smlouvy mezi zadavatelem a hlavnim
zkousejicim, nebudou v misté zdravotnického
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subjects will be recruited or enrolled for the
Study at the Site located at the Institution
unless and until a replacement Principal
Investigator is designed and approved.

zarizeni do Studie nabirany ani zahrnovany nové
subjekty, dokud nebude urcen a odsouhlasen
nahradni hlavni zkousejici. A to bez ohledu na
ostatni ustanoveni této smlouvy.

VI11. 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 performing the Study, provided
that such damage is not related to the proven
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 the SPONSOR be
liable for any and all indirect, incidental, or
consequential damages.

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.

VIIl. Nahrada Skody na zdravi vzniklé

subjektiim hodnoceni

1. Zadavatel odpovida za skody na zdravi, které
vznikly subjektim hodnoceni v dusledku
provadéni Studie, za predpokladu, ze takova
Skoda nesouvisi s prokazanou nedbalosti,
umyslem,  nespravnym  chovanim  nebo
porusenim protokolu zdravotnickym zafizenim,
hlavnim  zkousejicim,  jakymkoli  jinym
zkousejicim nebo pracovniky studie. Zadavatel
nebude, v zadném ptipadé odpoveédny za jakékoli
a vSechny nepfimé, ndhodné nebo ndsledné
Skody, mimo rozsah pojisténi Zadavatele, pokud
to vyzaduje legislativa.

2. CRO zarucuje, ze podle dohody se
zadavatelem souhlasi tento s uzavienim a
udrzenim ptislusného pojistného kryti po dobu
trvani Studie.

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

IX. Ochrana
publicita

divérnych informaci;

1. Pro ucely tohoto dokumentu (1) informace
poskytnuté zadavatelem nebo CRO ve vztahu ke
Studii, (2) data, vysledky, formuldie zdznamu
subjektli, analyzy, zprdvy a  vysledky
vygenerované v souvislosti se Studii (dale jen
ndata studie®) a (3) jakékoli dalsi informace
poskytnuté zadavatelem nebo CRO budou
povazovany za vyluéné vlastnictvi a daveérné
informace zadavatele (dale jen ,didvérné
informace*). Zdravotnické =zafizeni a hlavni
zkousSejici nesmi divérné informace zvetejiiovat
ttetim strandam piimo nebo nepiimo, ani je
pouzivat v rozporu s pokyny zadavatele ¢i CRO.
Duvérmné informace uchovavaji zdravotnické
zafizeni a hlavni zkouSejici na bezpecném miste,
které je specialné urceno k ukladani divérnych
informaci. V piipadé, ze existuji n¢jaké pravni
divody k tomu, aby divérné informace byly
zvetejnény, zdravotnické zafizeni nebo hlavni
zkousejici  budou pied zvefejnénim bez
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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.

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.

zbyte¢ného odkladu zadavatele nebo CRO
pisemn¢ informovat, a takovou davérnou
informaci zvefejni pouze v nezbytné a
pozadované mife.

2. Jméno, obchodni znacka, logo, symbol nebo
jiny obrazek zadavatele ¢i CRO nesmi byt
pouzivany bez ptfedchoziho pisemného souhlasu
zadavatele ¢i CRO. Bez pfedchoziho pisemného
souhlasu zadavatele nesmi byt provedena zadna
tiskova zprava, ozndmeni ani jakékoli sdélovani
informaci tykajicich se Studie Zadné tfeti stran¢.

3. V ptipadé, 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.

X.  Vlastnictvi vysledki studie; vynailezy;
zverejnéni vysledkii

1. Vysledky, tdaje a informace ziskané b&hem
provadéni Studie (véetné 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 vytvorené
nebo prevedené do praxe b&hem plnéni této
smlouvy (dale jen ,,vynalezy*) budou a ztstanou
majetkem zadavatele. Zdravotnické zatizeni a
hlavni zkousejici budou plIné spolupracovat se
zadavatelem (na naklady zadavatele) pfi
ziskavani veskeré patentové ochrany, ktera muaze
byt k dispozici v souvislosti s témito vynalezy, a
vytvoii  vsechny  dokumenty  piiméreng
povazované za nezbytné pro zadavatele k ucelu
ziskani takové patentové ochrany.

3. Zadavatel ma pravo zverejnit vysledky Studie
a podil na Studii ze strany zdravotnického
zarizeni a hlavniho zkousejiciho uvede podle
obvyklych védeckych postupt.
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4. The principal Investigator will disclose to

SPONSOR and/or CRO, in writing, any
discovery or invention; whether or not
patentable, resulting from or reduced to

practice in the conduct of the Study. All rights,
title and interest in and to any such invention
by the Institution or the principal Investigator
and/or his/her staff that result from the Study
shall be owned by the SPONSOR. The
principal Investigator shall cooperate with
SPONSOR; at SPONSOR’s expense, to
execute any documents and shall cooperate as
required to enable SPONSOR to protect its
proprietary rights in and to any invention.

