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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

For Protocol FEDR-MF-002

pro protokol FEDR-MF-002

This clinical trial agreement (hereinafter, the

“Agreement”) is by and between:

Tuto smlouvu o klinické studii (dale ,,smlouva’)

uzaviely tyto strany:

Impact Biomedicines, Inc. a wholly owned
Subsidiary of Celgene Corporation, having its
principal office at 86 Morris Avenue, Summit, NJ
07901, USA (hereinafter called ,,Sponsor®)
represented for the purposes of this Agreement by
Celgene International II Sarl, a limited liability
company organized under the laws of Switzerland
having its principal office at Rue du Pré-Jorat 14,2108
Couvet, Switzerland and represented for the purposes
of the signature of this Agreement by ICON Clinical
Research Limited, South County Businesspark,
Leopardstown, Dublin 18, Ireland, Tax ID No. IE

8201978R (hereinafter ,,the CRO*)

Impact Biomedicines, Inc., dcefinnd spolecnost
Celgene Corporation s hlavnim sidlem v 86 Morris
Avenue, Summit, NJ 07901, USA (dale jen
wzadavatel**) zastupovana pro ucely této smlouvy
spole¢nosti Celgene International II  Sarl,
spolecnosti s ru¢enim omezenym zaloZenou podle
Svycarskych pravnich pfedpist se sidlem v Rue du
Pré-Jorat 14, 2108 Couvet, Svycarsko (dale jen
adavatel**) a zastoupenou pro ucely podpisu této
smlouvy spolecnosti ICON Clinical Research
Limited, South County Businesspark, Leopardstown,
Dublin 18, Irsko, DIC: IE 8201978R (dale jen

L,CRO)

AND

Fakultni nemocnice Ostrava located at 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Czech Republic, ID
No: 00843989, TAX ID: CZ00843989, Deed of
Foundation by the Ministry of Health, Czech
Republic, dated 25 November 1990, ref. no.: OP-054-
25.11.90, represented by : _
- assistant director for science, research and

education. (hereinafter the “Institution”);

Fakultni sidlem 17.
listopadu 1790/5, 708 52 Ostrava-Poruba, Ceska
republika,  IC: 00843989, DIC: CZ00843989,
Z¥izovaci listina MZ CR ze dne 25. listopadu 1990

&.j. OP-054-25.11.90, zastoupena: ||| GTGczczNzNzG
_ naméstek feditele pro védu, vyzkum

avyuku (dale ,,zdravotnické zafizeni”);

nemocnice Ostrava, se

AND

I i business

address at Klinika hematoonkologie, Fakultni

nemocnice Ostrava, 17. listopadu 1790/5, 708 52

. < pracovistim

Klinika hematoonkologie, Fakultni nemocnice
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Ostrava-Poruba, Czech Republic, (hereinafter the

“Investigator”);

Ostrava, 17. listopadu 1790/5, 708 52 Ostrava-

Poruba, Ceska republika (dale ,,zkousejici™);

individually or collectively, as the case may be,

referred hereto as the “Party” or “Parties”.

jednotlivé nebo ptipadné spolecné dale ,,strana” nebo

SStrany”.

The Institution and the Investigator are hereinafter
called “Imstitution/Investigator” when it is intended

that they be referred to jointly.

Zdravotnické zatizeni a zkousSejici jsou dale spolecné
oznacovani jako ,,zdravotnické zaiizeni/zkouSejici’,
pokud z kontextu vyplyva, ze se odkazuje na oba

spolecné.

This Agreement is valid as of the last date of signature
below and becomes effective on the day of its
publication in accordance with Act No. 340/2015 Coll.
on Contract Registry (the *“ Effective Date”).

Tato smlouva vstupuje v platnost ke dni posledniho
podpisu niZe a v ucinnost dnem zvetejnéni dle zdkona
¢. 340/2015 Sb., o registru smluv (dale ,.datum

Ve

ucinnosti).

WHEREAS VZHLEDEM K TOMU, ZE

(a) The Sponsor conducts business in the | (a) zadavatel podnikda ve vyvoji léCivych
development of therapeutic products, compounds, and | pfipravkd, latek a cinidel;

reagents;

b) The Institution and the Investigator have | (b) zdravotnické zafizeni a zkouSejici maji

acquired expertise in the conduct of clinical trials, and
laboratory test evaluations; they have appropriate

facilities for the performance of those activities;

odborné znalosti v provadéni klinickych hodnoceni a

hodnoceni  laboratornich  testi a  disponuji

odpovidajicim vybavenim pro vykon téchto ¢innosti;

(©)

studies in the areas of pharmaceutical and biological

Sponsor has the intention to conduct clinical

research in the interest of the Sponsor;

zadavatel

(c)

hodnoceni v

ma zamér provadét klinicka
oblastech  farmaceutického a

biologického vyzkumu v zdjmu zadavatele;

(d) The Investigator is an employee of the | (d) zkousejici je zaméstnancem zdravotnického
Institution or practices medicine in the context of the | zafizeni nebo provozuje lékaiskou praxi v jeho ramci;
Institution;

(e) Sponsor requested the Institution and the | (e) zadavatel  zdravotnické  zafizeni a

Investigator to conduct a phase 3 clinical trial “A
Phase 3, Multicenter, Open-label, randomized Study

to evaluate the efficacy and safety of Fedratinib

zkousejiciho pozadal o realizaci faze 3 klinické studie
s nazvem ,,Multicentricka, oteviena, randomizovana

studie faze 3 pro hodnoceni u¢innosti a bezpecnosti

Protocol #FEDR-MF-002

Institution Fakultni nemocnice Ostrava_QB-27389 CTA_Bil | 04Sep2020_Site#702

Confidential

Page 2 of 53



017/0VZ/20/001-P

compared to Best available Therapy in subjects with
High-Risk
Post-Polycythemia

DIPSS-Intermediate ~ or Primary

Myelofibrosis, Vera
Myelofibrosis, or Post-Essential Thrombocythemia
Myelofibrosis and previously treated with ruxolitinib.
(FREEDOM 2)” (hereinafter, the “Study”) in
accordance with the following protocol: FEDR-MF-

002;

ptipravku fedratinib ve srovnani s nejlepsi dostupnou

lécbou u pacienti s primarni myelofibrozou,

myelofibrozou po  polycytemia vera nebo

myelofibrozou po esencialni trombocytémii se
sttednim ¢i vysokym rizikem dle skére DIPSS, jimz
byl v minulosti podavan pfipravek ruxolitinib
(FREEDOM-2)” (dale ,studie”), a to v souladu

s nasledujicim protokolem: FEDR-MF-002;

®

the “CRO”) is a contract research organization

ICON Clinical Research Limited (hereinafter,

principally engaged in the management, on behalf of
pharmaceutical companies, of clinical trials, and other

related services;

®

,Servisni

ICON Clinical Research Limited (dale

organizace”) je smluvni vyzkumna

organizace, jejiz hlavni ¢innosti je fizeni klinickych
studii

jménem farmaceutickych spolecnosti a

realizace dalSich souvisejicich sluzeb;

(2

contracted the CRO to perform on the Sponsor’s

The Parties acknowledge that the Sponsor has

behalf some of the functions and activities related to

the Sponsor’s responsibilities for this Study;

(2

organizaci smluvné povéril, aby jménem zadavatele

strany berou na védomi, ze zadavatel servisni

vykonavala nékteré funkce a Cinnosti souvisejici s

povinnostmi zadavatele v ramci studie;

(h)
appointed as Legal Representative under article 19 of
the EU Directive 2001/20/EC, Celgene Europe BV
Winthontlaan 6N, 3526 KV, Utrecht, the Netherlands,

Tax ID No. NL815989702B01.

The Parties acknowledge that Sponsor has

(h)
pravnim zastupcem podle ¢lanku 19 smérnice EU
2001/20/ES jmenoval firmu Celgene Europe BV, se
3526 KV, Utrecht,

Nizozemi, DIC NL815989702B01.

strany berou na védomi, ze zadavatel svym

sidlem Winthontlaan 6N,

IT IS HEREBY AGREED AS FOLLOWS:

STRANY SE DOHODLY TAKTO:

1. Definitions 1. Definice

1.1 Unless provided otherwise below, the | 1.1 Neni-li dale stanoveno jinak, plati definice
definitions of the GCP Guideline (as defined below) | obecnych zasad SKP (jak jsou definovany dale).
shall apply.

1.2 In addition, the following terms shall be | 1.2 Kromé toho jsou pro tucely smlouvy

defined for the purpose of this Agreement as follows:

definovany nasledujici pojmy takto:

(a) ,,EU*: The European Union.

(a) ,EU*: Evropska unie.
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(®)

“IMP”): the pharmaceutical compound Fedratinib

“Investigational Medicinal Product” (or

which is/are under investigation according to the

Protocol.

(b)

Fedratinib, hodnocena v souladu s protokolem.

.hodnoceny léCivy piipravek*: 1éCiva latka/y

(c) “Study

staff, including Investigator,

Team”: Institution’s investigational
and other persons
involved in the study, i.c.employees, contractors,

consultants, temporary workers and agency workers

Vyzkumny tym

véetné¢ zkousejiciho, a

(c) ,.studijni tym*:
zdravotnického zatizeni
dalsich osob podilejicich se na studii tj.zaméstnanct,
dodavateld, konzultantt, docasnych pracovnikil a

pracovnikll agentur

(d)

mentioned in recital (e) as approved by the competent

“Protocol”: the latest version of the protocol

authority and ethics committee.

(d)

uvedena v bod¢ (e) preambule, tak jak byla schvalena

wprotokol“:  nejnovéj§i  verze  protokolu

prislusnymi organy a etickou komisi.

(e)

guidelines or code of conduct which applies to the

“Regulations”: any legislation, regulation,
conduct of the Study and are applicable in the Czech
Republic (for example, any legislation transposing
into national law of the EU Directives 2001/20/EC and
95/46/EC, the GCP Guideline - see definition below).
). Institution and Investigator acknowledge Sponsor ’s

obligation to comply with foreign Regulations.

(®)

smérnice a kodexy chovani, které se vztahuji na

predpisy: veskeré pravni piedpisy, nafizeni,

realizaci studie platné na tizemi Ceské republiky
(napriklad jakékoli ptedpisy implementujici do
narodniho prava smérnice EU 2001/20/ES a
95/46/ES, zasady SKP - viz definice dale).
Zdravotnické zafizeni a ZkousSejici berou na védomi

zadavatelovu povinnost dodrzovat zahrani¢ni pravni

predpisy.
(f)  “Site”: any location at the Institution where the | (f)  ,,centrum‘: jakékoli misto ve zdravotnickém
Investigator conducts the Study under this Agreement. | zafizeni, kde zkousejici realizuje studii podle této
smlouvy.
(g) “Study Participant’: any person who has been | (g) ,ucastnik studie: jakakoli osoba zafazena

enrolled as study subject in the Study at the Site.

jako ucastnik do studie v centru.

“GCP Guideline”: the International Conference

()

on Harmonization E6 Guideline on Good Clinical

(h)

pro harmonizaci E6 o spravné klinické praxi v

,zasady SKP*: Pokyn Mezinarodni konference

Practice as set out in the latest version of | posledni verzi CPMP/ICH/135/95.
CPMP/ICH/135/95.
2. Conduct of the Study and Compliance 2. Realizace studie a dodrZovani predpisi
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2.1 Conduct of the Study

2.1 Realizace studie

2.1.1  The Investigator shall use his or her best
efforts to include the number of Study Participants
specified in Annex 1 and to complete the Study in

accordance with the timelines.

2.1.1  ZkouSejici vynalozi maximalni usili k

zatazeni Gcastniki studie v poctu uvedeném v priloze
1 a k dokonceni studie v souladu s casovym

harmonogramem.

2.1.2  The Institution/Investigator may enroll Study
Participants in addition to the number of Study
Participants specified in Annex 1 if the Institution or
the Investigator informed the Sponsor in writing prior
to the enrollment of any additional Study Participant
and the Sponsor did not oppose the enrollment of

additional Study Participants.

2.1.2  Zdravotnické zafizeni/zkousejici je
opravnén/a zaradit ucastniky studie nad ramec poctu
ucastnikd studie uvedeny v priloze 1, pokud o tom
zdravotnické zaiizeni nebo zkousejici pred zatazenim
dodate¢nych ucastnikd studie pisemné informovali
zadavatele a ten zafazeni dodatecnych ucastnikt

studie neodmitl.

2.1.3  The Investigator ensures that the Study
Participant (and/or their legal representatives) will, in
accordance with Regulations, be duly informed and
give his/her written informed consent prior to the
Study Participant’s participation in the Study.
Institution/Investigator will provide Sponsor/CRO an
opportunity to review and approve the content of any
Study recruitment materials directed to potential Study

Participant before such materials are used, regardless

2.1.3  Zkousejici zajisti, aby byl ucastnik studie
(a/mebo jeho zakonny zastupce) v souladu s pravnimi
predpisy nalezit€¢ informovan a aby pred zahajenim
ucasti v studii udé@lil svij pisemny informovany
souhlas.  Zdravotnické  zafizeni/zkousejici da
zadavateli/CRO pfilezitost posoudit a schvalit obsah
vSech materialii pro nabor do studie adresovanych
potencialnim uc¢astnikiim studie piedtim, nez budou

tyto materialy pouzity, bez ohledu na médium.

of medium.

2.1.4  The Institution/Investigator shall immediately | 2.1.4  Zdravotnické zafizeni/zkousejici na zadost
cease the enrollment of Study Participants upon the | zadavatele zafazovani ucastnikil studie okamzité
Sponsor’s request. ukon¢i.

