POST-AUTHORISATION STUDY
AGREEMENT

SMLOUVA O PROVEDENI POREGISTRACNI
STUDIE

For Protocol CC-10004-PSOR-013
APPRECIATE™ (APREmilast ClinlcAl Treatment
Experience in psoriasis): A Multi-center,
Retrospective Observational Study of Real-World
Experience of Psoriasis Patients Treated with

Apremilast in Clinical Dermatology Practice.

Pro protokol CC-10004-PSOR-013
APPRECIATE™ (APREmilast ClinlcAl Treatment
Experience in psoriasis, zkuSenosti S 1é¢bou
apremilastem u lupénky v Klinické praxi):
multicentricka, retrospektivni observaéni studie
realnych zkusenosti pacienti s lupénkou lé¢enych

apremilastem v klinické dermatologické praxi.

This post-authorisation study agreement (hereinafter,
the “Agreement”) is by and between:

Tato smlouva o provedeni poregistra¢ni studie (dale

,»Smlouva”), byla uzaviena mezi témito stranami:

Celgene International II Sarl, a limited liability
company organized under the laws of Switzerland,
having its principal office at Rue de Pré-Jorat 14,
2108 Couvet, Switzerland (hereinafter the

“Sponsor”).

For the purposes of the signature of this Agreement,
the Sponsor is represented by Kantar GmbH, a
company organized under the laws of Germany having
its prinicpal office at Landsberger Stral3e 284, 80687
Munich, Germany (hereinafter, the ,,CRO*). Kantar
GmbH is represented by its managing directors and/ or
employees having the official signature authority to
sign. Both are filed and published with the German

commercial register.

Celgene International II Sarl, spolecnost s ru¢enim
omezenym ziizena podle Svycarskych pravnich
predpist s hlavnim sidlem Rue de Pré-Jorat 14, 2108

Couvet, Svycarsko (déle jen ,,zadavatel ©).

Zadavatel je pouze pro ucely podpisu této smlouvy
zastoupen spolec¢nosti Kantar GmbH, ziizenou podle
némeckych pravnich pifedpist, Shlavnim sidlem
v Landsberger Stralie 284, 80687 Mnichov, Némecko
(dale ,servisni organizace”). Spolecnost Kantar
GmbH je zastoupena jejimi jednateli a / nebo
zaméstnanci s oficidlnim podpisovym opravnénim.
Tyto jsou ulozeny a zvefejnény v némeckém

obchodnim fejstiiku.

AND

Nemocnice Pardubického kraje, a.s.
Kyjevska 44
532 03 Pardubice, Czech Republic

represented by: [N N REEEEEEE
chairman of the board and || G

Il member of the board.

Nemocnice Pardubického kraje, a.s.
Kyjevska 44
532 03 Pardubice, Ceské republika

zastoupena: [ NN
predsedou piedstavenstva  a ||| KGTKTKcNcNGNGNGEG
_, ¢lenem predstavenstva.
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ID: 275 20 536

TIN: CZ275 20 536

Bank account: | Gz G
account number: | . Registered in the

Commercial Register kept by the Regional Court in
Hradec Kralové, Section B, File 2629

(hereinafter the “Institution”);

1CO: 275 20 536

DIC: CZ275 20 536

Bankovni spojeni: _,
¢. uctu: _ Zapsana v obchodnim
rejstiiku, vedeném Krajskym soudem v Hradci
Kralové oddil B, vlozka 2629

(dale ,,zdravotnické zaiizeni’);

AND

a

I «<oni oddéleni, Nemocnice

Pardubického kraje, a.s., Kyjevska 44, 532 03
Czech the

“Investigator”);

Pardubice, Republic, (hereinafter

I <o n oddéleni, Nemocnice

Pardubického kraje, a.s., Kyjevska 44, 532 03

Pardubice, Ceska republika (dale ,zkousejici);

individually or collectively, as the case may be,

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

Jednotlivé nebo piipadné spolecné dale ,,strana”

nebo ,,strany ”.

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

that they be referred to jointly.

Zdravotnické zatizeni a zkousSejici jsou dale spole¢né
oznacovani jako ,,zdravotnické zavizenilzkouSejict”,
pokud z kontextu vyplyva, ze se odkazuje na oba

spole¢né.

This Agreement is valid as of the last date of signature
below (the ,,validity date“) and effective by entering
into the Contract Register (the “ Effective Date”).

Tato smlouva vstupuje Vv platnost ke dni posledniho
podpisu nize (dale ,,datum platnosti) a v u¢innost

vloZzenim do registru smluv (dale ,,datum iiéinnostic).