4. Hlavni zkouSejici pisemné odhali zadaveli
a/nebo CRO, jakykoliv objev ¢i vyndlez;
patentovatelny ¢i ne, vyplyvajici z provadéni
Studie. VsSechna prava, tituly a zdjmy
k jakémukoli vynalezu zdravotnického zatizeni
¢i  hlavniho zkousejiciho a/nebo jeho/jejiho
personalu, které pochazeji z provadéni Studie
budou patiit zadavateli. Hlavni zkousejici bude
spolupracovat se zadavatelem; na naklady
zadavatele  vydd  dokumenty a  bude
spolupracovat dle pozadavkd, aby bylo
zadavateli umoznéno chranit sva vlastnicka prava
k jakémukoli vynalezu.

XI. Settlement of disputes

Should any disputes arise in relation to this
Agreement, the Parties agreed 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.

XI. ReSeni sporii

V ptipadé¢ jakychkoli sporti v souvislosti s touto
smlouvou se smluvni strany dohodly, Zze takové
spory budou fesit smirnou cestou. Pokud strany
nedosdhnou dohody do 30 (tficeti) dnil poté, co
jedna ze stran oznami spor druhé strané, bude
spor postoupen prislusnému c¢eskému soudu.

XI11.Debarment

1. The Institution certifies that it is licensed,
registered, or otherwise qualified and suitable
under local law, regulations, 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, without delay, notify CRO in writing in
the event that Institution 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

XIl. Zakaz ¢innosti

1. Zdravotnické zatizeni prohlasuje, Ze je
drzitelem opravnéni, je registrovano ¢i jinak
kvalifikovano a zplisobilé podle mistniho prava,
nafizeni, administrativnich poZadavka provadét
Studii i Cinnosti, které se Studii souviseji.
Zdravotnické zafizeni rovnéz stvrzuje, Ze
neexistuji Zadné platna nafizeni ¢i jiné zavazky,
které by mu branily v provadéni Studie a v
uzavieni této smlouvy, a Ze mu neni podle
platnych mistnich i mezinarodnich pravnich
pfedpisti zakazana cCinnost (mimo jiné vcetné
jakéhokoliv zdkazu cinnosti v souvislosti s
vyvojem 1éCiv). Zdravotnické zafizeni bez
zbytecného prodleni pisemné vyrozumi CRO v
pfipadé, Ze byla zdravotnickému zatizeni nebo
kterémukoliv z jeho ufednikid, fediteld nebo
zamestnanct, kteti poskytuji sluzby v souvislosti
se Studii, podle platnych mistnich nebo
mezinarodnich  pravnich pfedpisi zakazana
¢innost, a zdravotnické =zafizeni nebude Vv
souvislosti se sluzbami poskytovanymi podle této
smlouvy v 7idném piipadé vyuzivat sluzeb
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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, 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 of medicines). The Principal
Investigator shall notify CRO in writing
without delay in the event he/she or any of
his/her 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.

jakékoliv osoby, jiz byla cinnost zakazana. V
piipadé, Ze zdravotnické zatizeni jakkoliv porusi
své zavazky podle predchazejici véty, CRO ma
pravo ukoncit smlouvu z divodu zavazného
poruseni.

2. Hlavni zkousSejici stvrzuje, ze je drzitelem
opravnéni, je registrovan ¢i jinak kvalifikovéan a
zpusobily podle mistniho prava, nafizeni,
administrativnich pozadavku provadét Studii i
¢innosti, které se Studii souviseji. Hlavni
zkousejici rovnéz stvrzuje, Ze neexistuji zadna
platnd nafizeni ¢i jiné zavazky, které by mu/ji
branily v provadéni Studie a v uzavieni této
smlouvy, a ze mu neni podle platnych mistnich i
mezinarodnich  pravnich piredpisi zakazana
¢innost (mimo jiné vcetné jakéhokoliv zdkazu
¢innosti v souvislosti s vyvojem 1é¢iv). Hlavni
zkousejici CRO bez zbytecného prodleni
pisemné vyrozumi v piipadé, Ze byla jemu
samotnému nebo kterémukoliv z jeho zastupct
nebo smluvnich partnerti, ktefi poskytuji sluzby v
souvislosti se Studii, podle platnych mistnich
nebo mezinarodnich pravnich ptedpist zakazana
¢innost, a hlavni zkousSejici nebude v souvislosti
se sluZzbami poskytovanymi podle této smlouvy v
zadném ptipad¢€ vyuzivat sluzeb jakékoliv osoby,
jiz byla Cinnost zakazana. V pfipadé€, ze hlavni
zkousejici jakkoliv porusi své zavazky podle
pfedchazejici véty, CRO ma pravo ukoncit
smlouvu z diivodu zdvazného poruseni.

XII1. Anti-bribery provisions

Institution and principal investigator hereby
warrant, represent and undertake 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

XI11. Opatieni proti uplatkaistvi

Zdravotnické zarizeni a hlavni zkousejici se
timto zarucuji, uvadi a zavazuji se, ze:

(@) Zdravotnické zatizeni a hlavni zkousejici
budou splhovat pozadavky vsech platnych
pravnich ptedpisi proti korupci, a to jak
vnitrostatnich, tak zahrani¢nich;

(b) Zdravotnické zarizeni a hlavni zkousejici
necinili, nenabizeli, neslibovali, nebudou nabizet,
¢init ¢i slibovat jakoukoli platbu nebo prevod
polozky/polozek s n&jakou hodnotou (piimo
nebo nepiimo) na jakéhokoliv jednotlivce,
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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
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

spolec¢nost, sdruzeni, partnerstvi nebo verejny
subjekt (vcetng, ale bez omezeni, jakéhokoliv
zamestnance ¢ 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
finanéni nebo jinou vyhodou) pro CRO
/zadavatele nebo jejich pridruzené subjekty tim,
7e nespravné vykona funkci veiejného charakteru
nebo obchodni ¢innosti s cilem nebo ucinkem
verejného nebo obchodniho uplatkarstvi, prijeti
nebo souhlasu s vydiranim, tplatky nebo jinymi
protipravnimi  ¢i  nevhodnymi prostredky k
ziskani nebo udrzeni podnikani.