2.1.5. The Parties shall conduct the Study in | 2.1.5. Strany jsou povinny studii realizovat v

accordance with the Regulations, the Protocol, and the

Sponsor’s  instructions. The Institution and

Investigator shall conduct the Study, inter alia, in
accordance with Act No. 378/2007 Coll.
Pharmaceuticals, as amended, Act No. 372/2011 Coll.

on

on Medical Services, as amended, Decree No.

souladu s predpisy, protokolem a pozadavky

zadavatele. Zdravotnické zafizeni a zkousejici budou
klinické hodnoceni provadét, mimo jiné, na zakladé

zakona €. 378/2007 Sb., o 1éCivech, ve znéni

vevr

pozdgjsich predpisii, zdkona ¢. 372/2011 Sb., o

zdravotnich  sluzbach, ve znéni pozdéjsich
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226/2008 Coll. on Good Clinical Practices and
Conditions for Clinical Trials of Pharmaceuticals, as
amended, and Act No. 110/2019 Coll. on Personal

Data Processing, as amended.

predpist, vyhlasky ¢. 226/2008 Sb., o spravné
klinické praxi a podminkach klinického hodnoceni
1é¢iv, ve znéni pozdéjsich predpist a zakona €.
110/2019 Sb., o zpracovani osobnich udaji, ve

znéni pozd¢jSich predpisi.

The Investigator or the Institution shall report adverse
events arising from the Study in accordance with the
Protocol and the Regulations. If required under the
Regulations, they shall report serious adverse events

to the competent ethics committee.

Zkousejici nebo zdravotnické zafizenibudou hlasit
nezadouci piithody vzniklé v souvislosti se studii v
souladu s protokolem a piedpisy. Pokud predpisy
pozaduji, zdvazné nezadouci ptihody budou hlasit

prislusné etické komisi.

Subject to Section 4.5.2 of the GCP Guideline, the
Investigator or the Institution shall immediately
inform the Sponsor or the CRO in writing about any

deviation from the Protocol.

S vyhradou odstavce 4.5.2 o zasadach SKP bude
zkousejici nebo zdravotnické zatizenizadavatele nebo
servisni organizaci neprodlen¢ pisemn¢ informovat o

jakékoli odchylce od protokolu.

The Institution and the Investigator shall

pseudonymize the data transferred to the Sponsor
under this Agreement so as to ensure that the Sponsor

cannot identify any related Study Participant.

Zdravotnické zafizenia zkouSejici budou z dat
pfedavanych zadavateli na zaklad¢ této smlouvy
odstraniovat osobni udaje, aby zadavatel nemohl

identifikovat jednotlivé ui€astniky studie.

2.1.6. The Investigator shall ensure that the Case
Report Forms are completed accurately. When a Study
Participant completed all visit procedures under the
Protocol, the Investigator shall send the related Case
Report Forms to the Sponsor within five business (5)
days after completion of the visit procedures. Query

resolution shall be done within 4 business days of the

query generation.

2.1.6. ZkouSejici zajisti pfesné vypliovani

formulaii CRF (Case Report Forms). Jakmile néktery
ucastnik studie absolvuje vSechny procedury podle
protokolu, zkousejici zasle prislusné formulafe CRF
zadavateli, a to do péti pracovnich (5) dni po
ukonéeni  téchto  procedur. Dotazy  budou
zodpovézeny do Ctyf pracovnich (4) dnti po vzneseni

prislusného dotazu.

2.1.7. During the term of this Agreement, the
Institution/Investigator shall not conduct any other
clinical trial which may adversely affect the
availability of Study Participants or the ability of the
Institution/Investigator to perform their obligations

under this Agreement.

2.1.7.  Zkousejici/zdravotnické zatizeni nesmé&ji po
dobu platnosti této smlouvy realizovat zadné jiné
klinické studie, které by mohly negativné ovlivnit
dostupnost  tiastnikit  studie nebo  schopnost
zdravotnického zafizeni/zkousSejiciho plnit zavazky

podle této smlouvy.
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2.1.8.
the CRO if he/she delegated the administrative duties

The Investigator shall inform the Sponsor or

regarding the management of the Study at the Site to a
third person (the “Study Coordinator”). The Study
Coordinator shall be appropriately qualified by

2.1.8. Zkousejici bude zadavatele nebo servisni
o jakémkoli

administrativnich povinnosti pfi fizeni studie v centru

organizaci informovat delegovani

na tieti osobu (dale ,koordindtor studie”).

Koordinator studie musi mit odpovidajici kvalifikaci

training and experience to fulfill his/her duties. (Skoleni a zkuSenosti) k plnéni pfislusnych
povinnosti.
2.1.9. The Investigator shall meet with the Sponsor, | 2.1.9.  Zkousejici se na zadost zadavatele sejde s

its representatives  (including, the CRO) or
investigators from other Study centers upon the
Sponsor’s request to discuss the conduct and the
outcome of the Study on sponsor’s expenses. Unless
the Sponsor requested that the Investigator participate
in person to those meetings, the Investigator may
delegate an appropriate person (e.g., the Study

Coordinator) to the meetings.

nim, jeho zastupci (v€etné servisni organizace) nebo
zkousejicimi z jinych center k prodiskutovani
pribéhu a vysledki studie na naklady zadavatele.

Pokud zadavatel nepozaduje osobni  ucast

zkousejicitho na téchto setkanich, mize zkousSejici

ucasti  povefit jinou vhodnou osobu (napf.

koordinatora studie).

2.1.10. If so specified in the Protocol and permitted
by the ICF, Institution/Investigator may collect and
provide to Sponsor or Sponsor’s designee biological
samples (e.g., blood, urine, tissue, saliva, etc.)
obtained from Study Participants for testing that
relates to subject care or safety monitoring, including
pharmacokinetic,

pharmacogenomic, genetic or

biomarker testing (“Biological Samples™).

2.1.10. Pokud to bude specifikovano v protokolu a

povoleno v dokumentu informovaného souhlasu

(ICF), mize zdravotnické zafizeni/zkousejici
odebirat biologické vzorky (napt. krev, moc, tkan,
sliny, atd.) ziskané od ucastniki studie pro testovani,
které souvisi s pé¢i o pacienta nebo se sledovanim
farmakokinetického,

bezpecnosti vcetné

farmakogenomického, genetického nebo
biomarkerového testovani (,,biologické vzorky™) a

poskytovat je zadavateli nebo zastupci zadavatele.

a. Use. Institution/Investigator will not use
Biological Samples collected under the Protocol in any
manner or for any purpose other than that described in
the Protocol. Sponsor will use Biological Samples
only in ways consistent with the ICF under which they

were obtained.

a.  Pouziti. Zdravotnické  zafizeni/zkousSejici
nebude pouzivat biologické vzorky odebrané podle
protokolu zadnym jinym zptisobem nebo pro zadné
jinéucely, nez jak je popsano v protokolu. Zadavatel
bude biologické vzorky pouzivat pouze zpilsoby
informovaného

konzistentnimi s dokumentem

souhlasu (ICF), podle n¢jz byly ziskany.
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b. Analysis Data. Unless otherwise specified in
the Protocol, or mandated by Regulation, Sponsor will
not provide the results of these tests (“Biological
Sample Analysis Data”) to the Institution/Investigator
or Study Participant. If Sponsor provides Biological
Sample Analysis Data to the Institution/Investigator,
that data will be considered part of Study data for

purposes of this Agreement.

b. Rozbor dat. Pokud to neni jinak specifikovano
v protokolu nebo pozadovano pravnimi piedpisy,
nebude zadavatel poskytovat vysledky téchto test
(,,data gz rozboru

biologickych vzorkii)

zdravotnickému zafizeni/zkouSejicimu nebo
ucastnikovi studie. Pokud zadavatel poskytne data
zrozboru biologickych vzorki zdravotnickému
zatizeni/zkousejicimu, budou pro ucely této smlouvy

takovato data povazovana za soucast studie.

c. Ownership. The Sponsor is the exclusive owner
of all Biological Samples and Biological Sample

Analysis Data in accordance with the Regulations.

c.  Vlastnictvi. Zadavatel je vyluénym vlastnikem

vSech biologickych vzorkii a dat zrozboru

biologickych vzorki v souladu s pravnimi predpisy.

2.1.11. The Study timelines are listed in Annex 2. The
expected duration of the Study is till 31 January 2023.
Any possible deviation of the actual Study duration
from the expected Study duration longer than 6

months requires written amendment of the Agreement.

2.1.11. Casovy harmonogram studie je uveden
v priloze 2. Pfedpokladana doba trvani klinického
hodnoceni je do 31. ledna 2023. Piipadna odchylka
skute¢né doby trvani od predpokladané doby trvani
presahujici tuto dobu o vice nez 6 mésict vyzaduje

zménu této smlouvy ve formé pisemného dodatku.

2.1.12 The Sponsor shall ensure that an

authorisation by the State Institute for Drug Control
is issued, as well as favourable opinions of the

relevant ethics committees.

2.1.12 Zadavatel zajisti vydani povoleni Statniho
ustavu pro kontrolu 1é¢iv a souhlasna stanoviska

prislusnych etickych komisi.

2.2 Prevention of bias

2.2 Prevence sti‘etu zdjmii

The Investigator shall complete (or update) and return
any declaration form provided by the Sponsor
regarding the financial interests in the Sponsor’s
business of the Investigator, his/her spouse and his/her
dependent children. This obligation shall apply until

one year after termination of the Study.

Zkousejici vyplni (poprvé a pti zménach) a zadavateli
zaSle jakékoli prohlaseni poskytnuté zadavatelem
v souvislosti s finan¢nimi podily zkousejiciho, jeho
manzela ¢i manzelky a zavislych déti na podnikani
zadavatele. Tato povinnost plati do uplynuti jednoho

roku od ukonceni studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni piedpisii proti korupci
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2.3.1 Institution is advised that Sponsor is
committed to comply with all applicable laws, statutes,
regulations and codes relating to anti-bribery and anti-
corruption including, but not limited to the US Foreign
Corrupt Practices Act and UK Bribery Act 2010

(“Anti-Bribery Laws”™).

2.3.1 Zdravotnické zafizenije pouceno, Ze
Zadavatel je povinen dodrzovat vSechny platné
protiuplatkarské a protikorup¢ni zakony, ustanoveni,
pravni predpisy a kodexy, zejména zakon Foreign
Corrupt Practices Act v USA a Bribery Act 2010 ve

Spojeném kralovstvi (,,protikorupcni zakony™).

2.3.2  Institution/Investigator ~ represents and
warrants that it shall comply with all applicable laws,
statutes, regulations and codes relating to the Anti-

Bribery Laws applicable e in the Czech Republic.

2.3.2  Zdravotnické zarizeni/zkouSejici prohlasuje
a zarucuje, ze bude dodrzovat vSechny platné zakony,
ustanoveni, pravni predpisy a kodexy souvisejici
s protikorupcnimi zakony, které jsou platné na tzemi

Ceské republiky.

2.3.3  Institution/Investigator is prohibited from
offering or paying directly or indirectly anything of
value to a government official or any other person,
entity or institution covered under the Anti-Bribery

Laws in order to

(1)  win or retain business for Sponsor;

(ii) improperly influence an act or decision that will
benefit Sponsor; or
(iii) gain an improper advantage for Sponsor.

Institution/Investigator undertakes to keep accurate

and transparent records to reflect transactions and

2.3.3  Zdravotnické zafizeni/zkouSejici nesmi
pfimo ¢i nepfimo nabizet nebo poskytnout nic
hodnotného statnim tufednikim nebo zadné jiné
osob¢, pravnické osobé nebo instituci, na néz se

vztahuji protikorup¢ni zakony, za ucelem

(1) ziskdni nebo zachovani obchodu pro
zadavatele;

(i) nepatficného  ovlivnéni  jedndni  nebo
rozhodnuti, které bude prospésné pro

zadavatele; nebo

(i) ziskani nepatfi¢né vyhody pro zadavatele.

payments. Zdravotnické zatizeni/zkousejici se zavazuje, Ze bude
uchovavat piesné a transparentni zaznamy
zobrazujici transakce a platby.

2.3.4. Should Institution/Investigator breach or have | 2.3.4. Pokud by zdravotnické zatizeni/zkouSejici

any reason to believe that it might have breached this
section, it shall inform Sponsor immediately and in
writing and cooperate with Sponsor to investigate and

document the facts.

porusili nebo méli jakykoli divod si myslet, ze mohli
porusit toto ustanoveni, museji okamzit¢ a pisemné
informovat  zadavatele a  spolupracovat se
zadavatelem pii vySetfovani a zdokumentovani

skute¢nosti.
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2.3.5. Breach of this section is to be considered as a

material breach of this Agreement and Sponsor will

2.3.5. Poruseni tohoto ustanoveni se povazuje za

zavazné poruseni této smlouvy a zadavatel bude mit

have the right to immediately terminate the | pravo smlouvu okamzité ukondit.
Agreement.
3. Qualifications and availability of the | 3. Kvalifikace a dostupnost zdravotnického

Institution, Investigator and persons involved in

the conduct of the Study

zatizeni, zkouSejiciho a osob, podilejicich se na

realizaci studie

3.1 Warranties and representations

3.1 Zaruky a prohldseni

Institution and Investigator represent and warrant that:

Zdravotnické zarizeni a zkouSejici prohlasuji a

zarucuji se, ze:

(@

disqualified, suspended or excluded under any rule, in

the Investigator has never been debarred,

any jurisdiction;

(a) nikde

diskvalifikovan ani trvale ¢i docasné vyloucen z

Zkousejici nikdy a nebyl

realizace studii podle jakéhokoli pravidla ¢i predpisu;

(b)

Agreement under the Regulations and the internal

they are authorized to enter into this

rules of the Institution.

(b)

internich smérnic zdravotnického zatizeni opravnény

uvedené subjekty jsou podle predpisi a

tuto smlouvu uzaviit.

3.2 Exclusion of persons from involvement in | 3.2 Vylouceni osob z ucasti na realizace studie
the conduct of the Study
3.2.1  If the Institution or the Investigator knows or | 3.2.1  Pokud zdravotnické zatizeni nebo zkousejici

should reasonably know that a person is not (or no
longer) authorized to participate in the conduct of the
Study (for example because his/her license to practice
medicine has been suspended or withdrawn), the
Institution and the Investigator shall promptly exclude

that person from any involvement in the Study.

zjisti, ¢i by s rozumnou pravdépodobnosti méli védét,
7ze nektera osoba neni opravnéna podilet se na
provadéni studie (napf. kvuli odnéti 1ékatského
diplomu nebo licence), vylouci zdravotnické zatizeni
a zkousSejici takovou osobu neprodlené z jakékoli

ucasti na studii.