WHEREAS

VZHLEDEM K TOMU, ZE

€)) The Sponsor conducts business in the
development of therapeutic products, compounds, and

reagents;

@) zadavatel podnika ve vyvoji 1éCivych

pripravkd, latek a ¢inidel;

(b)

acquired expertise in the conduct of clinical trials, and

The Institution and the Investigator have

laboratory test evaluations; they have appropriate

facilities for the performance of those activities;

(b)

odborné znalosti v provadéni klinickych hodnoceni a

zdravotnické zafizeni a zkouSejici maji

hodnoceni  laboratornich testi a  disponuji

odpovidajicim vybavenim pro vykon téchto ¢innosti;
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(c) Sponsor has the intention to conduct clinical
studies in the areas of pharmaceutical and biological

research in the interest of the Sponsor;

(© zadavatel ma zamér provadét klinicka

hodnoceni v oblastech farmaceutického a

biologického vyzkumu v zajmu zadavatele;

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

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

Investigator to conduct a post-authorisation study with
Protocol number CC-10004-PSOR-013 (hereinafter,
the “Study”) in accordance with the following
protocol: APPRECIATE™ (APREmilast ClinIcAl
Treatment Experience in psoriasis): A Multi-
center, Retrospective Observational Study of Real-
World Experience of Psoriasis Patients Treated

with Apremilast in Clinical Dermatology Practice.

The Study should be carried out at the following

workplace of the Institution: Kozni oddéleni,

Nemocnice Pardubického kraje, a.s., Kyjevska 44, 532

03 Pardubice, Czech Republic under the supervision

zkousejiciho o realizaci poregistra¢ni studie s ¢islem
protokolu CC-10004-PSOR-013 (dale ,,studie™), a
tov S nasledujicim

APPRECIATE™ (APREmilast

Treatment Experience

souladu protokolem:
ClinlcAl
in psoriasis, uSenosti

s 1é¢bou apremilastem  lupénky v klinické
praxi): multicentricka, retrospektivni observaéni
studie realnych zkuSenost pacienti Slupénkou
1ééenych apremilastem v klinické dermatologické
praxi. Studie by méla byt provedena na pracovisti
zdravotnického zafizeni: Kozni oddéleni, Nemocnice

Pardubického kraje, a.s., Kyjevska 44, 532 03

of the Investigator: Pardubice, Ceska republika pod vedenim
zkousejiciho;
® Kantar GmbH is a contract research | (f) Kantar GmbH je smluvni vyzkumna

organization principally engaged in the management,
on behalf of pharmaceutical companies, of clinical
trials and post-authorisation studies, and other related

Services;

organizace, jejiz hlavni ¢innosti je tizeni klinickych a

poregistracnich studii jménem farmaceutickych

spolec¢nosti, a realizace dalSich souvisejicich sluzeb;

)

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;

(@)

organizaci smluvné povéfil, aby jménem zadavatele

strany berou na védomi, Ze zadavatel servisni

vykonavala nékteré funkce a ¢innosti souvisejici S

povinnostmi zadavatele v ramci studie;

(h)
appointed as Legal Representative under article 19 of
the EU Directive 2001/20/EC, Celgene Europe B.V.

The Parties acknowledge that Sponsor has

(h)

pravnim zastupcem podle ¢lanku 19 smérnice EU

strany berou na védomi, ze zadavatel svym

2001/20/ES jmenoval firmu Celgene Europe B.V. se
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having its principal office at Winthontlaan 6 N, 3526
KV Utrecht, The Netherlands.

sidlem Winthontlaan 6 N, 3526 KV Utrecht, The
Netherlands.

IT ISHEREBY AGREED AS FOLLOWS:

STRANY SE DOHODLY TAKTO:

1. Definitions

1. Definice

11

defined for the purpose of this Agreement as follows:

In addition, the following terms shall be

11 Kromé¢ toho jsou pro ucely smlouvy

definovany nasledujici pojmy takto:

(@ ,,EU“: The European Union.

(@ ,,EU*“: Evropska unie.

(b)

product Apremilast (Otezla®) which is already

“Study Product” (or “SP”): the pharmaceutical

approved by the European Medicines Agency (EMA)
for the treatment of moderate to severe chronic plaque
psoriasis in adult patients who failed to respond to or
who have a contraindication to, or are intolerant to
other systemic therapy including cyclosporine,
methotrexate or psoralen and ultraviolet-A light

(PUVA), but under further study as per EMA decision.

(b)

Apremilast (Otezla®) je jiz schvalen Evropskou

»hodnoceny [é¢ivy pFipravek. ptipravek
agenturou pro 1éCivé piipravky (EMA) pro lécbu
stredné t¢zké az t¢Zké chronické loZiskové psoridzy u
dospélych pacientli, ktefi neodpovidali na jinou
systémovou terapii, véetné cyklosporinu,
methotrexatu nebo kombinace psoralenu a UVA
zéteni (PUVA), ale i nadale pfedmétem dalS§iho

sledovani dle rozhodnuti EMA.

(c) “Study Team”: Institution’s investigational
staff, including Investigator, employees, contractors,

consultants, temporary workers and agency workers

(c) ,.Studijni tym*: Vyzkumny tym

zdravotnického  zafizeni vCetné  zkousSejiciho,

zaméstnancti, dodavateld, konzultantli, docasnych

pracovnikil a pracovnikti agentur

(d)

mentioned in recital (e) as approved by the competent

“Protocol”: the latest version of the protocol

authority and ethics committee.

verze

(d)

uvedend v bodé (e) preambule, tak jak byla schvalena

»protokol“:  nejnovéjsi protokolu

piisluSnymi organy a etickou komisi.