S ohledem na vyse uvedené musi byt hodnotova
polozka interpretovana Siroce a muze zahrnovat,
kromée 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;
pievzeti nebo odpusténi zadluzeni; nehmotné
vyhody, jako jsou napiiklad zvysena socialni
nebo obchodni  postaveni  (napt. dary
poskytované charitam, které jsou oblibenci
jistych  statnich  arednikd/politikt);  a/nebo
vyhody pro tieti osoby piibuzné se statnimi
uredniky (napi. blizké ¢leny rodiny).

Statnim urednikem se rozumi jakykoli trednik
nebo zaméstnanec vlady nebo jakéhokoli
ministerstva, odd¢leni, agentury nebo organu;
kazda osoba jednajici v tufednim postaveni
jménem vlady nebo jakéhokoli ministerstva,
oddéleni, agentury nebo organu; kazdy urednik
nebo zaméstnanec spolecnosti nebo podniku
vlastnéného v celém rozsahu nebo jeho casti
statem; kazdy urednik nebo zaméstnanec verejné
mezinarodni organizace, jako jsou Svétova banka
nebo Organizace spojenych narodt; kazdy
urednik nebo zaméstnanec politické strany nebo
jakakoli osoba jednajici uredné jménem politické
strany; a/nebo kazdy kandidat na politickou
funkci; jakykoliv Iékar, lékarnik nebo jiny
zdravotnicky odbornik, ktery pracuje pro
nemocnic¢ni, lékarenské nebo jiné zdravotnické
zarizeni, které je vlastnéno ¢i provozovano
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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.

statnim organem, ministerstvem nebo oddélenim.

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

Zdravotnické zatizeni se zavazuje, ze poskytne
jakoukoli ptimérenou pomoc podle pozadavku
CRO a/nebo zadavatele, tak aby CRO ¢i
zadavatel mohli provadét veskerou ¢innost nebo
¢innosti  pozadované jakymkoli prislusnym
organem pro uc¢ely 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 1 hereto. The
Institution takes into account and agrees that
Sponsor/CRO executes separate agreement
with principal Investigator in which the
remuneration for principal Investigator and
study personnel shall be stated.

2. The payment of all undisputed invoices shall
be made to the account of the Institution,
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 principal Investigator
with regard to the completed portion of the
Study. Institution and/or the principal
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.

XI1V. Nahrada

1. Zadavatel uhradi  ndklady  vzniklé
zdravotnickému zafizeni v souvislosti se Studii,
véetné kazdého subjektu hodnoceni ve Studii, v
souladu s pfilozenou pfilohou ¢. 1. Zdravotnické
zafizeni bere na védomi a souhlasi, ze
zadavatel/CRO wuzavie s hlavnim zkouSejicim
samostatnou dohodu, ve které bude upravena
odména hlavniho zkouSejiciho a studijniho
personalu.

2. Zaplaceni vSech nespornych faktur bude
provedeno na ucet zdravotnického zatizeni, ktery
je uvedeny na strané 1. V ptipad¢ odstoupeni od
smlouvy nebo jejiho ukonceni pfed uplynutim
predpokladané doby realizace studie zadavatel
souhlasi s tim, Ze uhradi nédklady na praci
vykonanou do data wukonceni a veSkeré
neodvolatelné zdvazky zdravotnického zafizeni
a/nebo  hlavniho zkousSejiciho  spojené s
dokoncenou casti Studie. Zdravotnické zafizeni
a/nebo hlavni zkousejici oznami CRO a/nebo
zadavateli jakékoli vzniké nezrusitelné zavazky,
kter¢ se mohou objevit, aby mohli pozadovat
jejich thradu.

3. Celkova platba bude vypoctena za kazdého
jednoho dokonceného pacienta, ktery splnil
vSechny pozadavky protokolu a vSechny
navstévy.
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4. The Parties agree that budget agreed
herewith includes the remuneration to be paid
for the Institution’ services directly to the
Institution.

4. Strany se dohodly, Ze zde dohodnuty rozpocet
zahrnuje odménu, ktera bude vyplacena piimo
Zdravotnickému zafizeni za jeho ¢innost.

XV.Personal data protection

1. When processing personal data because
of obligations settled in Protocol, or somehow
resulting from this Agreement the Sponsor
(acting as data controller per Art. 4 of General
Data Protection Regulation (EU) 2016/679
(“GDPR”)) will determine purposes and means
of such personal data processing. Principal
Investigator processes such data in a way
which is specified by Protocol, this Agreement
or whichever documented instruction given by
Sponsor.  Principal Investigator maintains
written forms about processing all personal
data, as required by Art. 30 of GDPR. The
principal Investigator shall provide these forms
to the CRO and Sponsor without delay when
requested. Principal Investigator also agrees
that CRO and Sponsor may transfer the data to
the data processor - third party (if relevant)

and appropriate state and regulatory
institutions.
Sponsor, as data controller, will provide

principal Investigator and study personnel with
requested information about processing the
data by Sponsor to act to principal Investigator
and study personnel within requirements for
providing  information  resulting  from
appropriate legal regulation for personal data
protection and to provide the consent for
processing of personal data, which are to be
published.