3.2.2  If that person was previously involved in the
Study, the Investigator (or the Institution if the
Investigator in unable to do so) shall promptly inform

the Sponsor.

3.2.2 Pokud se takovad osoba dfive na studii
podilela, zkousejici (nebo zdravotnické zafizeni,
pokud toho zkouSejici nebude schopen) o tom

neprodlen¢ informuje zadavatele.
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3.2.3  Upon the Sponsor’s request, the Investigator

shall certify in writing compliance with this provision.

3.2.3  Zkousejici na zadost zadavatele pisemné

potvrdi soulad s timto ustanovenim.

3.3 Unavailability of the Investigator 3.3 Nepvitomnost zkousejiciho
3.3.1 If the Investigator is/will be temporarily | 3.3.1  Pokud bude zkousejici doCasné neptitomen,
absent, the Investigator shall delegate the | preda sveé povinnosti kvalifikovanému

Investigator’s responsibilities to a qualified sub-
investigator. The Investigator shall always maintain

overall responsibility to supervise the Study.

spoluzkousejicimu. Zkousejici vSak vzdy celkové

odpovida za dohled nad studii.

3.3.2  If the Investigator’s absence exceeds or will
exceed fifteen (15) days, the Investigator shall inform
the Sponsor in writing about the absence and the sub-
investigator designated under Section 3.3.1. If the
Sponsor does not approve the sub-investigator, the
Investigator shall designate another qualified sub-

investigator. The Sponsor shall not unreasonably

withhold its approval.

3.3.2 Jestlize doba neptitomnosti zkousejiciho
prekro¢i patnact (15) dni, je zkousejici povinen
zadavatele pisemné informovat o své nepfitomnosti a
osob¢ spoluzkousejiciho urc¢eného podle bodu 3.3.1.
Pokud zadavatel s osobou spoluzkousejiciho
nesouhlasi, zkousejici urci jiného kvalifikovaného
spoluzkousejiciho. Zadavatel sviij souhlas nesmi

odepfit bezdivodné.

3.3.3  The Investigator shall inform the Sponsor in | 3.3.3  Pokud zkousejici bude trvale neschopen
writing if he/she will be/is permanently unable to | provadét studii, pisemné o tom bude informovat
conduct the Study. zadavatele.

3.3.4 If the Investigator is unable to designate a | 3.3.4  Pokud nebude zkousejici schopen jmenovat

sub-investigator or to inform the Sponsor under
Sections 3.2.2 and 3.3.1 of this Agreement the
Institution shall fulfill those obligations.

spoluzkousejiciho nebo informovat zadavatele podle
bodl 3.2.2 a 3.3.1 této smlouvy, musi tyto zavazky

splnit zdravotnické zafizeni.

4. Materials and Equipment

4. Materialy a vybaveni

4.1 Provision of materials by the Sponsor

4.1 Poskytovani materialii zadavatelem

4.1.1 (1) Sponsor shall provide without charge to
the Investigator the IMP, comparator, placebo and the
documents necessary to conduct the Study (e.g., Case

Report Forms).

4.1.1 (1) Zadavatel poskytne zkousSejicimu zdarma
hodnoceny 1éc¢ivy piipravek, komparator, placebo a
dokumenty nezbytné pro realizaci studie (napf.

formulare CRF).
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2

charge the equipment which is subject of a separate

The Sponsor shall provide on loan and free of

Loan agreement.

Zadavatel dale zdravotnickému

2

zatizeni/zkousejicimu bezplatné zapdj¢i vybaveni

které bude pfedmétem separatni smlouvy o vypujcéce.

4.1.2 The Institution/Investigator shall use the
materials provided by the Sponsor under Section 4.1.1
above for the sole purpose of the Study and, in

accordance with the Protocol and this Agreement.

4.1.2  Zdravotnické zafizeni/zkouSejici pouziji
materialy poskytnuté zadavatelem podle bodu 4.1.1
vySe vyhradné pro ucely studie, a to v souladu s

protokolem a touto smlouvou.

4.1.3  The original Case Report Forms related to the

Study shall remain the Sponsor’s property.

4.1.3  Originalni formuldfe CRF ke studii ziistanou

ve vlastnictvi zadavatele.

4.2 Receipt and storage of the IMP 4.2 Piijem a  skladovini  hodnoceného
D¥ipravku
4.2.1  The Investigator shall ensure verifaction and | 4.2.1  ZkouSejici je povinen zajistit kontrolu a

confirmation of the IMP receipt by signing the

appropriate documentation provided by Sponsor.

The delivery address shall include _
.

- and shall be addressed to Hospital Pharmacy
(Lékarna FNO), 17. listopadu 1790, 708 52 Ostrava —
Poruba, Czech Republic.

potvrzeni piijeti hodnoceného ptipravku podpisem do

prislusné dokumentace poskytnuté zadavatelem.

Zasilka bude [
I o bude

zaslana na adresu Lékarna FNO, 17.listopadu 1790,
708 52, Ostrava - Poruba, Ceska republika.

4.2.2  The Investigator shall ensure that the IMP
shall be stored in a restricted area where the

Investigator supervises its distribution.

4.2.2  ZkouSejici zajisti skladovani hodnoceného
piipravku v zabezpeCeném prostoru, kde bude

dohlizet na jeho distribuci.

423 If allowed under the Regulations, the
Investigator or the Institution may assign some or all
of the Investigator’s or the Institution’s duties under
Sections 4.2.1 and 4.2.2 above or the IMP
accountability provisions of the Regulations to an
appropriate pharmacist under the supervision of the

Investigator or the Institution.

4.2.3 Pokud toto umoziuji ptedpisy, zkousSejici
nebo zdravotnické zafizeni mohou nékteré nebo
vSechny povinnosti zkousejiciho nebo
zdravotnického zafizeni podle bodu 4.2.1 a4.2.2 vyse
nebo povinnosti pfi evidenci hodnoceného ptipravku

stanovené predpisy delegovat na vhodného 1ékarnika,
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na n¢jz bude zkouSejici nebo zdravotnické zafizeni

dohlizet.

4.2.4. The Investigational Drug will be, in line with
Decree No. 226/2008 Coll., as amended, stored at the
Institution Pharmacy, which undertakes to comply
with the conditions of Good Pharmacy Practice and
related SUKL guidelines and ensures that the drug will
be handled by authorised persons only. The Institution
Pharmacy shall be responsible for receiving shipments
of the Investigational Drug and handing out the
Investigational Drug to the Principal Investigator or a
person authorised by them. The Investigational Drug
unused during the Study shall be returned to the
Sponsor by the Institution and Principal Investigator.
This provision also applies to any expired medication

supplied by the Sponsor for the purposes of the Study.

4.2.4. Hodnocené 1écivo bude v souladu s vyhlaskou
¢. 226/2008 Sb., vplatném znéni, uskladnéno
v Lékarné zdravotnického zatizeni, ktera se zavazuje
dodrzovat podminky spravné Iékarenské praxe,
souvisejici pokyny SUKL a zaruuje manipulaci
s lé¢ivem pouze opravnénymi osobami. Lékarna
Zdravotnického zatizeni bude zodpovidat za ptijem
zasilky Hodnoceného 1é¢iva a vydej Hodnoceného
Iéciva Hlavnimu zkouSejicimu nebo jim povérené
osobé. Hodnocené 1écivo, které nebude pouzito v
ramci klinického hodnoceni, vrati Zdravotnické
zatizeni a Hlavni zkousSejici zadavateli. Toto ujednani
se vztahuje i na veskera 1éCiva dodana Zadavatelem

v ramci klinického hodnoceni, u nichZz ub€hla doba

pouZitelnosti
5. Publication 5. Publikace
5.1 Publication rights 5.1 Publikacni prava
5.1.1  For the purpose of this Agreement, the term | 5.1.1  Pojem ,publikace” pro ucely této smlouvy

“publication” shall refer to any written (e.g. papers,
abstracts, posters, oral presentation materials) or oral
presentation regarding the Study addressed to persons

who are not involved in the conduct of the Study.

oznacuje pisemnou (napf. referaty, abstrakty, postery
¢i podklady k ptfednasce) nebo ustni prezentaci o
studii, urenou osobam, které se na realizaci studie

nepodileji.

5.1.2  The Parties agree that the first publication of
the Study results, if part of a multicenter publication,
shall be coordinated by Sponsor, and will include the

results obtained by all Sites involved in the Study.

5.1.2  Smluvni strany souhlasi, ze prvni publikace
vysledkt studie, pokud je soucasti multicentrické
publikace, bude koordinovana zadavatelem a bude
zahrnovat vysledky ziskané vSemi centry podilejicimi

se na studii.

5.1.3 The Investigator or any sub-investigator
involved in the Study shall have the right to publish

information regarding the Study conducted at the Site

5.1.3  Zkousejici nebo jakykoli spoluzkousejici
pracujici na studii maji pravo zvetejnit informace o

studii realizované v daném centru ve védeckém
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in a scientific medical journal or book, or at a scientific

event:

lékarském Casopise nebo knize, nebo na védecké

konferenci:

(a)

Section 5.1.2 above;

after the first multicenter publication under

(a) po prvnim uvefejnéni multicentrické

publikace podle bodu 5.1.2 vyse;

(b) eighteen (18) months after completion or | (b) osmnact (18) mésicti po fadném dokonceni

premature termination of the Study at all sites; or nebo pred¢asném ukonceni studie ve vSech centrech;
nebo

(c) if the Sponsor authorized the publication in | (c) pokud zadavatel takovou publikaci pisemné

writing. schvalil.

5.1.4  The authorship or contribution of any Party to | 5.1.4  Autorstvi nebo prispévek kterékoli strany k

the preparation of a publication shall be acknowledged
in any publication in accordance with the Uniform
Requirements for Manuscripts Submitted to
Biomedical Journals of the International Committee of

Medical Journal Editors.

ptipraveé publikace bude v publikaci pfiznan podle
jednotnych pozadavkli na rukopisy predkladané k
publikaci v biomedicinskych casopisech stanovenych
Mezinarodni komisi editorti lékaiskych casopisti

(ICMIE).

5.2 Review of draft publications by the Sponsor | 5.2 Piezkoumdni navrhi publikaci
zadavatelem
5.2.1 The Investigator shall send any draft | 5.2.1 Zkousejici veskeré navrhy publikaci zasle

publication to the Sponsor for its review at the latest
sixty (60) days (the “Review Period’) before its
submission to a journal, publisher or the organizer of

a scientific event.

zadavateli k prezkoumani nejpozdéji do Sedesati (60)
dntt (,,recenzni [lhata™) pred jejich odeslanim
Casopisu, vydavateli nebo organizatorovi védecké

konference.

522 The Investigator shall ensure that the
Sponsor’s reasonable comments to a draft publication
are taken into account provided those comments do not

jeopardize the scientific integrity of the publication.

5.2.2  ZkouSejici zajisti zohlednéni rozumnych
pfipominek zadavatele k navrhu za ptredpokladu, ze

tyto neohrozuji védeckou integritu publikace.

5.2.3 In order to enable the Sponsor to take steps
necessary to protect its intellectual property rights, the
Investigator shall postpone the aforementioned
submission with another ninety (90) days upon the

Sponsor’s written request provided the Investigator

52.3 Aby mohl zadavatel podniknout kroky
nezbytné k ochran€ svych prav dusevniho vlastnictvi,
na pisemnou zadost zadavatele odlozi zkousejici vyse
uvedené odeslani k publikaci o dalSich devadesat (90)

dnti za predpokladu, Ze zkousejici zadost obdrzi pred
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received the Sponsor’s request before expiry of the
Review Period. The ninety (90) days period starts

upon expiry of the Review Period.

uplynutim recenzni lhity. Devadesatidenni (90-
denni) lhtta se zacina pocitat az po uplynuti recenzni

Thiity.

5.2.4  Distribution of summary Study results

5.2.4  Distribuce souhrnnych vysledku studie

Sponsor shall provide Institution/Investigator with a
lay summary of the results at the end of the Study.
Investigator is responsible for making them available

to Study Participants and/or their legal representatives.

Zadavatel poskytne na konci studie zdravotnickému

zafizeni /zkouSejicimu laicky souhrn vysledk.

Zkousejici je zodpovédny za jejich zpfistupnéni

ucastnikim  studie a/nebo  jejich  zakonnym

zastupctim.

5.2.5 The Parties hereto have agreed that the
Sponsor will provide to the Institution, after the end
of the Study, a list of publications that have been
published by the Sponsor in relation to the results of

this Study.

5.2.5 Smluvni strany se dohodly, Zze zadavatel
poskytne zdravotnickému zafizeni po ukonceni

klinického  hodnoceni  seznam  publikaci

publikovanych zadavatelem vztahujicich se

k vysledkam tohoto klinického hodnoceni

6. Monitoring, audits and inspections

6. Monitorovani, audity a inspekce

6.1 Monitoring and audits

6.1 Monitorovani a audity

6.1.1 The shall,

reasonable prior notice, permit Sponsor or its

Institution/Investigator on
representatives (€.g., CRO) to monitor or audit the
conduct of the Study at the Site during normal business
The shall  fully

cooperate with the Sponsor and its representatives

hours. Institution/Investigator
during those monitoring visits and audits. Monitoring
and audits may include review and duplication of
essential documents, assessment of the relevant data
processing systems and interviews with any person

who has been involved in the conduct of the Study.

6.1.1  Zdravotnické zatizeni/zkousejici, na zakladé
oznameni ucéinéného s dostateCnym ptedstihem,
umozni zadavateli nebo jeho zastupcim (napf.
servisni organizaci), monitorovani a audit pribéhu
studie v centru, a to béhem b&zné pracovni doby.
Zdravotnické zafizeni a zkouSejici poskytnou
zadavateli a jeho zastupcim pii monitorovacich
nav§tévach a  auditech plnou  soucinnost.
Monitorovani a audity mohou zahrnovat kontrolu a
kopirovani  zakladnich  dokumentli, posouzeni
relevantnich systému zpracovani dat a pohovory s

osobami, které se na realizaci studie podilely.