(e) “Regulations”: any legislation, regulation,
guidelines or code of conduct which applies to the
conduct of the Study (for example, any legislation
transposing into national law of the EU Directives
2001/20/EC and 95/46/EC), including the Act no.

378/2007 Coll., Act on pharmaceuticals and on

() ,.pitedpisy: veskeré pravni predpisy, natizeni,
smérnice a kodexy chovéni, které se vztahuji na
jakékoli
implementujici do narodniho prava smérnice EU
2001/20/ES a 95/46/ES) véetn¢ Zakona ¢. 378/2007

Sb., zdkon o 1éCivech a o zmeénach néckterych

realizaci studie (naptiklad predpisy
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amendments to some related acts and the SIDC Decree
UST-35 (Version 2).

souvisejicich zdkont a pokynu SUKL UST-35 (verze
2).

(f) “Site™
Pardubického kraje, a.s., Kyjevska 44, 532 03
Pardubice, Czech Republic, where the Investigator

Kozni oddé€lenti, Nemocnice

conducts the Study under this Agreement.

(fH ,centrum*: Kozni oddéleni, Nemocnice
Pardubického kraje, a.s., Kyjevska 44, 532 03
Pardubice, Ceska republika, 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.

2. Conduct of the Study and Compliance 2. Realizace studie a dodrZovani predpisi
2.1 Conduct of the Study 2.1 Realizace studie

2.1.1  The Investigator shall use his or her best | 2.1.1  ZkouS$ejici vynalozi maximalni usili k

efforts to include the number of Study Participants
specified in Annex 1 and to complete the Study in

accordance with the timelines.

zafazeni U¢astnikd studie v po¢tu uvedeném v priloze
1 a k dokonceni studie v souladu s casovym

harmonogramem.

2.1.2

Participants in addition to the number of Study

The Institution/Investigator may enroll 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 zatizeni/zkouSejici je
opravnéno/én zafadit ucastniky studie nad ramec
poctu Gcastnika studie uvedeny v piiloze 1, pokud o
tom zdravotnické zafizeni nebo zkousSejici pied
zatazenim dodate¢nych ucastnikli studie pisemné
informovali zadavatele a ten zafazeni dodate¢nych

ucastniki studie neodmitl.

2.1.3

Participant (and/or their legal representatives) will, in

The Investigator ensures that the Study

accordance with Regulations, be duly informed and
give his/her written informed consent prior to the

Study Participant’s participation in the Study.

2.1.3  Zkousejici zajisti, aby byl ucastnik studie
(a/nebo jeho zakonny zastupce) v souladu s pravnimi
predpisy nalezit¢ informovan a aby pied zahajenim
ucasti vstudii udélil svlij pisemny informovany

souhlas.

2.1.4  The Institution/Investigator shall immediately
cease the enrollment of Study Participants upon the

Sponsor’s request.

2.1.4  Zdravotnické zafizeni/zkouSejici na zadost
zadavatele zatfazovani UcCastnikti studie okamzité

ukondi.
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2.1.5.

accordance with the Regulations, the Protocol, and the

The Parties shall conduct the Study in

Sponsor’s instructions.

2.15. Strany jsou povinny studii realizovat v
souladu s predpisy, protokolem a pozadavky
zadavatele.

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 zafizeni budou hlasit
nezddouci ptihody vzniklé v souvislosti se studii v
souladu s protokolem a piedpisy. Pokud ptedpisy
pozaduji, zavazné nezadouci piihody budou hlasit

prislusné etické komisi.

The shall

pseudonymize the data transferred to the Sponsor

Institution and the Investigator

under this Agreement so as to ensure that the Sponsor
cannot identify any related Study Participant.

Zdravotnické zafizeni a zkouSejici budou z dat
predavanych zadavateli na zakladé této smlouvy
odstraniovat osobni udaje, aby zadavatel nemohl

identifikovat jednotlivé Géastniky studie.

2.1.6.
Report Forms (CRF) are completed accurately. When

The Investigator shall ensure that the Case

a Study Participant completed all visit procedures
under the Protocol, the Investigator shall send the
related Case Report Forms to the Sponsor within five

(5) days after completion of the visit procedures.

2.1.6.
zaznamovych formulait subjekta (CRF). Jakmile

ZkouSejici  zajisti presné  vyplhovani
néktery ucastnik studie absolvuje vSechny procedury
podle protokolu, zkousejici zasle piislusné formulare
CRF zadavateli, a to do péti (5) dnd po ukonceni

téchto procedur.

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  Gcastnik®i  studie nebo  schopnost
zdravotnického zafizeni/zkousejiciho plnit zavazky

podle této smlouvy.