Consent form with usage of Study subject’s
personal data will be prepared and delivered to
the principal Investigator by Sponsor/CRO.

Parties agreed that Sponsor and Institution will
act as independent data controllers, each one
of them processing the data, within their
responsibilities and protecting processed
personal data.

XV. Ochrana osobnich udaji

1. Pfi zpracovani osobnich udaji pro ucely
plnéni povinnosti dle protokolu nebo jinak
vyplyvajici ztéto smlouvy stanovi zadavatel,
ktery jedna jako spravce udajii ve smyslu ¢l. 4
obecného natizeni o ochrané osobnich udaji (EU)
2016/679 (,,GDPR®), ucely a prosttedky takového
zpracovani osobnich tudaji. Hlavni zkousejici
zpracovava tyto osobni udaje tak, jak je upraveno
protokolem, touto smlouvou nebo jakoukoli jinou
zdokumentovanou instrukei od zadavatele. Hlavni
zkousejici vede pisemné zdznamy o zpracovani
veSkerych osobnich udaj, jak vyZaduje ¢l. 30
GDPR. Na pozadani hlavni zkousSejici tyto
pisemné zaznamy bez zbytecného prodleni
predlozi CRO a zadavateli asouhlasi s tim, Ze
CRO azadavatel je mize piedlozit zpracovateli
udaji  — tfeti strané (je-li to relevantni)
a pfislusnym statnim a regulatornim organtim.

Zadavatel jakoZto pfislusny spravce udaja,
poskytne hlavnimu zkouSejicimu a studijnimu
persondlu pozadované informace o zpracovani
udajii zadavatelem, aby zadavatel ve vztahu ke
hlavnimu zkouSejicimu a studijnimu persondlu
jednal v souladu s pozadavky ohledné poskytnuti
informaci vyplyvajici z pfisluSnych pravnich
predpisi na ochranu osobnich udaji a byl
poskytnut souhlas se zpracovanim osobnich udaj,
které¢ maji byt publikovany.

Formulaf souhlasu s pouzitim osobnich udaji
subjektl studie bude ptipraven a dodén hlavnimu
zkous$ejicimu zadavatelem/CRO.

Smluvni strany se dohodly, Ze zadavatel
a zdravotnické zafizeni budou jednat jako
nezavisli spravei udaju, které bude kazdy z nich
zpracovavat, sodkazem na jejich konkrétni
kompetence a pfi zajisténi ochrany
zpracovavanych osobnich udaji.

a/nebo  zdravotnické

2. Hlavni zkousejici
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Principal Investigator and/or Institution
will inform CRO or Sponsor, without
delay, in case, that principal Investigator
or Institution breaks the conditions and/or
obligations stated in this Article or when
they find out.

CRO, Sponsor and Institution will follow
complex program for safety and protection
of personal data, which is settled to ensure
personal data are being processed only

within  conditions  stated in  this
Agreeement, including appointment of
personal data protection trustee, as

required by appropriate legal regulations.
CRO, Sponsor and Institution agrees that
Institution is the one best equipped to
respond to subject’s requests for access,
edition, hand over, blocking or deletion of
personal data. The Institution takes into
account that the possibilities of edition,
blocking or deletion of personal data may
be limited to ensure the integrity of the
results of the Study, in accordance with
appropriate legal regulations.

Assessment of impact on personal data
protection. Institution will cooperate with
CRO and Sponsor and provide them with
its assistance when assessing of impact on
personal data protection and/or previous
discussions with state institutions, which
may be necessary when processing data in
accordance with this Agreement.

Safety breaches. Institution and principal
Investigator commit to inform
CRO/Sponsor, without delay, when
suspicion of safety breach appears and to
comply with reasonable requirements of
CRO and Sponsor to provide information
about such suspicion in a way required to
determine announcing obligations (per
local legislation) and to be able to comply
with them.

Study personnel data. CRO and/or
Sponsor may collect principal Investigator
and study personnel data with their
consent, mainly names, titles, business
contacts (hereinafter referred to as “Study
personnel data) and may provide the data
to their business partners and suppliers of

zafizeni bez zbytec¢ného prodleni vyrozumi CRO
a zadavatele v pripadé, Ze hlavni zkousSejici a/nebo
zdravotnické zafizeni porusi podminky a/nebo
povinnosti stanovené v tomto ¢lanku nebo Ze se
0 takovém poruseni dozvedi.

3. CRO, zadavatel i zdravotnické zafizeni
budou realizovat komplexni program ochrany
a bezpecnosti osobnich udajii, ktery je nastaven
tak, aby bylo zajiSténo, Zze osobni udaje budou
zpracovavany vyhradné v souladu s podminkami
této smlouvy, vcetné jmenovani povérence pro
ochranu osobnich udajt, jak to vyzaduji ptislusné
pravni predpisy.