6.1.2  The Sponsor may conduct monitoring visits at

the Site after inclusion of the first Study Participant.

6.1.2  Zadavatel mize provadét kontroly v centru

po zatrazeni prvniho ucastnika studie.
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6.1.3  Any review by Sponsor or its representative
of source documents shall be performed with due

regard for confidentiality.

6.1.3  Pii jakékoli kontrole zdrojové dokumentace
zadavatelem ¢i jeho zastupci musi byt bran radny

ohled na ochranu osobnich udajt.

6.2 Inspections by and communication with a

competent authority

6.2 Inspekce  kompetentnich  orgdnit  a

komunikace s nimi

6.2.1  The Institution and the Investigator shall fully
cooperate with any competent authority which will be
or is conducting an inspection of the Site regarding the

Study. The Institution and the Investigator hereby

6.2.1  Zdravotnické =zafizeni a zkouSejici jsou
povinni pln€ spolupracovat s jakymkoliv piislusnym
organem, ktery bude provadét nebo provadi inspekce

centra ohledné studie. Zdravotnické =zafizeni a

authorize the Sponsor to participate in those | zkousejici timto zadavatele opraviuji k ucasti na
inspections. téchto inspekcich.
6.2.2 If appropriate in the light of the | 6.2.2 Pokud jeto vzhledem k okolnostem vhodné,

circumstances, the Parties shall prepare any upcoming
inspection or response to a query or an inspection
report from a competent authority with regard to the

Study.

strany pfipravi nadchazejici inspekci, odpovédi na
dotazy nebo inspekéni zpravu ze strany prislusného

organu v souvislosti se studii.

6.2.3 The Institution or the Investigator shall

inform the Sponsor promptly about any

communication from or to a competent authority
regarding the Study (including an inspection by an
authority). They shall provide a copy of those

communications to the Sponsor.

6.2.3  Zdravotnické zatizeni nebo zkousejici budou

zadavatele neprodlen¢ informovat o jakékoli
komunikaci o studii s kompetentnimi organy (vcetné
inspekce organu). Poskytnou také zadavateli kopii

této komunikace.

6.3 Monitoring, audit and inspection findings

6.3 Nalezy 7 monitorovani, auditii a inspekci

The Institution and the Investigator shall remedy any
monitoring, audit or inspection finding regarding the
Study within a reasonable time after they became

aware of the finding.

Zdravotnické zafizeni a zkouSejici napravi veSkeré
nedostatky obsazené v nalezu z monitorovani, auditu
¢i inspekce ohledné studie, a to v ptimétené dobé od

obdrzZeni takového nalezu.

7. Confidentiality

7. Divérnost informaci

7.1 Confidential Information

7.1 Divérné informace
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Confidential Information shall mean all materials,

information and data provided to
Institution/Investigator by or on behalf of the Sponsor
or its Affiliates, including but not limited to the
Sponsor’s technology, products, business information
or objectives, Protocol, IMP, investigator’s brochures
as well as all materials, data or reports generated in
connection with a Study, including but not limited to
Study results and Case Report Forms (collectively

“Confidential Information™).

Duvérné informace znamenaji vSechny materialy,

informace a udaje poskytnuté zdravotnickému

zatizeni/zkousejicimu  zadavatelem nebo jeho
pobockami nebo jejich  jménem, zejména
zadavatelovu  technologii, produkty, obchodni

informace nebo cile, protokol, hodnoceny IéCivy
ptipravek, brozury zkousejiciho a také materialy, data
nebo zpravy vytvofené v souvislosti se studii,
zejména vysledky studie a formulare G€asniku studie

(CRF) (spolecné ,,diivérné informace®).

7.2 Institution Confidentiality Obligations

7.2 Povinnosti zdravotnického zavizeni tykajici

se duvérnosti

Institution/Investigator shall keep Confidential
Information in confidence and shall not disclose
Confidential Information to any third party or use such
Confidential Information for any purpose other than
the performance of this Agreement, without the prior
written consent of Sponsor. Institution/Investigator
shall be permitted to disclose Confidential Information
only to those members of Study Team who have a need
to know and who are bound by obligations of
confidentiality that are no less restrictive than the

terms and conditions of this Agreement.

Zdravotnické zarizeni/zkousSejici bude uchovavat
divérné informace duvémeé abez piedchoziho
pisemného souhlasu zadavatele divérné informace
nezvetfejni zadné tfeti strané nebo tyto daveérné
informace nepouzije pro zadné jiné ucely, nez je
této Zdravotnické

provadéni smlouvy.

zafizeni/zkouSejici 1ékat bude moci davérné
informace zptistupnit pouze tém c¢leniim studijniho
tymu, ktefi je potfebuji znat a ktefi jsou vazani
povinnostmi ochrany dvérnosti, jeZ nejsou méné

ptisné nez podminky této smlouvy.

7.3 Exceptions

7.3 Vijimky

The obligations of confidentiality and non-use
contained herein shall not apply to the portion of the

Confidential Information which:

Povinnosti ochrany davérnosti a nepouzivani
uvedené v této smlouvé se nebudou vztahovat na ¢ast

davérnych informaci, které:

7.3.1 is known to Institution/Investigator prior to
disclosure hereunder as evidenced by competent

written records;

7.3.1 jsou zdravotnickému zatizeni/zkousejicimu
znamy pied zpfistupnénim podle této smlouvy, jak je

dolozeno prislusnymi pisemnymi zdznamy;
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7.3.2 is at the time of disclosure hereunder, or
thereafter becomes publicly available through no

breach of this Agreement by Institution/Investigator;

7.3.2 jsou v dobé zptistupnéni podle této smlouvy
znamy, nebo se poté stanou vetrejné znamymi, aniz by

doslo  kjakémukoli poruseni této  smlouvy

zdravotnickym zafizenim/zkousejicim;

7.3.3. was rightfully received before or after
disclosure hereunder, from a third party entitled to

disclose such information on a non-confidential basis;

7.3.3. byly pfed nebo po zptistupnéni podle této
smlouvy opravnéné¢ obdrzeny od tfeti strany, ktera ma

pravo takové informace nediivérné zptistupnit;

7.3.4 can be proven to have been independently
developed by Institution/Investigator without the use

of, or reference to, Confidential Information;

7.3.4 lze dokazat, ze byly nezavisle vytvoreny
zdravotnickym zafizenim/zkouSejicim bez pouziti

nebo bez ohledu na divérné informace;

7.3.5 s required by applicable law to be disclosed,
provided that Institution/Investigator gives Sponsor
prompt written notice of such requirement, and
assistance as necessary, such that Sponsor shall have
the opportunity to apply for a protective order, or for
confidential treatment of such Confidential
Information, and, if such order is not obtained, only
the minimum amount of Confidential Information to

satisfy such requirement will be disclosed.

7.3.5 jejich zpfistupnéni je vyzadovano platnymi
pravnimi predpisy za predpokladu, ze zdravotnické
zatizeni/zkouSejici neprodlené poskytne zadavateli
pisemné oznameni o tomto pozadavku a potiebnou
pomoc, tak aby mél zadavatel piilezitost pozadat o
ochranny pifikaz nebo o davérné zachazeni
s takovymito diivérnymi informacemi a, pokud tento
piikaz neziskd, bylo pro uspokojeni takovéhoto
pozadavku zvetfejnéno pouze minimalni mnoZzstvi

davérnych informaci.

7.4 Survival of Confidentiality Obligations and

Return

7.4 Pietrvavani povinnosti ochrany dirvérnosti

a jejich vracent

The obligations of confidentiality and non-use in this
Agreement shall survive for a period of ten (10) years
after the termination or expiration of the Agreement.
Upon termination or expiration of the Agreement and
at the written request of Sponsor,
Institution/Investigator shall return to Sponsor and/or
destroy all Confidential Information in tangible form,
including any and all copies thereof, except as required
to be retained by: (i) applicable law or (ii)

Institution/Investigator’s legal department or legal

Povinnosti ochrany davérnosti a nepouzivani
uvedené v této smlouvé budou pretrvavat po dobu
deseti (10) let po ukonceni nebo vyprseni platnosti
této smlouvy. Po ukonceni nebo vyprseni platnosti
této smlouvy a na zaklade pisemné zadosti zadavatele
zdravotnicki zafizeni/zkousejici zadavateli vrati
a/nebo zni¢i vSechny divérné informace v hmatatelné
formé, véetné jejich veskerych kopii s vyjimkou téch,
u nichz je pozadovéno jejich uchovani: (i) platnymi

pravnimi predpisy nebo (ii) pravnim oddélenim nebo
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representative, who may retain one (1) copy of such
Confidential Information, solely to determine the
scope of its obligations hereunder save that in either
case such retained Confidential Information shall be

retained on a confidential basis.

pravnim zastupcem zdravotnického
zatizeni/zkousejiciho, kteti si mohou uchovat jednu
(1) kopii téchto davérnych informaci pouze pro
vymezeni rozsahu svych povinnosti podle této
smlouvy, pricemz v kazdém pripadé budou tyto

uchované diivérné informace uchovany jako davérné.

7.5 The obligations of confidentiality contained
in this Section 7 will not apply to publication of this
Agreement in the contracts register pursuant to Act
No. 340/2015 Coll., on Special Prerequisites for the
Effectiveness of Certain Contracts, the Publication of
Those Contracts, and the Register of Contracts
(,,Contracts Register Act®), with the exception of any
information outside of the scope of such publication,
including, in particular, information constituting trade
secret pursuant to Section 504 of the Civil Code,
namely Study description, Study budget and all other
payments schedules or arrangements between the
Parties, Study data, Study Protocol, Investigator’s
brochure, etc. The Parties agree that the publication of
this Agreement in the contracts register shall be carried
out by the Institution, within 15 days of the conclusion
of this Agreement at the latest, and the Agreement
shall be published by the Institution in accordance with
Annex 3 hereof, which contains the content of this
Agreement in the form modified for the purposes of
the publication, i.e. exclusive of information
constituting trade secret and other information that
should be excluded from the publication in accordance
with the Contracts Register Act. In case the Agreement
is not published by the Institution within 20 days from
the last date of signature, the Parties agree that the
Agreement will consequently be published by the
Sponsor, in accordance with Annex 3. The Institution

shall indemnify the Sponsor for any and all damage

7.5 Povinnosti zachovavat mlcenlivost uvedené
v tomto bod¢ 7 se nevztahuji na uvefejnéni této
smlouvy v registru smluv podle zak. ¢. 340/2015 Sb.,
o zvlastnich podminkach uc¢innosti nékterych smluv,
uvefejiiovani téchto smluv a o registru smluv (,,zakon
o registru smluv®), vyjma jakychkoliv informaci nad
ramec takového uvefejnéni, zejména informaci
predstavujicich obchodni tajemstvi ve smyslu ust. §
504 obcanského zakoniku, jmenovité popis studie,
rozpocet studie a veskeré dalsi platebni rozpisy nebo
ujednani mezi stranami, data studie, protokol studie,
soubor informaci pro zkousejiciho, atd. Strany
sjednavaji, ze uvefejnéni této smlouvy v registru
smluv provede zdravotnické zafizeni, a to nejpozdéji
do 15 dnti od uzavieni smlouvy, pficemz smlouva
bude zdravotnickym zafizenim uvetejnéna v souladu
s prilohou 3 zahrnujici obsah této smlouvy v rozsahu
modifikovaném pro ucely uvefejnéni, tj. vyjma
informaci piedstavujicich obchodni tajemstvi a
dalsich informaci, které maji byt z uvefejnéni
vylouceny v souladu se zdkonem o registru smluv.
V ptipadé, Ze smlouva nebude zdravotnickym
zafizeni zvetfejnéna ani do 20 dni od jejiho
posledniho podpisu smluvnich stran, strany souhlasi,
ze smlouva bude nasledné uveiejnéna zadavatelem, a
to v souladu s ptilohou 3. Zdravotnické zafizeni se
zavazuje odSkodnit zadavatele za veskeré skody a

naklady, které zadavateli vzniknou v dasledku toho,

7e zdravotnické zatizeni smlouvu fadné neuvetejnilo

Protocol #FEDR-MF-002

Institution Fakultni nemocnice Ostrava_QB-27389 CTA_Bil | 04Sep2020_Site#702

Confidential

Page 19 of 53



017/0VZ/20/001-P

and costs incurred as a result of Institution’s failure to

v registru smluv vsouladu svySe uvedenymi

duly publish this Agreement in the contracts register | podminkami.

in accordance with the above terms.

8. Intellectual Property 8. DusSevni vlastnictvi

8.1 Ownership of intellectual property rights 8.1 Vlastnicky vztah k pravam z duSevniho
viastnictvi

8.1.1  Subject to Section 5.1.4, neither Party shall | 8.1.1 S vyhradou bodu 5.1.4 nesmi zadna strana

use the name of another Party in any form of public

information, without that Party’s prior written consent.

pouzit v jakékoli podobé vefejné informace nazev
strany druhé, pokud k tomu neobdrzi ptedchozi

pisemné svoleni.

8.1.2  Subject to Sections 5 and 8.1.3 of this
Agreement, any intellectual property right arising in
connection with the Study (e.g., rights related to Study
data, Case Report Forms, inventions, discoveries,
know-how) or from the use of the IMP supplied by the
Sponsor (or its representative) under this Agreement
shall be the exclusive property of the Sponsor. The
Institution and/or the Investigator shall take all
necessary measures in order to ensure that title in the
aforementioned intellectual property rights shall be
vested in the Sponsor. If a transfer of rights should not
be legally possible, Institution/Investigator hereby
grant Sponsor the exclusive, transferable, sub-
licensable and unrestricted rights, free of charge, to use
the work results, including the rights of use to
manuscripts, databases, data storage media and images
(the “Licenses”). The granted Licenses shall also
entail in particular the rights to reproduce, process,

redesign, translate into foreign languages and use the

work results in analog and digital form.