2.1.8. The Investigator shall inform the Sponsor or
the CRO if he/she delegated the administrative duties
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

organizaci informovat o jakémkoli delegovani

administrativnich povinnosti pfi fizeni studie v centru
na treti ,.,koordinator

osobu (dale studie”).

Koordinator studie musi mit odpovidajici kvalifikaci

Protocol CC-10004-PSOR-013

training and experience to fulfill his/her duties. (Skoleni a zkuSenosti) k plnéni pfislusnych
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2.1.9.

its  representatives

The Investigator shall meet with the Sponsor,
the CRO) or
investigators from other Study centers upon the

(including,

Sponsor’s request to discuss the conduct and the
outcome of the Study. 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.

The Parties agree that no additional remuneration shall
be granted to the Investigator or Study Team for
participating in or participating in such meetings /
conferences, but the Sponsor or CRO shall provide
adequate hotel accomodation, refreshments and
transportation to the Investigator and Study Team
members to or from the meeting/ conference or
provide reasonable compensation based on
documented expenses for hotel accomodation and
trasnportation. If the Investigator and / or the Study
Team is required to perform additional tasks beyond
those required for conducting of the study, the terms
and conditions related to provision of these services

will be a subject of a separate contract.

2.1.9. Zkousejici se na zadost zadavatele sejde s
nim, jeho zastupci (véetné servisni organizace) nebo
zkousejicimi z jinych center k prodiskutovani
prabéhu a vysledki studie. Pokud zadavatel
nepozaduje osobni UCast zkouSejictho na téchto
setkanich, mutze zkouSejici ucasti povéfit jinou

vhodnou osobu (napf. koordinatora studie).

Smluvni strany se dohodly, Ze za ucast nebo zapojeni

se do takovych setkani / konferenci nebude
zkousejicimu ani studijnimu tymu poskytnuta zddna
dodate¢na odména, ale bude-li to ucelné a
ospravedlnitelné, Zadavatel nebo servisni organizace
zajisti zkouSejicimu a ¢lenim studijniho tymu
priméfené hotelové ubytovani, obcerstveni a dopravu
na a ze setkdni / konference nebo jim poskytne
priméfené nahrady na zakladé dolozenych vydaja za
hotelové ubytovani a dopravu. Bude-li pozadovéno,
aby zkousejici a/nebo studijni tym plnili dalsi ukoly
nad ramec ukoll potiebnych pro provedeni studie,
budou podminky a povinnosti tykajici se poskytovani

téchto sluzeb samostatné smlouvy.

2.2 Prevention of bias

2.2 Prevence stifetu zdajmii

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 zmenach) a zadavateli
zaSle jakékoli prohlaSeni poskytnuté zadavatelem
v souvislosti s finanénimi podily zkousejiciho, jeho
manzela ¢i manzelky a zavislych déti na podnikani
zadavatele. Tato povinnost plati do uplynuti jednoho

roku od ukondenti studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni predpisii proti korupci

23.1

committed to comply with all applicable laws, statutes,

Institution is advised that Sponsor is

2.3.1 Zdravotnické =zafizeni je pouceno, zZe

Zadavatel je povinen dodrzovat vSechny platné
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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”).

protiuplatkaiské a protikorupéni zakony, ustanoveni,
pravni piedpisy a kodexy, zejména zakon Foreign
Corrupt Practices Act v USA a Bribery Act 2010 ve

Spojeném kralovstvi (,,protikorupéni zdakony*).

2.3.2

warrants that it shall comply with all applicable laws,

Institution/Investigator ~ represents  and
statutes, regulations and codes relating to the Anti-

Bribery Laws.

2.3.2

a zarucuje, ze bude dodrzovat vSechny platné zakony,

Zdravotnické zatizeni/zkousejici prohlasuje

ustanoveni, pravni piedpisy a kodexy souvisejici

S protikorupénimi zakony.

2.3.3
offering or paying directly or indirectly anything of

Institution/Investigator is prohibited from

value to a government official or any other person,
entity or institution covered under the Anti-Bribery

Laws in order to

(i)  win or retain business for Sponsor;

(i)

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

233

pfimo ¢i nepfimo nabizet nebo poskytnout nic

Zdravotnické  zafizeni/zkouSejici nesmi
hodnotného stitnim Ufednikim nebo Z&dné jiné
osob¢, pravnické osob& nebo instituci, na néz se

vztahuji protikorup¢ni zdkony, za ucelem

(i) ziskani nebo zachovani obchodu pro
zadavatele;

(ii) nepatficného  ovlivnéni  jednani  nebo
rozhodnuti, které bude prospésné pro

zadavatele; nebo
(iii)  ziskani nepatfi¢né vyhody pro zadavatele.

Zdravotnické zatizeni/zkousejici se zavazuje, Ze bude

uchovavat pfesné a transparentni zdznamy
payments.

zobrazujici transakce a plathy.
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 diivod si myslet, ze mohli
porusit toto ustanoveni, museji okamzit¢ a pisemné
informovat  zadavatele a  spolupracovat se
zadavatelem pifi vySettovani a zdokumentovani

skute¢nosti.