4. CRO, =zadavatel a zdravotnické zafizeni
souhlasi s tim, Ze zdravotnické zafizeni je z nich
nejlépe vybaveno k tomu, aby vyfizovalo Zadosti
subjekti udaji o pristup, opravu, piedani,
zablokovani nebo vymazdni osobnich udaja.
Zdravotnické zafizeni bere na védomi, Ze
k zachovani integrity vysledk Studie mize dojit
k omezeni moznosti opravy, zablokovani nebo
vymazani osobnich tdaji v souladu s pfislusnymi
pravnimi predpisy.

5. Posouzeni Vvlivu na ochranu osobnich
udajui. Zdravotnické zafizeni bude spolupracovat
s CRO a zadavatelem a poskytne jim soudinnost
pfi jakémkoliv posuzovdni vlivu na ochranu
osobnich udajli a/nebo predchozich konzultacich
se statnimi organy, které mohou byt nutné ve
vztahu ke zpracovani udajii podle této smlouvy.

6. Ptipady naruSeni bezpecnosti.
Zdravotnické =zafizeni a hlavni zkouSejici se
zavazuji informovat CRO azadavatele bez
zbytecného prodleni od vzniku podezieni na
pfipad naruSeni bezpecnosti a vyhovét divodnym
zadostem CRO  azadavatele o poskytnuti
informaci o takovém podezieni na piipad naruSeni
bezpecnosti tak, jak to bude zapottebi, aby CRO
a zadavatel mohli urcit, jaké ma podle ptislusnych
pravnich piedpisti oznamovaci povinnosti, a aby
tyto povinnosti mohl splnit.

7. Udaje o studijnim personalu. CRO a/nebo
zadavatel mohou shromazd’ovat osobni tudaje
0 hlavnim  zkouSejicim a studijnim personélu
s jejich souhlasem, zejména informace o jménech,
funkcich a pracovnich kontaktech (dale jen ,,adaje
0 studijnim persondlu ), amohou tyto tudaje
poskytnout obchodnim partnerim a dodavateltiim
CRO a/nebo zadavatele, ktefi s nimi spolupracuji
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CRO and/or Sponsor, which cooperate
with them in regards of the Study, to
follow Study aims and other business
activities of CRO/Sponsor.

Study personnel data may be combined
with data coming from other sources of
CRO/Sponsor and evaluated for business
decisions, including decision regarding
future research to comply with Sponsor’s
legal aim to improve performance of
clincal trials. Principal Investigator and/or
study personnel whose data are processed
specifically for this reason may raise an
objection against such processing via
email to the address: privacy@comac-
medical.com

Sponsor may keep or processs study Study
personnel data in different countries, in
the Sponsor’s or CRO’s facilities or
facilities connected for the time period of
business needs or Sponsor’s legal
commitments assuming that Sponsor will
ensure, in accordance with legal
requirements, adequate level of Study
personnel data protection, which are
supposed to be transferred to the countries
out of EU, which do not provide adequate
level of personal data protection,
according to European Commission.
Sponsor will process and keep the Study
personnel data collected for reasons stated
above only for the time period necessarily
needed, for the time period of duration of
this reasons at maximum,

Principal Investigator and Study personnel
will have access to their data collected by
Sponsor and may let their data be
corrected, if these are not exact.

Principal Investigator and Study personnel
have right to request limitation in
processing of their data and their deletion,
in specific conditions, and also have right
to determine portability of these data.
Complain about processing of Study
personnel data may be submitted to the
Office of Personal Data Protection of
Czech Republic.

Principal Investigator consents with
obtaining the Study personnel

na zalezitostech tykajicich se Studie, ato pro
dosazeni cili Studie adalsi obchodni aktivity
CRO a/nebo zadavatele.

Za ucelem uspokojeni opravnéného zajmu
zadavatele na zlepSovani provadéni vyzkumnych
studii mohou byt udaje o studijnim personalu
rovnéz kombinovany s udaji z jinych zdroji CRO

a zadavatele  avyhodnocovany  pro  ucely
obchodnich  rozhodnuti, vcéetn¢ rozhodnuti
tykajicich se budouciho vyzkumu. Hlavni

Zkousejici a/nebo studijni personal, jejichz udaje
0 studijnim personalu jsou zpracovavany za timto
specifickym ucelem, mohou proti takovému
zpracovani uplatnit vic¢i zadavateli ndmitky na e-
mailové adrese privacy@comac-medical.com
Zadavatel mize uchovavat nebo zpracovavat
udaje o studijnim personalu v jinych zemich, a to
v zatizenich CRO nebo zadavatele nebo
zafizenich s ni propojenych po dobu existence
obchodnich potfeb nebo pravnich zéavazka
zadavatele, ato za piedpokladu, Ze zadavatel
v souladu s pravnimi piedpisy zajisti adekvatni
urovenn ochrany udaju studijniho personalu, které
maji byt predany do zemi mimo EU, které podle
Evropské komise neposkytuji adekvétni troven
ochrany osobnich udajii. Zadavatel bude udaje
personalu studie shromazdéné za vyse uvedenymi
ucely zpracovavat auchovavat pouze po dobu
nezbytné nutnou, nejdéle po dobu trvani téchto
uceld.

Hlavni zkouSejici a studijni personal budou mit
ptistup ke svym udajim, které byly shromazdény
zadavatelem, a mohou nechat provést opravy ve
svych udajich, pokud jsou v nich nepiesnosti.