8.1.2 S vyhradoubodu 5 a 8.1.3 této smlouvy bude
jakékoli pravo dusevniho vlastnictvi vzniklé v
souvislosti se studii (napf. prava vztahujici se k datim
studie, formulafe CRF, vynalezy, objevy, know-
how), nebo pifi pouziti hodnocené¢ho ptipravku
dodaného zadavatelem (nebo jeho zastupcem) na
zakladé této smlouvy vyluénym vlastnictvim
zadavatele. Zdravotnické zafizeni a/nebo zkousejici
ucini vSechna nezbytna opatfeni, aby narok na vyse
uvedena prava k duSevnimu vlastnictvi nalezela
zadavateli. Pokud by prevedeni prav nebylo ze
zakona timto  zdravotnické

mozné, udéluje

zatizeni/zkousejici zadavateli zdarma vylucna,
prenositelna, dale licencovatelna a neomezena prava
pouzivat pracovni vysledky vcetné prav pouzivat
rukopisy, databaze, média pro uchovani dat a obrazy
(“licence”). Ud¢lené licence budou také znamenat
zejména  prava  reprodukovat,  zpracovavat,
prepracovavat, piekladat do cizich jazykd a pouzivat

pracovni vysledky v analogové a digitalni formé.

8.1.3  The source documents related to the Study
(e.g. medical records of Study Participants) shall

remain the property of the Institution or the

8.1.3  Zdrojova dokumentace ke studii (napf.
lékafské zaznamy UCastnikti studie) zistane
vlastnictvim  zdravotnického  zafizeni  nebo
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Investigator as determined by the applicable law.
However, the Institution and the Investigator shall not
use or disclose the Study data contained in the source
documents without the Sponsor’s prior written
approval to a third party for any purpose other than the
performance of this Agreement or the provision of

medical care to a Study Participant.

zkousejiciho v souladu s pfislusSnym zakonem).
Zdravotnické zafizeni a zkousSejici vSak data ze studie
obsazena v dokumentaci nebudou bez piedchoziho
pisemného souhlasu zadavatele vyuzivat a poskytovat
tfetim osobam pro jiné ucely, nez je plnéni této
smlouvy zdravotni  péce

(nebo  poskytovani

ucastniktim studie.

8.1.4  Subject to Section 7 of this Agreement the
Sponsor grants to the Institution a non-exclusive, free
of charge, non-transferrable right to use the results of
the Study for non-commercial purposes or internal

scientific research and/or educational activities.

8.1.4  Podle bodu 7 této smlouvy udéluje zadavatel

zdravoatnickému zafizeni nevylucné, bezplatné,
nepienositelné pravo pouzivat vysledky studie pro
nekomeréni UcCely nebo interni védecky vyzkum

a/nebo vzdélavaci ¢innosti.

8.1.5 The Institution and the Investigator do not
have a retention right with regard to data, Case Report

Forms or any other work product produced under this

8.1.5  Zdravotnické zafizeni a zkouSejici nemaji
pravo data, formulafe CRF nebo jiné vysledky prace

vzniklé podle této smlouvy zadrzovat.

Agreement.
8.2 Inventions 8.2 Vyndlezy
821 (1) The Investigator shall promptly | 8.2.1 (1) Zkousejici bude zadavatele

inform the Sponsor about any invention which

occurred in the context of the Study.

neprodlené¢ informovat o vSech vynalezech, ke

kterym v souvislosti se studii dojde.

(2) The Institution shall ensure that title in any
intellectual property right related to an employee’s
invention conceived in the context of the Study or in
connection with the IMP supplied under this
Agreement shall be vested in the Sponsor. The
Institution shall be solely responsible for all payments
due to the Study Team and/or third parties’
collaborators according to the applicable law for any

invention transferred to Sponsor.

(2) Zdravotnické =zafizeni je povinno zajistit, aby
prava zadavatele z duSevniho vlastnictvi vztahujici se
k vynalezu vytvofenému zaméstnancem instituce v
ramci studie nebo v souvislosti s pouzitim
hodnoceného pripravku poskytnutého podle této
smlouvy, nalezela zadavateli. Zdravotnické zafizeni
nese vyhradni odpovédnost za veskeré platby splatné
studijnimu tymu a / nebo spolupracovnikiim tietich
stran podle platnych pravnich ptedpist za jakykoli

vynalez prevedeny na zadavatele.

8.2.2  The Institution and the Investigator shall

further fully cooperate with the Sponsor, at the

8.2.2  Zdravotnické zafizeni a zkousSejici jsou dale

povinni zadavateli na jeho naklady poskytnout plnou
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Sponsor’s expense, in order to enable the Sponsor to

fully protect its intellectual property rights under this

soucinnost, aby mohl plné¢ ochranit sva prava

dusevniho vlastnictvi podle této smlouvy

Agreement
9. Termination 9. Ukonceni smlouvy
9.1 Conditions of termination 9.1 Podminky ukonceni

9.1.1  This Agreement shall remain in effect until | 9.1.1  Tato smlouva zlstane v Ucinnosti az do
the closeout visit of the Site upon completion of the | uzaviraci navstévy centra po dokonceni studie.
Study.

9.1.2  However, the Sponsor may terminate this | 9.1.2  Zadavatel vSak muze tuto smlouvu

Agreement by notice with immediate effect if:

vypovedét vypovedi s okamzitou ti€innosti, pokud:

(a)

in accordance with GCP and any other Regulations;

it is no longer possible to conduct the Study

(a)
SKP nebo dalsimi piedpisy;

jiz neni mozné studii realizovat v souladu se

(b)

suspended for more than three (3) months;

the Study authorization is revoked or has been

(b) je studii  zruSeno nebo

pozastaveno na vice neZ tfi (3) mésice;

povoleni ke

(c) the Institution or the Investigator breach any | (c) zdravotnické zatizeni nebo zkousejici porusi
Regulations; jakékoli predpisy;
(d) the Investigator fails to include any eligible | (d) zkousejici do studie nezafadi zadného

Study Participant in the Study within six (6) months
from the site initiation visit or cannot complete the

Study at the Site in a timely manner;

vhodného ucastnika studie do Sesti (6) mesict od

.....

studii na centru vcas;;

(e)

(15) days and the Parties cannot agree within a

an absence of the Investigator exceeds fifteen

reasonable time upon a suitable sub-investigator to

(e)

patnact (15) dni a strany se nejsou v pfiméfené lhate

zkousejici je neptitomen po dobu delsi nez

schopny domluvit na vhodném spoluzkousejicim,

whom the Investigator‘s responsibilities will be | kterému by bylo mozno piedat povinnosti
delegated under Section 3.3 above. zkousejiciho podle bodu 3.3 vyse;
® the Investigator can no longer fulfill his/her | (f) zkousejici neni dale schopen/na plnit své

duties under the Agreement and the Sponsor and the
Institution fail to designate within a reasonable time a

suitable person who will replace the Investigator.

povinnosti podle smlouvy a zadavateli a

zdravotnickému zatizeni se nepodafi v rozumné lhiité

urcit vhodnou osobu, ktera zkousejiciho nahradi.
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9.1.3  Either Party may terminate this Agreement if
a Force Majeure (as defined below) has prevented the
performance of this Agreement by another Party for

more than one (1) month.

9.1.3 Kazdd ze stran mize tuto smlouvu
vypovédét v pripadé¢ zasahu vyssi moci (jak je
definovana nize), pokud tato zabrani strané¢ druhé v
plnéni této smlouvy po dobu del§i nez jeden (1)

mesic.

9.1.4  This Agreement shall be terminated if a Party
breached this Agreement and fails to remedy that
breach (if remediable) within thirty (30) days of

receipt of a notice from the other Party.

9.1.4  Smlouva bude ukoncena v piipadé, ze jedna
ze stran smlouvu porusi a nezjedna napravu (pokud je
to mozné) do tficeti (30) dnii po obdrzeni oznameni

druhé strany.

9.1.5  Sponsor may terminate this Agreement at any
time upon thirty (30) days written notice to

Institution/Investigator.

9.1.5 Zadavatel muize kdykoli ukonit tuto

smlouvu po tficeti (30) dnech od pisemného

oznameni zdravotnickému zatizeni/zkousejicimu

9.2 Consequences of termination

9.2 Dusledky ukonceni

9.2.1 the effective date of

(M

termination, the Institution and the Investigator shall:

Upon

9.2.1 (1) V  den  ucinnosti  ukonceni

zdravotnické zafizeni a zkousejici:

(a) stop the recruitment of Study Participants; | (a) zastavi nabor U¢astnikt studie; a
and
(b) cease, to the extent medically and ethically | (b) zastavi, v rozsahu, v némz je to 1ékaisky a

permissible, any Study procedure; and

eticky ptipustné, jakékoli procedury studie; a

(c)

refrain from incurring additional costs; and

(c)

zdrzi se generovani dalSich nakladu; a

(d)

by Sponsor including unused medicines provided

return any Materials or Equipment provided

under Section 4 (“Materials and Equipment”);

vrati  vesSkeré

(d)

poskytnuté zadavatelem vcetné nepouzitych 1éku

materialy a  vybaveni

poskytnutych podle bodu 4 (,,materidly a vybaveni*);

unless otherwise under the

(e)

Regulations, return the documentation related to the

required

Study (with the exception of the source documents /

medical records of Study Participants).

(e)

jinak, vrati dokumentaci souvisejici se studii (s

pokud neni pravnimi pfedpisy pozadovano

vyjimkou  zdrojovych  dokumentl/zdravotnich

zédznamu ucastnikd studie).
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2

have any retention right with respect to the materials,

The Institution and the Investigator do not

medicines and the documentation which must be

returned under Section 9.2.1 (1) (d) and (e) above.

2

pravo zadrzovat materialy, 1éky a dokumentaci, které

Zdravotnické zafizeni a zkouSejici nemaji

musi byt vraceny podle bodu 9.2.1 (1) (d) a (e) vyse.

9.2.2  If this Agreement is terminated prematurely
the amounts paid or payable under Section 11 below
shall be prorated, as detailed in Annex 1, based on the
work duly performed in accordance with the Protocol.
The Institution shall promptly return any funds paid

but not due under this provision.

9.2.2 Je-li tato smlouva ukonCena pied¢asné,
Castky zaplacené nebo splatné podle bodu 11 nize
budou pomérné sniZeny, jak je uvedeno v Priloze 1,
a to na zaklad¢ prace provedené fadn¢ a v souladu s
protokolem. Zdravotnické zafizeni neprodlené vrati

uhrazené, ale neopravnéné castky podle tohoto

ustanoveni.

9.2.3  Ifthe Agreement is terminated under Sections
9.1.2 (a), (b), (d) through (f) and 9.1.3, the Sponsor
shall pay all third party costs incurred in accordance
with this Agreement prior to the effective date of
termination and falling due for payment up to or, if
non-cancellable, after the effective date of
termination. No additional compensation shall be

payable to Institution or Investigator.

9.2.3  Je-li smlouva ukoncena podle bodu 9.1.2 (a),
(b), (d) az (f) a 9.1.3, zadavatel uhradi veskeré
naklady vzniklé tfetim osobam v souladu s touto
smlouvou do data uc¢innosti ukonceni, které budou
splatné do dne ukonceni, a pokud budou nezrusitelné,
i pokud budou splatné po dni ukonéeni. Zadné dalsi
odskodnéni nebude zdravotnickému zatfizeni ani

zkousejicimu vyplaceno.

9.2.4  Provisions which, by their nature, shall
continue to apply after the term of this Agreement
shall survive expiry or termination of this Agreement:
including., Sections 5 (Publication), 6 (Monitoring,
Audits and Inspections), 7 (Confidentiality), 8
(Intellectual Property), 10 (Indemnification and
Insurance), 12 (Record and Data Keeping), 13 (Data
Protection), 19 (Governing Law and Jurisdiction), and

20.5 (Publicity).

9.2.4  Ustanoveni, ktera ze své podstaty zistavaji v
platnosti i po ukonéeni smlouvy, zlistanou v platnosti,
a to 1 po vyprSeni ¢i ukonceni smlouvy: vcetné
ustanoveni 5 (Publikace), 6 (Monitorovani, audity a
inspekce), 7 (Duvérnost informaci), 8 (DusSevni
vlastnictvi), 10 (Odskodnéni a pojisténi), 12 (Zaznam
a uchovavani dat), 13 (Ochrana osobnich udaju), 19

(Rozhodné pravo a jurisdikce) a 20.5 (Publicita).

10. Indemnification and Insurance

10. Odskodnéni a pojiSténi

10.1  The Sponsor shall secure and maintain in full
force and effect insurance in accordance with section

52 (3) letter f) of Act No. 378/2007 Coll., on

10.1  Zadavatel uzavie a bude v plné platnosti a
udinnosti zachovavat pojisténi, dle § 52 odst. 3 pism.

f) zédkona ¢. 378/2007 Sb., o 1éCivech, v platném
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Pharmaceuticals, as amended which covers its

liability in accordance with the Regulations.

znéni, které kryje jeho odpovédnost v souladu

s pravnimi piedpisy.

10.2  The Institution and the Investigator shall
secure and maintain in full force and effect insurance
in accordance with Section 45(2)(n) of Act No.
372/2011 Coll. on Medical Services which covers
appropriately their liability vis-a-vis the Sponsor
under this Agreement. Upon Sponsor’s request,

Institution and the Investigator shall provide evidence

of their respective insurance.

10.2  Zdravotnické zafizeni a zkouSejici uzavie a

bude vplné platnosti a ucinnosti zachovavat
pojisténi, v souladu s § 45 odst. 2 pism. n) zédkona
¢. 372/2011 Sb., o zdravotnich sluzbach, které
nalezit¢ kryje jejich odpovédnost vici zadavateli

podle této smlouvy. Na zadost zadavatele

zdravotnické zafizeni a zkouSejici poskytnou diikaz o

jejich vlastnim pojisténi.

10.3  Subject to the provisions in Section 10.4,

Sponsor shall indemnify and hold harmless
Institution/Investigator, its employees, officers, and
directors from and against any Study Participant
claims, liabilities, losses, demands, causes of action,
judgments, settlements and expenses (including, but
not limited to, reasonable legal fees and court costs)
(each a “Claim”) for injury, including death, directly
sustained as a result of administration of the Study
Drug in accordance with the terms of the Protocol or
any procedures required by the Protocol and this
Agreement; provided, however, that a) Sponsor shall
have no such obligation with respect to Claims arising
from an Institution/Investigator’s negligence or willful
misconduct in connection with the Study, breach of
this Agreement or the Protocol and b) the Institution
shall enable the Sponsor to participate in the
disposition of such Claim, including choice of counsel

any investigation, trial, defense or settlement.