2.3.5.

material breach of this Agreement and Sponsor will

Breach of this section is to be considered as a

have the right to immediately terminate the

Agreement.

2.3.5. Poruseni tohoto ustanoveni se povazuje za
zavazné poruseni této smlouvy a zadavatel bude mit

pravo smlouvu okamzité ukongit.
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3. Qualifications and availability of the
Institution, Investigator and persons involved in
the conduct of the Study

3. Kvalifikace a dostupnost zdravotnického
zarizeni, 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 zafizeni a zkousSejici prohlasuji a

zarucuji se, ze:

@)

disqualified, suspended or excluded under any rule, in

the Investigator has never been debarred,

any jurisdiction;

(@)

trvale ¢i doCasné vyloucen z realizace studii podle

ZkousSejici nikdy nebyl diskvalifikovan ani

jakéhokoli pravidla ¢i predpisu;

into this

(b)

Agreement under the Regulations and the internal

they are authorized to enter

rules of the Institution.

(b)

internich smérnic zdravotnického zafizeni opravnény

uvedené subjekty jsou podle predpist a

tuto smlouvu uzavfit.

3.2 Exclusion of persons from involvement in | 3.2 Vylouéeni osob 7 uiéasti na realizace studie
the conduct of the Study
3.2.1 If the Institution or the Investigator knows or | 3.2.1  Pokud zdravotnické zafizeni 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 meli védét,
7ze néktera osoba neni opravnéna podilet se na
provadéni studie (napf. kvuli odnéti Iékaiského
diplomu nebo licence), vylouci zdravotnické zatizeni
a zkousSejici takovou osobu neprodlen¢ z jakékoli

ucasti na studii.

3.2.2
Study, the Investigator (or the Institution if the

If that person was previously involved in the

Investigator in unable to do so) shall promptly inform

the Sponsor.

3.2.2 Pokud se takova osoba diive na studii
podilela, zkouSejici (nebo zdravotnické =zafizeni,
pokud toho zkousSejici nebude schopen) o tom

neprodlené informuje zadavatele.

3.2.3

shall certify in writing compliance with this provision.

Upon the Sponsor’s request, the Investigator

3.2.3 Zkousejici na zadost zadavatele pisemné

potvrdi soulad s timto ustanovenim.
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3.3 Unavailability of the Investigator 3.3 Nepritomnost gkouSejictho
3.3.1 If the Investigator is/will be temporarily | 3.3.1 Pokud bude zkous$ejici do¢asné neptitomen,
absent, the Investigator shall delegate the | pieda své 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 celkove

odpovida za dohled nad studii.

3.3.2
exceed twenty-one (21) days, the Investigator shall

If the Investigator’s absence exceeds or will

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

piekro¢i dvacet jedna (21) dni, je zkousSejici povinen

Jestlize doba nepfitomnosti zkousejiciho

zadavatele pisemné informovat o své nepfitomnosti a
osobé spoluzkousejiciho urc¢eného podle bodu 3.3.1.
Pokud

nesouhlasi, zkousejici ur¢i jiného kvalifikovaného

zadavatel s osobou spoluzkousejiciho
spoluzkousejiciho. Zadavatel svilij souhlas nesmi

odepfit bezdivodné.

3.3.3

writing if he/she will be/is permanently unable to

The Investigator shall inform the Sponsor in

conduct the Study.

3.3.3

provadét studii, pisemné o tom bude informovat

Pokud zkousSejici bude trvale neschopen

zadavatele.

3.34
sub-investigator or to inform the Sponsor under
Sections 3.2.2 and 3.3.1 of this Agreement the

If the Investigator is unable to designate a

Institution shall fulfill those obligations.

3.3.4  Pokud nebude zkousSejici schopen jmenovat
spoluzkousejiciho nebo informovat zadavatele podle
bodl 3.2.2 a 3.3.1 této smlouvy, musi tyto zavazky

splnit zdravotnické zafizeni.

4, Materials

4, Materialy

4.1 Provision of materials by the Sponsor

4.1 Poskytovani materidalii zadavatelem

411
the Investigator the documents necessary to conduct
the Study (e.g., Case Report Forms (CRF), Patient

(1) Sponsor shall provide without charge to

Informed Consent Forms, Patient Questionnaires etc.).

4.1.1 (1) Zadavatel poskytne zkousejicimu zdarma
dokumenty nezbytné pro realizaci studie (napf.
zaznamové formulafe subjektd (CRF), formulaie
informovaného souhlasu, dotazniky pro pacienty,

atd.).

4.1.2 The Institution/Investigator shall use the

materials provided by the Sponsor under Section 4.1.1

412 Zdravotnické zafizeni/zkouSejici pouziji

materialy poskytnuté zadavatelem podle bodu 4.1.1
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above for the sole purpose of the Study and, in

accordance with the Protocol and this Agreement.

vySe vyhradné pro ucely studie, a to v souladu s

protokolem a touto smlouvou.