Za urcitych okolnosti maji hlavni zkouSejici
astudijni personal pravo pozadovat omezeni
zpracovani téchto svych udaji ajejich vymaz,
a maji také pravo na urceni pienositelnosti téchto
svych udajii. Stiznost proti zpracovani udaji
studijniho personalu zadavatelem mize byt
podana k Ufadu pro ochranu osobnich udaji
Ceské republiky.

Hlavni zkouSejici souhlasi stim, ze ziskd od
studijniho persondlu souhlas/splni vi¢i nim
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consent/complying  with  information
obligation in accordance with legal
regulations regarding to collection,
transfer and processing of data by Sponsor
for the reasons specified within this part.
Principal Investigator or Study personnel
may approach the Sponsor with their
questions regarding to collection or usage
of Study personnel data by Sponsor.
Sponsor will comply with all applicable
laws and regulations regarding to the
usage of personal data of Study personnel
by Sponsor.

informacni povinnost dle pfislusnych pravnich
predpisi  ohledn¢ shromdzdéni,  pfenosu
a zpracovani udajii zadavatelem pro ucely popsané
V této Casti.

Hlavni zkousejici nebo studijni personal se mohou
obratit na  zadavatele s dotazy ohledné
shromazd’ovani ¢i vyuzivani udaji o studijnim
personalu zadavatelem. Zadavatel bude dodrzovat
veskeré pfislusné zakony a predpisy ohledné
uzivani osobnich udaji o studijnim personalu ze
strany zadavatele.

XVI. 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
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 for 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

XVI. Dokonéeni studie

1. Studie se povazuje za dokoncenou, jakmile je
ptislusnému organu predloZzeno oznameni o
jejim ukonceni.

2. Kazdd smluvni strana je opravnéna tuto
smlouvu vypovédet po doruceni oznameni druhé
stran¢ za predpokladu, ze plati nékterd z nize
uvedenych podminek:

a/ Kterakoliv ze smluvnich stran jedna v rozporu
s nékterymi ustanovenimi této smlouvy a
neodstrani nesrovnalosti do tficeti (30) dnl po
obdrZeni pisemné zadosti o odstranéni.

b/ Kterakoliv ze smluvnich stran uzavie dohodu
se svymi véfiteli, Jmenuje spravce nebo piijemce,
¢1 podéa navrh na konkurz.

¢/ Kterdkoliv ze smluvnich stran pfestava byt
opravnéna vykonavat své ¢innosti v dané oblasti.

d/ Riziko pro subjekty hodnoceni se vyznamné
zvysuje.

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

3. Ve vsech ostatnich pripadech mtze byt tato
smlouva ukonfena dohodou mezi obéma
smluvnimi stranami. CRO miize tuto smlouvu
vypovedét prostfednictvim ozndmeni bez udani
divodu, ptficemz vypovedni lhita je tiicet (30)
dnli ode dne nasledujictho po dni doruceni
vypoveédi druhé smluvni strané, pokud jsou
chranény zdravi a  bezpecnost subjektii
hodnoceni. CRO miize tuto smlouvu vypovedét s
okamzitou platnosti v pfipadé, ze zadavatel
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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 hand over
this Agreement to an affiliated company or to
the SPONSOR. CRO is obliged to inform the
Institution and principal Investigator about
such hand over without delay.

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.

Studii ukongéi.

4.V ptipadé vyprSeni nebo ukonceni této
smlouvy jsou zdravotnické zafizeni a hlavni
zkousejici povinni:

a/ okamzité preruSit nabor subjektli hodnoceni
pro Studii a (z lékafského hlediska v mozné
mife) prerusit piedepisovani studijniho lé¢iva a
provadéni postuptl tykajicich se Studie, které se
dotykaji subjektti hodnoceni;

b/ bezodkladné¢ poskytnout zadavateli veskeré
materidly a dokumenty tykajici se provadéni
Studie, vysledky, data a informace ziskané pfi
provadéni Studie ke dni ukonceni této smlouvy,
které jsou umistény v prostorach zdravotnického
zafizeni za u¢elem pievedeni na zadavatele;

5. Zdravotnické zarizeni nemuze bez
piedchoziho pisemného souhlasu CRO udélovat
ani  subdodavat plnéni  svych  zavazki
vyplyvajicich  z této  smlouvy. Pokud
zdravotnické zatizeni uzavie subdodavatelskou
smlouvu, bude odpovédna za jednani a
opomenuti svych subdodavateli, jako by byla jeji
vlastni. CRO muze tuto smlouvu postoupit na
pridruzenou spolec¢nost nebo zadavatele. CRO je
povinna o takovém postoupeni bez odkladu
informovat zdravotnické zafizeni a hlavniho
zkousejiciho.

6. Ustanoveni této smlouvy, ktera se tykaji
davérnosti, prav dusevniho vlastnictvi, platnych
zakoni a jurisdikce, a dalsich podobnych
podminek, které ze své podstaty smluvné
pretrvavaji, nejsou ukonéenim smlouvy ani
uplynutim doby jejiho trvani dotéena.