Podle ustanoveni vbodé 10.4 =zadavatel

bude

10.3

odskodni a chréanit zdravotnické

zatizeni/zkousejiciho, jejich zaméstnance, ufedniky a
feditele pred a proti vSem  stiznostem,
odpovédnostem, ztratam, narokiim, soudnim fizenim,
rozsudkim, vyrovnanim a vydajim (zejména
pfiméfenym pravnim poplatkim a soudnim
nakladtim) tcastnikl studie (kazdy samostatné jako
Hdrok™) za ijmu véetné smrti pfimo utrpénou jako
dasledek podani hodnoceného 1écivého pfipravku
v souladu s podminkami protokolu nebo jakychkoli
postupit pozadovanych protokolem a touto smlouvou,
ale za predpokladu, Ze a) zadavatel nebude mit
zadnou takovouto povinnost tykajici se naroku
opomenuti nebo

vyplyvajicich z umyslného

pochybeni  zdravotnického  zafizeni/zkousejiciho

v souvislosti se studii, poruseni této smlouvy nebo

protokolu a b) zdravotnické zafizeni umozni

zadavateli se podilet na vyfizeni takovéhoto naroku

véetné vybéru pravniho zastupce, jakéhokoli

vySetfovani, soudniho fizeni, obhajoby nebo

vyrovnani.

10.4  Institution/Investigator shall indemnify and

hold harmless Sponsor, its Affiliates and their

10.4  Zdravotnické zatfizeni/zkousejici odskodni a

bude chranit zadavatele, jeho pobocky a jejich
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respective employees, officers and directors (the
“Sponsor Indemnitees”) from and against any and all
third party Claims relating to or arising out (i) the
negligence, fault, omission or improper conduct by
Institution, members of Study Team; (ii) failure of
Institution, members of Study Team to adhere to
Sponsor’s written recommendations and instructions
relative to the administration and use of any drug
substances involved in the Study (including but not
limited to the IMP) or to the terms and conditions of
the Protocol or agreed amendments hereto; (iii) failure
of Institution, members of Study Team to comply with
any Regulations, and (iv) breach of Institution,
members of Study Team representations, warranties
and covenants. Institution shall not be liable for
Claims to the extent such Claims are attributable to
Claims for which Sponsor is obligated to indemnify

pursuant to Section 10.3.

prislusné  zaméstnance, TUfedniky a Tfeditele

(,,odSkodnéné osoby zadavatele) pred a proti vSem

narokim  tfetich stran  souvisejicich s nebo
vznikajicich na zakladé¢ (i) nedbalosti, chyby,
opomenuti nebo neopravnéného jednani

zdravotnického zafizeni, ¢lent studijniho tymu; (ii)

nedodrzeni pisemnych doporuceni a pokynt
zadavatele souvisejicich spodanim a pouzitim
jakychkoli  1éCivych  latek  zahrnutych  ve

studii (zejména hodnoceného 1é¢ivého piipravku)
nebo podminek protokolu nebo odsouhlasenych
dodatki této smlouvy ze strany zdravotnického
zafizeni, Clent studijniho tymu; (iii) nedodrzeni
jakychkoli ~ pravnich  pfredpisi  ze  strany
zdravotnického zarizeni, clent studijniho tymu, a (iv)
poruseni prohlaseni, zaruk a ujednani ucinénych
zdravotnickym zafizenim ¢i €leny studijniho tymu.
Zdravotnické zafizeni nebude zodpovidat za naroky,
pokud tyto naroky lze prisoudit k naroktim, které je

zadavatel podle bodu 10.3 povinen odskodnit.

10.5  Each Party shall promptly notify the other
Party in writing of any Claim or potential Claim for
which such party may seek indemnification, but in no
event more than thirty (30) days after the Party seeking
indemnification has knowledge of the Claim or
potential Claim. Failure to provide timely notice shall
not negate the obligation of the other Party to
indemnify except to the extent that the delay in
notification resulted in additional damages or claims
to the Party seeking indemnification. The Parties
undertake not to settle any Claim or legal action nor
reach any amicable settlement without the prior
written consent of the other Parties if it means an
admission of liability of one of the Parties, with such

consent not being unreasonably withheld.

10.5  Kazda strana bude neprodleng, ale v zadném

pfipadé ne pozdéji nez tricet (30) dnl poté, kdy se
strana zadajici odSkodnéni dozvi o naroku nebo
potencialnim naroku, pisemné informovat druhou
stranu o kazdém naroku nebo potencialnim naroku, za

ktery tato strana muze zadat odskodnéni.

Neposkytnuti véasného oznameni nezrusi povinnost
druhé strany odskodnit s vyjimkou pfipadi, kdy
opozdéné oznameni bude mit za nasledek dalsi ijmy

nebo naroky vznesené proti strané¢ zadajici

odskodnéni. Smluvni strany se zavazuji, Ze bez

pfedchoziho  pisemného  souhlasu  druhych

smluvnich stran Zadnou Zalobu ¢&i narok

nevyporadaji ani nesjednaji smir, pokud by to

znamenalo pfijeti odpovédnosti jedné ze stran,
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pficemz takovy souhlas nesmi byt neodiivodnéné

odpiran.
11. Institution Compensation 11. Odména zdravotnického zarizeni
11.1  Compensation 11.1  Odména
11.1.1 In consideration of Institution’s and | 11.1.1 Zadavatel za sluzby zdravotnického zafizeni

Investigator’s services under this Agreement, the
Sponsor shall pay to the payee stated in Annex 1 a fee
per Study Participant as set out in the same Annex,

provided that the Investigator:

a zkousejiciho podle této smlouvy uhradi piijemci
uvedenému v priloze 1 pevnou castku za kazdého
ucastnika studie, jak je vymezena v téze ptiloze, za

predpokladu, ze zkousejici:

(a)

fully in accordance with the Protocol; and

evaluated the Study Participant concerned

dotéeného ucastnika studie vyhodnotil plné

(a)

v souladu s protokolem; a

(b)

accurately.

completed all related Case Report Forms

(b)

klinické zaznamy subjekti zadavateli.

presné vyplnilo a odeslalo vSechny pfislusné

11.1.2 If a Study Participant is withdrawn from the
Study in accordance with the Protocol, the amount
payable to the Institution/Investigator shall be prorated

as specified in Annex 1.

11.1.2 Pokud je ucastnik ze studie v souladu s
protokolem ptedCasn¢ vyrazen, Castka vyplacena
bude

zdravotnickému zazizeni/zkouSejicimu

pomérné snizena, jak je uvedeno v priloze 1.

11.1.3 All taxes, except Value Added Tax (VAT),

are included in the amounts stated in Annex 1. All

11.1.3 V c¢astkach uvedenych v priloze 1 jsou

zahrnuty veskeré dané, s vyjimkou dan¢ z ptidané

charges  and/or fees imposed by  the | hodnoty (DPH). Vsechny poplatky a/nebo vylohy

Investigator/Institution’s banks shall be solely for the | u¢tované bankou zdravotnického zafizeni ¢i

account of the Institution. zkousejiciho  pujdou  vyhradné na  vrub
zdravotnického zafizeni.

11.2  Invoices 11.2  Faktury

11.2.1 The invoicing will be based on the supporting | 11.2.1 Fakturace bude probihat na zakladé

documentation submitted by the Sponsor (or its
representatives) that will include the list of completed
Study wvisits and the number of individual
procedures/tests performed. Payments for the services

performed by the Institution Pharmacy must always be

podkladi pro vystaveni faktury dodanych
zadavatelem (nebo jeho zastupci), kde bude
vyznacen piehled uskutecnénych navstév subjekti
hodnoceni a pocty jednotlivych provedenych

vysetieni. Castky za sluzby provedené lékarnou
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listed separately from the other items in the supporting

documentation.  The Institution shall submit all
invoices under this Agreement and related documents
in electronic form to the Sponsor or (its
representative) for payment as specified in Annex 1.
The Sponsor (or its representatives) shall pay the
invoice no later than the due date. The invoice is

payable within 45 days from date of issue.

zdravotnického zatfizeni musi byt v podkladech k
fakturaci vzdy uvedeny oddélen¢ od ostatnich
Castek. Zdravotnické zafizeni vSechny faktury
vystavené na zakladé této smlouvy a predanych
podkladi predlozi zadavateli (nebo jeho zastupci)
v elektronické formé k proplaceni, jak je uvedeno v
priloze 1. Zadavatel (nebo jeho zastupci uhradi

fakturu nejpozdé€ji v den jeji splatnosti. Faktura je

splatna do 45 dnti ode dne vystaveni faktury

11.2.2 The Institution shall reference the Sponsor as
invoicee. The invoices shall be issued in accordance
with the applicable tax law (including VAT
requirements) and contain an accurate itemization of
all fees, supporting documentation and a Site invoice

reference number.

11.2.2 Zadavatel bude na fakturach oznacovan jako

fakturovana strana (invoicee). Faktury budou
vystavovany v souladu s platnym danovym zakonem
(vCetné pozadované DPH) a musi obsahovat piesny
rozpis vSech poplatktli, podklady a referencni Cislo

faktury centra.

11.3  Payments 11.3  Platby
11.3.1 Unless specified otherwise in Annex 1: 11.3.1 Neni-li v pFiloze 1 stanoveno jinak:
(a) payments shall be made quarterly upon | (a) platby budou poukazovany ctvrtletné po

receipt of an invoice in accordance with Section 11.2.1

and 11.2.2 above;

obdrzeni faktury v souladu s body 11.2.1 a 11.2.2

vyse;

(®)

missed a scheduled visit shall be made up to and

payments regarding Study Participants who

including the last visit in accordance with the Protocol.

(b)

planovanou navstévou, bude poukazéna za dobu do

odmeéna za ucastniky studie, kteti zmeskali

posledni navstévy, ktera jesté probéhla v souladu s

protokolem.

11.3.2 The Sponsor may withhold the payments (or
a part thereof) if the Investigator has not submitted the
Study data in accordance with this Agreement or the
Protocol. Final Payment, i.e. payment of the amounts
withheld, shall occur after database lock in accordance

with Annex 1 provided:

11.3.2 Zadavatel mize zadrzet platby (nebo jejich
Cast) v pripadé, ze zkouSejici neposkytne data v
souladu s touto smlouvou nebo protokolem.
Zaveérecny doplatek, tj. zadrzovana castka, bude
poukazan po uzamceni databaze v souladu s prilohou

1 za ptedpokladu, Ze:
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(a) the data provided by the Investigator are | (a) data poskytnutd zkousejicim jsou uplna a
complete and consistent; konzistentni;

(b) all related data queries are resolved; (b) vSechny dotazy k datim byly vyfeseny;

(c) the close-out visit of the Site has been | (c) probéhla uzaviraci navstéva v centru; a
completed; and

(d) the Institution or the Investigator has returned | (d) zdravotnické zatizeni nebo zkousejici vratili

any equipment, materials and unused medicines under

Section 9.2.1(d).

jakékoli vybaveni, materidly a nepouzité léky podle

bodu 9.2.1(d).

11.3.3 If there is any Protocol violation by Institution,
Investigator or Study Team is jeopardizing data
integrity or the safety of Study Participants payments
shall be made up to the Study Participant’s last visit
before the Sponsor or the CRO became aware of the
Protocol violation. This provision applies without
prejudice to the rights of the Study Participants under
this Agreement (including the Regulations) or the
Sponsor’s right to take recourse to any additional

remedy.

11.3.3 Pokud dojde k jakémukoliv jakékoliv poruseni

protokolu ze strany zdravotnického zafizeni,

zkousejiciho nebo studijniho tymu, ohrozujici
integritu dat nebo bezpecnost ucastnikd studie,
odmeéna bude poukazana za dobu do navstévy, po niz
se zadavatel nebo servisni organizace dozvédéli o
poruseni protokolu. Toto ustanoveni plati, aniz by tim
byla dotcena prava ucastnikd studie v ramci této
smlouvy (i v ramci pfedpist) nebo prava zadavatele

na pouziti dal§iho opravného prostiedku.

11.3.4. The Sponsor/CRO is obliged to apply for a
refund of any overpayments arising due to
providing erroneous supporting documentation by
the Sponsor/CRO or any of their representatives no
later than 2 months following the last payment made
in accordance herewith. The Sponsor/CRO
acknowledges that after this moment the Institution
is not obliged to return any overpayments, since
with respect to the method of invoicing the
Institution is in good faith with regard to the

acquired funds.

11.3.4. Vréaceni piipadnych preplatk, které
vzniknou dodanim chybnych podkladi k fakturaci
ze strany Zadavatele/servisni organizace Ci
jakéhokoliv jeho zastupce, je Zadavatel/servisni
organizace povinen/a uplatnit nejpozdéji do 2
meésicti ode dne uskute¢néni posledni platby dle
této smlouvy. Zadavatel/servisni organizace bere
na védomi, Ze po tomto okamziku neni
Zdravotnické zafizeni povinno vracet jakékoliv
preplatky, jelikoz vzhledem ke zplisobu fakturace
je Zdravotnické zafizeni v dobré vife k nabytym

finan¢nim prostiedkiim.
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11.3.5 Remuneration stated in this Article and
Annex 1 constitutes the only and sole method of
proper financial settlement between the Parties
hereto. The Sponsor hereby declares that they have
not concluded a separate agreement with the
Principal Investigator on remuneration for the
performance of the Study. The remuneration shall
be divided among the Institution, the Principal
Investigator and their study team after subtracting
costs pursuant to the internal guidelines of the

Institution.