4.1.3 The original Case Report Forms in whatever | 4.1.3  Originalni formulafe CRF ke studii,
format related to the Study shall remain the Sponsor’s | v jakémkoli formatu, zlGstanou ve vlastnictvi
property. zadavatele.

5. Publication 5. Publikace

5.1 Publication rights 5.1 Publikacni prdava

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 prednasce) nebo ustni prezentaci o
studii, uréenou osobam, které se na realizaci studie

nepodileji.

512

the Study results, if part of a multicenter publication,

The Parties agree that the first publication of

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
vysledkti studie, pokud je soucasti multicentrické
publikace, bude koordinovana zadavatelem a bude
zahrnovat vysledky ziskané vSemi centry podilejicimi

se na studii.

5.1.3
involved in the Study shall have the right to publish

The Investigator or any sub-investigator

information regarding the Study conducted at the Site
in a scientific medical journal or book, or at a scientific

event:

5.1.3  Zkousejici nebo jakykoli spoluzkousejici
pracujici na studii maji pravo zvetejnit informace o
studii realizované v daném centru ve védeckém
1¢katském casopise nebo knize, nebo na védecké

konferenci:

@

Section 5.1.2 above;

after the first multicenter publication under

@ po prvnim uvefejnéni  multicentrické

publikace podle bodu 5.1.2 vyse;

(b) twelve (12) months after completion or | (b) dvanact (12) mésicti po fadném dokonceni

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

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

writing. schvalil.
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5.1.4  The authorship or contribution of any Party to
the preparation of a publication shall be acknowledged
in any publication in accordance with the Uniform
Submitted to

Biomedical Journals of the International Committee of

Requirements for  Manuscripts

Medical Journal Editors.

5.14  Autorstvi nebo pfispevek kterékoli strany k
pripravé publikace bude v publikaci pfiznan podle
jednotnych pozadavkd na rukopisy predkladané k
publikaci v biomedicinskych ¢asopisech stanovenych
Mezinarodni komisi editorti I€kaiskych Casopist

(ICMJE).

5.2 Review of draft publications by the Sponsor | 5.2 Piezkoumadni ndvrhii publikaci
zadavatelem
5.2.1 The Investigator shall send any draft |52.1 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 pfezkouméani nejpozdé&ji do Sedesati (60)
dnlt (,,recenzni lhiuta”) pred jejich odeslanim
Casopisu, vydavateli nebo organizatorovi védecké

konference.

5.2.2 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 ndvrhu za pfedpokladu, Ze

tyto neohrozuji védeckou integritu publikace.

523
necessary to protect its intellectual property rights, the
shall

submission with another ninety (90) days upon the

In order to enable the Sponsor to take steps

Investigator postpone the aforementioned
Sponsor’s written request provided the Investigator
received the Sponsor’s request before expiry of the
Review Period. The ninety (90) days period starts

upon expiry of the Review Period.

5.2.3 Aby mohl zadavatel

nezbytné k ochrané svych prav dusevniho vlastnictvi,

podniknout kroky

na pisemnou zadost zadavatele odlozi zkousejici vyse
uvedené odeslani k publikaci o dal$ich devadesat (90)
dnt za ptedpokladu, ze zkouSejici Zddost obdrzi pied
uplynutim recenzni lhtity. Devadesatidenni (90-
denni) lhiita se zacind pocitat az po uplynuti recenzni

Thity.

5.2.4  Distribution of summary Study results

5.2.4  Distribuce souhrnnych vysledkii 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

Zadavatel poskytne na konci studie zdravotnickému
zafizeni /zkouSejicimu laicky souhrn vysledkd.

Zkousejici je zodpovédny za jejich zpftistupnéni

Protocol CC-10004-PSOR-013

to Study Participants and/or their legal representatives. | G¢astnikim  studie a/mebo jejich  zdkonnym
zastupctim.
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6. Monitoring, audits and inspections 6. Monitorovani, audity a inspekce
6.1 Monitoring and audits 6.1 Monitorovdni a audity
6.1.1 The Institution/Investigator shall, on | 6.1.1 Zdravotnické zatizeni/zkouSejici, na zakladé

reasonable prior notice, permit Sponsor or its
representatives (e.g., CRO) to monitor or audit the
conduct of the Study at the Site during normal business
The shall

cooperate with the Sponsor and its representatives

hours. Institution/Investigator fully
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.

oznameni ucinéného s dostateénym piedstihem,
umozni zadavateli nebo jeho zastupcim (napf.
servisni organizaci), monitorovani a audit prab&hu
studie v centru, a to béhem bézné pracovni doby.
Zdravotnické zafizeni a zkouSejici poskytnou
zadavateli a jeho zastupcim pifi monitorovacich
navstévach a  auditech  plnou  soucinnost.
Monitorovani a audity mohou zahrnovat kontrolu a
kopirovani  zakladnich dokumentdi, posouzeni
relevantnich systémia zpracovani dat a pohovory s

osobami, které se na realizaci studie podilely.