XVII. Closing provisions

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

2. This Agreement is made out in three
counterparts, each one intended for each party,

XVIIl. Zavérefna ustanoveni

1. Pravni vztahy, které nejsou vyslovné urceny
touto smlouvou, podléhaji pravnim predpisim
Ceské republiky.

2. Tato smlouva je vyhotovena ve tiech
stejnopisech, pro kazdou smluvni stranu jeden, z
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each one considered as original. This | nichz kazdy je povazovan za original. Tato
Agreement is made out in English and Czech | smlouva je vyhotovena v anglickém a Ceském
language. In case of any discrepancies, the | jazykovém znéni. V piipadé nesrovnalosti je
Czech version shall prevail. If the qualified | rozhodujici ¢eska verze. Pokud je podle platnych
electronic signature is acceptable wihin valid | pravnich  pfedpist a nafizeni pfipustny
legal regulations and all parties agrees to use | kvalifikovany elektronicky podpis a vSechny
it, all parties accept and confirm qualified | smluvni strany budou s jeho pouzitim souhlasit,
electronic signature as legally binding | smluvni strany timto piijimaji a potvrzuji
equivalent of handwritten signature. kvalifikovany elektronicky podpis jako pravné
zavazny ekvivalent vlastnoru¢niho podpisu.

3. This Agreement shall be interpreted and | 3. Tato smlouva se vyklada a fidi pravnimi
governed by the legislation of Czech Republic. | pfedpisy Ceské republiky.

4. The Agreement may be amended or|4. Smlouva muze byt zménéna nebo upravena
modified in writing based on the written | pisemné na zakladé¢ pisemného souhlasu vSech
agreement of all contracting parties. smluvnich stran.

5. Nothing shall be construed as creating a | 5. Nic se nesmi vykladat tak, ze mezi smluvnimi
partnership, contract of employment or | stranami vytvafi partnerstvi, pracovni smlouvu
relationship of principal and agent between the | nebo vztah typu zastupovana strana a
Parties. zprostiedkovatel.

6. Neither Party shall be liable to the other | 6. Zadna smluvni strana nenese odpovédnost
Party or shall be in delay with its obligations | vii¢i druhé smluvni strané, ani nenese
hereunder if such delay is the result of war, | odpovédnost za prodleni s plnénim svych
hostile action, revolution, civil commotion, | zavazki podle této smlouvy, pokud je takovéto
government precautions, strike, epidemic, | prodleni dusledkem valky, neptatelskych akei,
accident, fire, wind, flood or because of any | revoluce, obc¢anskych nepokoji, vladnich
act of God or other cause beyond the | opatfeni, stavky, epidemie, nehody, pozaru,
reasonable control of the Party affected. The | vétru, zaplavy nebo jakékoliv vys$i moci nebo
Party affected by such circumstances shall | jiné pfi¢iny mimo rozumnou kontrolu dotéené
promptly notify the other Party in writing | Strany.  Strana dotéena témito okolnostmi
when such circumstances cause a delay or | pisemné neprodlené oznami druhé strané, kdy
failure in performance (“a Delay”) and where | tyto okolnosti zpisobi zpoZdéni nebo selhani
they cease to do so. In the event of a Delay | vykonu (,,zpozdéni®) a kde piestanou tak Cinit.
lasting for 12 weeks or more the non-affected | V pripadé zpozdéni trvajiciho déle nez 12 tydnu
Party shall have the right to terminate this | bude mit strana, ktera neni postizena, pravo tuto
Agreement immediately by notice in writing to | smlouvu  okamzit¢  vypovédét pisemnym
the other Party. ozndmenim druhé smluvni stran€.

In witness of their consent to the wording | Na zakladé¢ svého souhlasu se znénim této
hereof, the contracting Parties append their | smlouvy strany ptipojuji svtj podpis.
respective signatures hereto.
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Sponsor represented by CRO/
Zadavatel zastoupen CRO
CRO/ CRO

Signature/Podpis

Printed Name/Nazev (hilkovym pismem)

Title/Titul

Date/Datum

Institution / Zdravotnické zarizeni

Signature/Podpis

MUDr. Jan Votava, MBA
Printed Name/Nazev (hilkovym pismem)

Director/ feditel

Investigator / Zkousejici

Signature/Podpis

Prof. MUDr. Petr Arenberger, DrSc, MBA
Printed Name/Nazev (hilkovym pismem)

Title/Titul

Date/Datum

Title/Titul

Date/Datum
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Attachment 1
Payment terms and Budget intended for
Institution

INSTITUTION: Fakultni nemocnice Kralovské
Vinohrady

Payment will be prorated as follows:
Per Completed Subject Grant Amount: The
maximum amount of

will be paid to
the Institution 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 relevant documents, the
Study documentation is complete and
evaluable, can be verified from the subject
medical files and is submitted to
SPONSOR/CRO 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 will only be paid for visits that the
subject completed.

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

Payments under this Agreement will be made
on three months basis within 45 (forty-five)

Priloha 1
Platebni podminky a rozpocet
zdravotnického zarizeni

ZDRAVOTNICKE ZARIZENI: Fakultni
nemocnice Kralovské Vinohrady

Platba bude rozdélena nasledovné:

Vyse  platby za  ukonCeny  subjekt:

zdravotnickému zafizeni bude vyplacena &astka
maximalni vyse
za  ukonceny

subjekt (ktery dokonéi vsSechny procedury
Studie).