11.3.5 Platby odmény uvedené v tomto ¢lanku a
ptiloze €. 1 pfedstavuji jediny a vylucny zpisob
fadného finanéniho vypofadani mezi smluvnimi
stranami. Zadavatel timto prohlasuje, ze neuzaviel
s Hlavnim zkouSejicim separatni smlouvu na
odménu za provedeni klinického hodnoceni.
Odména bude mezi Zdravotnické zafizeni a

Hlavniho zkousejictho a jeho studijni tym
rozdélena po odecteni nakladi podle vnitinich

predpist Zdravotnického zatizeni.

12. Record and Data Keeping

12. Zaznam a uchovavani dat

The Institution and the Investigator shall retain all
essential documents for the greater period of time
under the Regulations but not less than fifteen (15)
years after discontinuation or completion of the Study,
unless Sponsor provides written permission to dispose

of them earlier or notice requiring their longer

Zdravotnické zafizeni a zkousejici budou uchovavat
vSechny zakladni dokumenty po dobu stanovenou
predpisy, ne vSak méné nez patnact (15) let po
dokonceni nebo pred¢asném ukonceni studie, pokud

vvvvvv

likvidaci, ani oznameni vyZzadujici del§i uchovavani.

retention.
13. Data Protection 13. Ochrana osobnich udaji
13.1  Additional definitions 13.1 Dalsi definice

All capitalized terms used in this section, unless

specifically defined herein, are defined in the
Regulation on the protection of natural persons with

regard to the processing of personal data and on the

Vsechny definované terminy pouzité v tomto
ustanoveni, pokud zde neni konkrétn¢ definovano
jinak, jsou definovany v nafizeni o ochrané fyzickych

0sob v souvislosti se zpracovanim osobnich udajti a o

free movement of such data EU 2016/679 (the | volném pohybu téchto udaji EU 2016/679
“GDPR”). (“GDPR”).
(a) ,Applicable Data Protection Law*: any | (a) pravo rozhodné pro ochranu osobnich

applicable law, regulation, or other legal requirement

applicable in the Czech Republic, governing the

udajir’: vsechny ptislusné zakony, pravni predpisy

nebo jina zédkonna nafizeni , platné na tizemi Ceské

Protocol #FEDR-MF-002

Institution Fakultni nemocnice Ostrava_QB-27389 CTA_Bil | 04Sep2020_Site#702

Confidential

Page 30 of 53



017/0VZ/20/001-P

relationship between the Parties under the Agreement,
including, but not limited to the laws and regulations
of the European Economic Area and European Union
applicable in the Czech Republic that relate to the
processing of Personal Data including, but not limited
to, the GDPR and any legislation which amends, re-

enacts or replaces them.

republiky, fidici vztahy mezi smluvnimi stranami
podle této smlouvy, zejména zakony a pravni
predpisy Evropského hospodarského prostoru a
Evropské unie, které souviseji se zpracovanim
osobnich udaju, zejména GDPR a jakakoli legislativa,
ktera je dopliiuje, znovu vydava nebo nahrazuje,

platna na tizemi Ceské republiky.

(b)

information related to Study Participants that is

,»Coded Study Data‘: the personal and sensitive

transferred by the Institution or Study Team to
Sponsor. Before the transfer any information that
direct identification of the

allows Study

Participants(e.g. name, ID number) is replaced by a

code.

(b)

informace

.kodované studijni udaje’: osobni a citlivé

souvisejici s Gcastniky studie, které
zdravotnické zafizeni nebo studijni tym predava
zadavateli. Pred predanim se vSechny informace,
které umoziuji pfimé zjisténi totoznosti tcastnikl
studie (napf. jméno, identifikac¢ni Cislo), nahrazuji

kodem.

(c)

of the Institution, including the Study Team, as well as

~Personnel“: the personnel of the Sponsor and

contractors, employees, consultants, temporary

workers and agency workers of each Party, involved

in the performance of this Agreement.

zadavatele a

(c)

zdravotnické zafizeni, véetné studijniho tymu a také

persondl“:  personal

dodavatelé, zaméstnanci, konzultanti, docasni

pracovnici a pracovnici agentur kazdé ze smluvnich

stran, podilejici se na provadéni této smlouvy.

(d)

unauthorized access, acquisition, use, disclosure or

wSecurity Data Breach®: any potential

destruction of Personal Data in accordance with art. 33
GDPR..

(d)

potencialni neopravnény pfistup, ziskani, pouziti,

nporuSeni  ochrany udaju*“: jakykoli

zpiistupnéni nebo zniceni

podminek ¢l. 33 GDPR. .

osobnich udaji, za

13.2
Personal Data related to the Study

Obligations of the Parties in processing

13.2  Povinnosti smluvnich stran p¥i zpracovdani

osobnich udajii souvisejicich se studii

13.2.1
obtained in the context of the Study:

The Parties shall process Personal Data

(a) in accordance with the Applicable Data Protection

Law; and

(b) in accordance with the information security
standards accepted in the industry warranting the

confidentiality of Personal Data.

13.2.1 Smluvni strany budou zpracovavat osobni

udaje ziskané v souvislosti se studii:

(a) v souladu spravem rozhodnym pro ochranu

osobnich udajt; a
(b) v souladu se standardy informacni bezpecnosti
pfijatymi v daném oboru zarucujicimi divérnost

osobnich udaju.
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The Parties shall furthermore use the Personal Data
solely in accordance with the provisions of this

Agreement.

Smluvni strany navic budou pouzivat osobni udaje

pouze v souladu s ustanovenimi této smlouvy.

13.2.2 The Parties shall assist each other to ensure
compliance with the obligations defined in the

Applicable Data Protection Law.

13.2.2 Smluvni strany budou jedna druhé pomahat

za ucelem zajiSténi dodrzovani povinnosti

definovanych v pravu rozhodném pro ochranu

osobnich udaju.

13.2.3 The Parties shall take all the organizational

and information security measures which are
necessary to protect Personal Data processed under
this Agreement against accidental or unlawful
destruction, loss or damage and unauthorized or

unlawful disclosure, access or processing.

13.2.3 Smluvni strany pfijmou vSechna organizaéni
a informacni bezpeCnostni opatieni, ktera jsou
potiebnd  pro ochranu osobnich  udaju
zpracovavanych podle této smlouvy proti ndhodnému
nebo nezakonnému zniceni, ztraté¢ nebo poskozeni a
neopravnénému nebo nezdkonnému zpiistupnéni,

pristupu nebo zpracovani.

The Institution shall be considered Controller with
respect to the medical records and any Study
Participants Personal Data it processes according to
ActNo. 372/2011 Coll. on Medical Services, therefore
other than the Coded Study Data and Sponsor shall be
considered Controller with respect to the Coded Study
Data.

The Institution shall process the Coded Study Data for
the purposes of the Study, for only as long as required
under Regulations and following the written
instructions of the Sponsor, in accordance with the

Regulations.

Institution shall not engage a Processor for the
Processing of Coded Study Data or transfer the Coded
Study Data to a third country without Sponsor’s

written authorization.

Where Institution is required to Process Coded Study
Data differently than Sponsor’s instructions by

Regulations or, in its opinion, Sponsor’s instructions

Zdravotnické zafizeni je povazovano za spravce,
pokud jde o zdravotni zdznamy a veskeré osobni
udaje ucastnikil studie, které zpracovava na zakladé
zakona ¢. 372/2011 o zdravotnich sluzbach, tedy
mimo kodované studijnih tidaje, a zadavatel se
povazuje za spravce, pokud jde o kddovana studijni

data.

Zdravotnické zatizeni zpracovava kodované studijni
udaje pro ucely studie, pouze pokud to vyzaduji
pravni pfedpisy a pisemné pokyny zadavatele, v

souladu s témito predpisy.

Zdravotnické zatizeni nesmi bez pisemného souhlasu
zadavatele najmout zpracovatele pro zpracovani
kédovanych studijnich udajii ani prenaSet kddované
studijni udaje do treti zemé.

Pokud je od zdravotnického zatizeni pozadovano, aby

zpracovavalo kdédovana studijni data jinak nez podle

pokyni zadavatele, nebo podle jeho nazoru porusuji
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infringe Regulations, it shall immediately inform

instrukce zadavatele pravni ptredpisy, musi o tom

Sponsor. zadavatele neprodlené informovat.
13.3  Oversight of the Parties Personnel 13.3  Dohled nad persondlem smluvnich stran
13.3.1 The Parties shall ensure that their respective | 13.3.1 Smluvni strany zajisti, Ze jejich pfislusny

Personnel engaged in the Processing of Personal Data
and, where relevant, in developing tools and/or
functionalities that may be used for Personal Data
Processing, are informed of the confidential nature of
the Personal Data. The Parties shall ensure that such
confidentiality obligations survive the termination of

the Personnel engagement.

personal podilejici se na zpracovani osobnich tidaja a
pfipadné na vyvoji nastroji a/nebo funkcionalit, které
mohou byt pouzivany pii zpracovani osobnich udaju,
bude informovan o duvérné povaze osobnich udaji.
Smluvni strany zajisti, Ze tyto povinnosti ochrany

davérnosti pretrvaji po ukonceni zavazku personalu.

13.3.2 The Parties shall ensure that access to
Personal Data is limited to those Personnel performing

services in accordance with the Agreement.

13.3.2  Smluvni strany zajisti, ze ptistup k osobnim
udajum bude omezen pouze na ten personal, ktery

provadi sluzby v souladu se smlouvou.

13.4  Orders to transfer Personal Data, Security

Data Breach, Inspections and Audits

13.4  Prikazy pienosu osobnich udajii, poruseni

bezpecnosti udaju, inspekce a audity

13.4.1 Where the Institution or the Investigator
receives a request from a competent court or
administrative authority to transfer Personal Data
related to the Study, they shall: i) promptly notify the
Sponsor of such request; and ii) transfer the Personal
Data in a manner which ensures that appropriate

technical and administrative security measures to

protect confidentiality of Personal Data are in place.

13.4.1 Jestlize zdravotnickké zafizeni nebo

zkousejici dostanou Zadost od prislusného soudu
nebo spravniho organu predat osobni udaje
souvisejici s Gcasti ve studii: i) budou o této zadosti
neprodlen¢ informovat zadavatele; a ii) predaji
osobni udaje zplisobem, ktery zajisti, ze budou
uplatnéna nalezitd technickd a administrativni

bezpecnostni opatfeni pro ochranu davérnosti

osobnich udaju.

13.42 As soon as the Institution and/or the
Investigator becomes aware of a Security Data Breach,
in accordance with art. 33 GDPR, they shall notify the
Sponsor as soon as practicable, but no later than
twenty-four (24) hours and provide the Sponsor with
all the relevant information about the nature, scope as

well as the measures adopted. Immediately following

13.4.2 Jakmile se zdravotnické zafizeni a/nebo
zkousejici dozveédi o poruSeni bezpecnosti udaju,
v souladu s ¢l. 33 GDPR, musi to oznamit zadavateli,
jakmile to bude prakticky mozné, ale nejpozd¢ji do
dvaceti-Ctyt (24) hodin, a poskytnou zadavateli
vSechny relevantni informace o povaze, rozsahu a

pfijatych opatienich. Okamzit¢ po oznameni
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the notification to the Sponsor of a Security Data
Breach, the Parties shall coordinate with each other to
investigate the Security Data Breach. The Institution
and the Investigator agree to fully cooperate with the
Sponsor in the course of the investigation and for the
design and implementation of an adequate action plan,
in accordance with the Applicable Data Protection

Law.

zadavateli o poruseni bezpeCnosti udaji budou
smluvni strany navzajem koordinovat vySetiovani
poruseni bezpec¢nosti udaji. Zdravotnické zafizeni a
zkousejici souhlasi, Ze budou v pribéhu vysetfovani
a pfi vytvareni a zavadéni nalezitého akcniho planu
v souladu s pravem rozhodnym pro ochranu osobnich

udaji plné spolupracovat se zadavatelem.

13.4.3 Should a Supervisory Authority notify the
Institution or the Investigator about the start of an
inspection and/or audit, including visits to their
facilities, they should notify the Sponsor of this
immediately and in no case later than twenty-four (24)
hours, for the adoption of the appropriate measures, if
this affects the processing of Personal Data related to

the Study.

13.4.3 Jestlize dozorujici organ ohlasi
zdravotnickému zatizeni nebo zkousejicimu zahajeni
inspekce a/nebo audit, véetné navstev jejich zatizeni,
budou o tom okamzité a za zadnych okolnosti ne
pozdéji nez za dvacet-Ctyfi (24) hodiny informovat
zadavatele, aby byla pfijata nalezita opatieni, pokud
se to bude tykat zpracovavani osobnich udajl

souvisejicich se studii.

13.5  Requests to exercise privacy rights from | 13.5  Zdidosti o uplatnéni prdv na ochranu

Study Participants or other Data Subjects soukromi od ucastnikit studie nebo jinych subjektii
udajii

The Institution or Investigator shall immediately | Zdravotnické =zafizeni nebo zkouSejici budou

inform within a period of two (2) working days the
Sponsor about any request received from a Study
Participant, their legal representative or any other Data
Subjects to exercise their rights to access, object,
correct, or delete Personal Data held about him/her in
the context of the Study and in the terms of the
informed consent forms provided to the Study
Participants or privacy information provided to other
Data Subjects. The Institution or the Investigator shall
appropriately participate in handling any such request
with the reasonable

in accordance Sponsor’s

instructions.

okamzit¢ v prubéhu dvou (2) pracovnich dnu
informovat zadavatele o v§ech zadostech obdrzenych
od tucastnika studie, jeho zakonného zastupce nebo
jakychkoli jinych subjektti udaji uplatnit své pravo
mit pfistup k, vzndSet namitky, opravovat nebo
odstranovat osobni udaje, které jsou o ném
uchovavany v souvislosti se studii a podle ustanoveni
dokumenti informovaného souhlasu poskytovanych
ucastnikim studie nebo informaci o ochrané
soukromi poskytnutych jinym subjektim tdaja.
Zdravotnické zafizeni nebo zkouSejici se budou na
vyfizeni takové zadosti pfiméfené¢ podilet, a to

v souladu s pfiméfenymi pokyny zadavatele
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13.6  Personal Data regarding persons involvedin | 13.6  Osobni udaje tykajici se osob zapojenych do
the conduct of the Study provdadeéni studie
13.6.1 The Institution and the Investigator shall not | 13.6.1 Zdravotnické zafizeni nebo zkousejici

involve in the conduct of the Study Data Subjects who:

nebudou do provadéni studie zapojovat subjekty

udaju, které:

(a) did not authorize that their Personal Data

collected in the context of this Agreement are

processed, used and transferred as described above;

(a)

ziskané

nedaly svoleni, aby jejich osobni udaje

v souvislosti s touto smlouvou byly
zpracovavany, pouzivany a piedavany, jak bylo vyse

popsano;

(b)

under the Applicable Data Protection Law;

have not been informed about their rights

(b)

prava rozhodného pro ochranu osobnich udaji;

nebyly informovany o svych pravech podle

(c)

the Sponsor at the address under Section 14 in order to

have not been informed that they may contact

exercise their access, amendment and deletion rights

under the Applicable Data Protection Law; and

(©)

zadavatelem na adrese v bod¢ 14, aby uplatnily své

nebyly informovany, Ze se mohou spojit se

pravo mit pristup k, dopliiovat a odstrafiovat udaje
podle prava rozhodného pro ochranu osobnich udaji;

a

(d

data to the United States of America or any other

did not authorize the transfer of their personal

country outside the European Economic Area (EEA)
or Switzerland, while certain of those countries may
not offer the same level of protection in the sense of

the applicable legislation.