6.1.2
the Site after inclusion of the first Study Participant.

The Sponsor may conduct monitoring visits at

6.1.2

po zafazeni prvniho uc¢astnika studie.

Zadavatel miiZze provadét kontroly v centru

6.1.3

of source documents shall be performed with due

Any review by Sponsor or its representative

regard for Study Participant confidentiality.

6.1.3

zadavatelem C¢i jeho zastupci musi byt bran fadny

Pti jakékoli kontrole zdrojové dokumentace

ohled na ochranu osobnich udaji ucastnika studie.

6.2

competent authority

Inspections by and communication with a

6.2

komunikace s nimi

Inspekce  kompetentnich  orgdnui  a

6.2.1

cooperate with any competent authority which will be

The Institution and the Investigator shall fully

or is conducting an inspection of the Site regarding the

Study. The Institution and the Investigator hereby

6.2.1

povinni plné spolupracovat s jakymkoliv pfislusnym

Zdravotnické zafizeni a zkouSejici jsou

organem, ktery bude provadét nebo provadi inspekce

centra ohledné studie. Zdravotnické zafizeni a

authorize the Sponsor to participate in those | zkouSejici timto zadavatele opraviiuji k Gcasti na
inspections. téchto inspekcich.
6.2.2 If appropriate in the light of the |6.22 Pokud je to vzhledem k okolnostem vhodné,

circumstances, the Parties shall prepare any upcoming

inspection or response to a query or an inspection

strany pfipravi nadchézejici inspekei, odpovédi na
dotazy nebo inspekcni zpravu ze strany prislusného

organu V souvislosti se studii.
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report from a competent authority with regard to the
Study.

6.2.3

inform

The Institution or the Investigator shall
the promptly

communication from or to a competent authority

Sponsor about any
regarding the Study (including an inspection by an
authority). They shall provide a copy of those

communications to the Sponsor.

6.2.3

zadavatele

Zdravotnické zafizeni nebo zkousejici budou

neprodlené informovat o jakékoli
komunikaci o studii s kompetentnimi organy (véetné
inspekce organu). Poskytnou také zadavateli kopii

této komunikace.

6.3 Monitoring, audit and inspection findings

6.3 Nalezy z monitorovini, auditit 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 pfimétené dob¢ od

obdrzeni takového nalezu.

7. Confidentiality

7. Divérnost informaci

7.1 Confidential Information

7.1 Divérné informace

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, as well as all materials, data or
reports generated in connection with a Study,

including but not limited to Study results and Case

Duvérné informace znamenaji vSechny materialy,

informace a udaje poskytnuté zdravotnickému

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

informace nebo cile, protokol a také materialy, data

nebo zpravy vytvofené v souvislosti se studii,

zejména vysledky studie a zdznamové formulafe

Report Forms (collectively “Confidential | subjektd studie (CRF) (spole¢né ,divérné
Information”). informace).
7.2 Institution Confidentiality Obligations 7.2 Povinnosti zdravotnického zaiizeni tykajici

se ditvérnosti

shall

Information in confidence and shall not disclose

Institution/Investigator keep Confidential

Confidential Information to any third party or use such

Confidential Information for any purpose other than

Zdravotnické zafizeni/zkouSejici bude uchovavat
divérné informace divérné abez predchoziho
pisemného souhlasu zadavatele divérné informace

nezvefejni zadné teti stran¢ nebo tyto duvérné
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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.

informace nepouzije pro zadné jiné ucely, nez je

provadéni  této  smlouvy. Zdravotnické

zafizeni/zkouSejici lékaf bude moci divérné
informace zpfistupnit pouze tém clenim studijniho
tymu, ktefi je potfebuji znat a ktefi jsou vazani
povinnostmi ochrany divérnosti, jeZ nejsou méné

pfisné neZ podminky této smlouvy.

7.3 Exceptions

7.3  Vyjimky

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

Confidential Information which:

Povinnosti ochrany diivérnosti a nepouzivani
uvedené v této smlouveé se nebudou vztahovat na ¢ast

diavérnych informaci, které:

7.3.1

disclosure hereunder as evidenced by competent

is known to Institution/Investigator prior to

written records;

7.3.1 jsou zdravotnickému zatizeni/zkouSejicimu
znamy pred zpfistupnénim podle této smlouvy, jak je

dolozeno ptislusnymi pisemnymi zaznamy;

7.3.2

thereafter becomes publicly available through no

is at the time of disclosure hereunder, or

breach of this Agreement by Institution/Investigator;

7.3.2 jsou v dob¢ zpiistupnéni podle této smlouvy
znamy, nebo se poté stanou verejné znamymi, aniz by

doslo  kjakémukoli poruseni této smlouvy

zdravotnickym zatizenim/zkousejicim;

7.3.3.

disclosure hereunder, from a third party entitled to

was rightfully received before or after

disclose such information on a non-confidential basis;