Tato uhrada bude provedena pouze za
zpusobilé  subjekty, které splni veskeré
pozadavky Studie a nenaplni dle prokotolu
zadna kritéria pro vylouceni, a to za podminky,
ze Studie prob&hne v souladu s protokolem a
vsemi dal$imi relevantnimi dokumenty, ze
dokumentace Studie bude ucelena, vhodna k
vyhodnoceni, bude mozné ji ovéfit v
Iékafskych  zdznamech subjektu a bude
poskytnuta zadavateli/CRO ve stanovenych
terminech.

Platby budou vypocitany podle poctu pacientl
a uskute¢nénych navstév a budou se zakladat
na vyplnéném CRF.

Pomérné castky pro subjekty, které prerusily
ucast ve Studii pfed dokonéenim Studie, v
souladu s planem navstév dle protokolu budou
proplaceny dle ptilozeného rozpoctu Studie.

Pokud subjekt navstévy prerusi a nevykona
vSechny navstévy Studii ptfedepsané, obdrzi
zdravotnické  zafizeni pouze platby za
navstévy, které subjekt uskutec¢nil.

Pokud se zjisti jakékoliv poruSeni kritérii pro
zarazeni/vyfazeni ze Studie podle protokolu,
zadavatel zadnou tihradu neprovede.

Platby podle této smlouvy budou provadény za
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days after receipt of a valid invoice. All the
payments will be done in EUR. The
remuneration is to be declared for tax
assessment by the payee in accordance with
valid legal regulations. The related VAT
(Value Added Tax) is not included in the above
amounts. Payment will be processed based on
invoice issued by Institution on the rebound of
each finished three months period per schedule
based on visits performed, created by
Sponsor/CRO and approved by principal
Investigator. Schedule will be send by
Sponsor/CRO  to the email address
klinickehodnoceni@fnkv. The VAT will be
added to the payment per local legislation.

Invoicing address:

Comac Medical Ltd.

131, Odrin St., apt.22, 1303 Sofia, Bulgaria
Email address for invoicing:
reporting@comac-medical.com

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 [ GzczNG
() tax

payments not included.

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 wuse of the facilities and
equipment, staff costs, administrative costs,
overhead, third party costs, taxes, etc.

The Institute is aware and agrees that
Sponsor/CRO will execute separate agreement
with  Principal Investigator, where the
remuneration for principal Investigator and
Study personnel is estimated.

The Institution has been made aware that this
is a multicentre Study and therefore a
competitive recruitment situation shall apply.
Should the total number of subjects enrolled in

kazdé tfi mésice. VSechny platby budou
provedeny do 45 (Ctyficetipéti) dnt od
obdrzeni platné faktury. Pfijatou platbu je
povinen danit ptijemce odmény dle platnych
pravnich ptedpisti. VSechny platby budou
provedeny v EUR. Vyse uvedené Castky
nezahrnuji DPH.

Platba bude provadéna na zakladé¢ fakturace
zdravotnickym zafizenim zpétné za kazdé
skonéené tii mésice dle kalkulace podle
uskuteénénych navstév, vytvorené
zadavatelem/ CRO a odsouhlasené hlavnim
zkousejicim. Kalkulace bude zadavatelem/
CRO zaslana na e-mailovou adresu
klinickehodnoceni@fnkv.cz. K platb¢ bude
ptipoctena DPH v zdkonem stanovené vysi.

Faktura¢ni adresa:

Comac Medical Ltd.

131, Odrin St., apt.22, 1303 Sofia, Bulgaria
Email pro zasilani faktur:
reporting@comac-medical.com

Pokud se strany vyslovné pisemné nedohodnou
jinak, celkova ¢astka za subjekt, ktery splnil

veSkeré pozadavky protokolu a vykonal
vSechny navstévy, nepresahne
( ), bez DPH.

Celkovy soucet vSech castek piedstavuje celou
uhradu podle této smlouvy a zahrnuje bez
omezeni, veskerou ocekavanou praci a péci,
provedeni v§ech pozadovanych vySetieni, uziti
zafizeni a vybaveni, naklady na administrativu,
rezijni naklady, naklady tietich stran, dané atd.

Zdravotnické zafizeni bere na védomi a
souhlasi, ze zadavatel/CRO uzavie s hlavnim
zkousSejicim samostatnou dohodu, ve které
bude upravena odmeéna hlavniho zkousejiciho a
studijniho personalu.

Zdravotnické zarizeni bylo informovano, Ze se
Jedna o multicentrickou studii a tedy je
uplatinovan kompetitivni nabor. Jestlize bude
splneén celkovy pocet subjektii zarazenych do
Studie pred koncem faze zdrazovani, jak je
uvedeno v této smlouvé, CRO md jménem
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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.

zadavatele prdvo ukoncit dalsi nabor

Strany se timto dohodly, ze kompenzace dle
této smlouvy odpovidd spravedlivé trzni
hodnoté poskytnutych sluzeb a ze zddna cast
vyplacené odmény podle této smlouvy
nepiedstavuje ~ nepovolenou  platbu  za
doporuceni nebo protéZzovani obchodu nebo
objednavani polozek nebo sluzeb, ani ze platby
nevyvolavaji dojem nezakonného protézovani
obchodu.
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STUDY BUDGET for Institution/ROZPOCET zdravotnické za¥izeni
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