(d)

udaje do Spojenych stati americkych nebo do

neposkytly opravnéni predavat své osobni

jakékoli jiné zem&¢ mimo Evropsky hospodarsky
prostor (EHS) nebo Svycarsko, vzhledem k tomu, Ze
nékteré ztéchto zemi nemuseji nabizet stejnou

uroven ochrany ve smyslu pfislusné legislativy.

13.6.2 The Parties guarantee that any transfer of
Personal Data outside the European Economic Area
(EEA) or Switzerland shall be done lawfully and only
where permitted by the applicable law of the country
from which Personal Data is exported or based on any

other lawful mechanism of transfer.

13.6.2 Smluvni strany zarucuji, Ze jakykoli pfenos
osobnich udaji mimo Evropsky hospodatsky prostor
(EHS) nebo Svycarska bude provadén zikonné a
pouze tehdy, jestlize to povoluji pfislusné pravni
predpisy zemé, z niZ jsou osobni udaje exportovany
nebo zakladé vSech dalSich

na zakonnych

mechanisma pienosu.

14. Notices

14. Vyrozuméni

Protocol #FEDR-MF-002

Institution Fakultni nemocnice Ostrava_QB-27389 CTA_Bil | 04Sep2020_Site#702

Confidential

Page 35 of 53



017/0VZ/20/001-P

Any Notice under this Agreement shall be in writing
and considered sufficient if delivered personally, sent
by registered mail with return receipt, recognized
overnight courier service, or by telefax, addressed as

follows.

Jakékoliv vyrozuméni podle této smlouvy musi byt
vyhotoveno pisemné¢ a bude

bude-li

povazovéno za

dostatecné, doru¢eno osobné, zaslano
doporucené postou nebo na doru¢enku, renomovanou

kuryrni sluzbou ¢i faxem, a to na nasledujici adresu:

If to the Institution or the Investigator:

Zdravotnické zarizeni nebo zkousejici:

Fakultni nemocnice Ostrava, 17. listopadu 1790/5, 708
52 Ostrava-Poruba, Czech Republic

Fakultni nemocnice Ostrava, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Ceské republika

If to the Sponsor:

Zadavatel:

Celgene International S.a.r.1.

Rue du Pré-Jorat 14

2108 Couvet, Switzerland

Attention: Associate Director Site Contracts

With a copy to: Vice President, Legal Counsel, at the

Celgene International S.a.r.1L.

Rue du Pré-Jorat 14

2108 Couvet, Svycarsko

k rukam: Associate Director Site Contracts

S kopii pro: Vice President, Legal Counsel (na tutéz

same address. adresu)
15. Relationship between the Parties 15. Vztahy mezi stranami
15.1  Nothing herein shall be construed as creating | 15.1  Zadné z ustanoveni uvedenych v této

any partnership, joint venture, employment or a
relationship of principal and agent between the
Sponsor, on one hand, and the Institution and the
Investigator, on the other hand. The Parties also
acknowledge that the Investigator is an employee of

the Institution.

smlouvé nelze vykladat v tom smyslu, Ze by

zakladalo partnerstvi, spolecny podnik,
pracovnépravni vztah nebo vztah zastoupeni mezi
zadavatelem na strané¢ jedné a zdravotnickym
zafizenim a zkousSejicim na strané druhé. Smluvni
strany zaroven berou na védomi, Zze zkousSejici je

zaméstnancem zdravotnického zafizeni.
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15.2  Neither Party has the authority to bind the

other, nor the other’s representatives.

152  Zadna ze stran nema pravomoc zavazovat

druhou, a to ani jeji zastupce.

16. Assignment and delegation of | 16. Postoupeni a delegovani povinnosti
responsibilities
16.1  The Institution and the Investigator may not | 16.1  Zdravotnické zafizeni a zkouSejici nesmé;ji

assign their rights or obligations under this Agreement

without the Sponsor’s prior written consent.

postoupit sva prava ani zavazky podle této smlouvy
jiné osobé bez ptredchoziho pisemného souhlasu

zadavatele.

16.2  Unless provided otherwise in this Agreement,
the Institution and the Investigator shall not delegate
any of their responsibilities under this Agreement to a
third party or a subcontractor without the Sponsor’s
prior written consent. Notwithstanding, the Institution

shall remain fully liable to the Sponsor for any acts of

omissions of the third party or subcontractor,

16.2  Nestanovi-li tato smlouva jinak,
zdravotnické zafizeni a zkousSejici nesméji delegovat
zadnou ze svych povinnosti podle této smlouvy na
tfeti osobu nebo subdodavatele vcetné jakéhokoli
poruseni povinnosti obsazenych v této smlouve
a/nebo poruseni prislusnych pravnich ptedpist,

zejména prava rozhodného pro ochranu osobnich

including any non-compliance of the obligations | daji  bez pfedchoziho pisemného souhlasu
included in this Agreement and / or the infringement | zadavatele.

of the Applicable Law, including, but not limited to the

applicable data protection laws without the Sponsor’s

prior written consent.

16.3  This Agreement shall inure to the benefit of | 16.3  Tato smlouva bude slouzit ku prospéchu

Sponsor’s Affiliates, successors and assignees.

pobocek, pravnich nastupcti a zmocnéncu zadavatele.

17. Force Majeure

17. Vyss§i moc

17.1  Any Party which fails to perform this
Agreement as a result of Force Majeure (as defined
below) shall not be held liable for breach of contract if

that Party:

17.1 Strana, kterd nebude schopna tuto smlouvu
plnit v dusledku zasahu vyssi moci (jak je tato
definovana dale), nenese odpovédnost za porusSeni

smlouvy, pokud tato strana:

(a)

about its inability to perform this Agreement; and

informs the other Party as soon as possible

(a)

smlouvu co nejdfive stranu druhou; a

informuje o své neschopnosti plnit tuto
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(®)

minimize the effect of the Force Majeure.

takes all reasonable precautions in order to

(b)

ucinek vyss$i moci minimalizovala.

pfijme veskera pfiméfend opatfeni, aby

17.2  For the purposes of this Agreement, “Force
Majeure” shall mean any event beyond the reasonable
control of the non-performing Party which makes the
performance of this Agreement impossible or
excessively onerous (such as but not limited to strikes,
lockouts, riots, war, fire, floods, storms, earthquakes,

measures taken by public authorities).

17.2  Pro Gcely této smlouvy znamena ,,vy$si moc”
jakoukoli udalost, ktera je mimo rozumnou kontrolu
neplnici strany, a kterd znemoziiuje nebo neimérné
komplikuje plnéni této smlouvy (jako naptiklad,
nikoliv vSak vylu¢né stavky, vyluky, nepokoje, valka,
pozér, povodné, vichfice, zemétieseni Ci opatfeni

organt vefejné spravy).

18. Waiver

18. Vzdani se prav

The fact that a Party does not exercise or enforce a
right under this Agreement or the Regulations shall not

amount to a waiver of that right.

Skute¢nost, ze néktera strana neuplatni nebo

nevymaha pravo, jez ji nalezi podle této smlouvy

nebo predpist, neznamena, Ze by se tohoto prava

settle amicably any dispute related to this Agreement.

vzdala.
19. Governing law and jurisdiction 19. Rozhodné pravo a jurisdikce
19.1 This Agreement shall be governed by the laws | 19.1  Tato smlouva se ¥idi pravnim fadem Ceské
of the Czech Republic. republiky.
19.2  The Parties shall use reasonable efforts to | 19.2  Strany vynalozi pfiméfené usili ke smirnému

vyfeseni jakychkoli sport tykajicich se této smlouvy.

19.3  Any dispute which the Parties cannot settle
amicably in accordance with Section 19.2 above shall

be submitted to the competent courts in the Czech

19.3  Jakékoli spory, které strany nedokazi vyfesit
smirn¢ v souladu s pfedchozim bodem 19.2, budou

predlozeny piislusnym soudim v Ceské republice.

Republic.
20. Miscellaneous 20. Riizné
20.1  Severability 20.1  Oddélitelnost

The invalidity of any provision of this Agreement shall
in no way affect the validity of any other provision of

this Agreement.

Neplatnost jakéhokoli ustanoveni této smlouvy nijak

neovliviiuje platnost ostatnich jejich ustanoveni.
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20.2  Entire Agreement - Amendments 20.2  Uplnost smlouvy a dodatky
20.2.1 This Agreement constitutes the entire contract | 20.2.1 Tato smlouva piedstavuje uplnou dohodu
between the Parties and replaces any prior related | mezi stranami a nahrazuje veSkera predchozi

agreement between the Parties on the subject matter
and supersedes all prior negotiations, contracts,
agreements and understandings, whether oral or

written, relating to the Studies.

souvisejici ujednani mezi stranami tykajici se
predmétu a nahrazuje vSechna ptedchozi jednani,
smlouvy a dohody, at’ uz Gstni nebo pisemné, tykajici

se studii.

20.2.2 Any amendments, alterations or variations to
this Agreement shall be binding if and only if put in

writing and  signed by duly authorized

representative(s) of the Parties.

20.2.2 Veskeré dodatky, zmény nebo Upravy této
smlouvé budou zavazné jen tehdy, pokud jsou
vyhotoveny pisemné a podepsany fadné opravnénym

zastupcem (y) stran.

20.3.  Execution format

20.3.  Zpisob podpisu

Signatures to this Agreement transmitted by facsimile
or captured via portable document format (.pdf) shall
have the same effect as the physical delivery of the
paper document bearing original signatures by their

duly authorized representatives as of the Effective

Podpisy této smlouvy sdilené prostiednictvim faxu

nebo zachycené ve formatu

,,Portable Document Format® (.pdf), budou mit stejné
pravni ucinky jako fyzické doruceni vytisténého

originalu smlouvy, ktery obsahuje vlastnorucni

Date. podpisy opravnénych zastupct stran u¢inéné k Datu
ucinnosti.
20.4  Counterparts and language versions 20.4  Stejnopisy a jazykova verze

The Parties hereby agree that this Agreement may be

executed in three counterparts and all such
counterparts shall constitute one agreement, binding
upon each Party. This Agreement has been drawn up
in Czech and English. In case of any inconsistency
between these language versions, the Czech version of

the Agreement shall prevail over English

Smluvni strany timto souhlasi, Ze tato smlouva miize
byt vyhotovena ve tiech stejnopisech a kazdy takovy
stejnopis bude tvorit jednu smlouvu zavaznou pro
kazdou smluvni stranu. Smlouva je sepsana v ¢eském
a anglickém jazyce, ptiCemz v piipadé rozporu obou
ma Ceska verze

jazykovych verzi, této smlouvy

prednost pred verzi anglickou.

20.5  Publicity

20.5 Publicita

Institution agrees, and shall ensure that members of

Study Team agrees not use the name, logos, marks or

Zdravotnické zafizeni souhlasi a zajisti, ze Clenové

studijnich tyma budou souhlasit, ze bez predchoziho
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trade names of the Sponsor (or its Affiliates)
including, without limitation, in any press release or
oral or written public announcement, or in the
promotion of any product, work performed under this
Agreement or the relationship between the Parties
created by it without the prior written consent of
Sponsor. Nothing shall prevent Institution, nor
Investigator, from complying with its obligations
under public health laws to report information to
competent safety or health authorities. The obligations
in this section shall survive expiration or termination

of the Agreement.

pisemného souhlasu zadavatele nepouziji jméno,
loga, znacky nebo obchodni znamky zadavatele (nebo
jeho pobocek) zejména v zadné jim/jimi vytvorené
tiskové zpraveé nebo tstnim nebo pisemném vefejném
oznameni nebo pfi propagaci jakéhokoli produktu,
prace provedené podle této smlouvy nebo na zakladé
vztahu vzniklého mezi smluvnimi stranami. Nic
nezabrani zdravotnickému zafizeni ani zadavateli
dodrzovat své povinnosti podle pravnich predpist o
hlaSeni informaci

vefejném zdravi tykajici se

kompetentnim bezpecnostnim nebo zdravotnim

ufadim.  Povinnosti v tomto bodé =zdstanou v

ucinnosti po vyprseni platnosti nebo ukonceni této

smlouvy.

Confidential

Institution Fakultni nemocnice Ostrava_QB-27389 CTA_Bil | 04Sep2020_Site#702
Protocol #FEDR-MF-002

Page 40 of 53



017/0VZ/20/001-P

Executed by the authorised representatives of the

Parties:

Podepsano opravnénymi zastupci stran:

ICON CLINICAL RESEARCH LIMITED

in the name of / jménem

CELGENE INTERNATIONAL II SARL

Signature / Podpis:

FAKULTNi NEMOCNICE OSTRAVA

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

INVESTIGATOR / ZKOUSEJICI

Signature / Podpis:

Title / Position:

Date / Datum:

Name / Jméno:

Title / Funkce:

Date / Datum:
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ANNEX 1 PRILOHA 1
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