7.3.3. byly pfed nebo po zpfistupnéni podle této
smlouvy opravnéné obdrZeny od tieti strany, kterd ma

pravo takové informace nedtivérné zpfistupnit;

7.3.4

developed by Institution/Investigator without the use

can be proven to have been independently

of, or reference to, Confidential Information;

7.3.4 l1ze dokazat, Zze byly nezavisle vytvoieny
zdravotnickym zatizenim/zkouSejicim bez pouziti

nebo bez ohledu na duvérné informace;

7.35

provided that Institution/Investigator gives Sponsor

is required by applicable law to be disclosed,

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
such  Confidential

confidential treatment of

Information, and, if such order is not obtained, only

7.3.5 jejich zpfistupnéni je vyzadovano platnymi
pravnimi predpisy za pfedpokladu, ze zdravotnické
zafizeni/zkouSejici neprodlené poskytne zadavateli
pisemné ozndmeni o tomto pozadavku a potfebnou
pomoc, tak aby mél zadavatel pfilezitost pozadat o
divérné zachazeni

ochranny piikaz nebo o

S takovymito divérnymi informacemi a, pokud tento
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the minimum amount of Confidential Information to

satisfy such requirement will be disclosed.

prikaz neziska, bylo pro uspokojeni takovéhoto
pozadavku zvetfejnéno pouze minimalni mnozstvi

divérnych informaci.

7.4

Return

Survival of Confidentiality Obligations and

7.4 Pretrvavani povinnosti ochrany diivérnosti

a jejich vraceni

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
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.

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 zaklad¢ pisemné zadosti zadavatele
zdravotnické zafizeni/zkouSejici zadavateli vrati
a/nebo znici vsechny divérné informace v hmatatelné
formé, vcetné jejich veskerych kopii s vyjimkou téch,
u nichZ je pozadovano jejich uchovani: (i) platnymi
pravnimi predpisy nebo (ii) pravnim oddélenim nebo
pravnim zastupcem zdravotnického
zafizeni/zkousejiciho, kteti si mohou uchovat jednu
(1) kopii téchto daveérnych informaci pouze pro
vymezeni rozsahu svych povinnosti podle této
smlouvy, pticemz vkazdém ptipadé budou tyto

uchované divérné informace uchovany jako daveérné.

IN CASE THE INSTITUTION CARRIES OUT
THE PUBLICATION

The sponsor acknowledges and agrees that the
provider of healthcare services will publish this
contract pursuant to the Act No. 340/2015 Coll. In the
register of contracts within the statutory period.
Confidential information relating to the non-
interventional trial and meeting the definition of
business secret pursuant to the Section 504 of the Act
No. 89/2012 Coll., the Civil Code (e.g. Investigator’s
Brochure, calculation of theremuneration, etc.) will be

not published in the register.

124 PRIPADE, ZE UVEREJNUJE

ZDRAVOTNICKE ZARIZENT

Zadavatel bere na védomi a souhlasi stim, Ze

poskytovatel zdravotnich sluzeb zvefejni tuto
smlouvu dle zakona ¢. 340/2015 Sb. v registru smluv
v zakonem stanovené lhuté. Duvérné informace,
které se tykaji neintervenéniho hodnoceni a které
spliiuji definici obchodniho tajemstvi dle § 504
zakona ¢. 89/2012 Sb., obcansky zékonik (napf.
brozura zkouSejicitho, vypocet financni odmény,

apod.), nebudou v registru zvetejnény.
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8. Intellectual Property 8. DusSevni vlastnictvi

8.1 Ownership of intellectual property rights 8.1 Vliastnicky vztah k pravim z duSevniho
vlastnictvi

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 piedchozi

pisemné svoleni.

8.1.2
Agreement, any intellectual property right arising in

Subject to Sections 5 and 8.1.3 of this

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, formuldte CRF, vynélezy, objevy, know-
how), nebo pii pouziti hodnoceného piipravku
dodaného zadavatelem (nebo jeho zdstupcem) na
zékladé¢ této smlouvy vyluénym vlastnictvim
zadavatele. Zdravotnické zafizeni a/nebo zkousejici
ucini vSechna nezbytna opatfeni, aby narok na vyse
uvedend prava k duSevnimu vlastnictvi nalezela
zadavateli. Pokud by prevedeni prav nebylo ze
zakona timto  zdravotnické

mozné, ud¢luje

zafizeni/zkouSejici zadavateli zdarma vylucna,
prenositelnd, dale licencovatelna a neomezena prava
pouzivat pracovni vysledky vcetn€é prav pouZzivat
rukopisy, databaze, média pro uchovani dat a obrazy
(“licence”). Udélené licence budou také znamenat
zejména  prava  reprodukovat,  zpracovavat,
pfepracovavat, prekladat do cizich jazykl a pouzivat

pracovni vysledky v analogové a digitalni formé.

8.1.3

(e.g. medical records of Study Participants) shall

The source documents related to the Study
remain the property of the Institution or the
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

8.1.3 Zdrojovd dokumentace ke studii (napf.
I¢karské zaznamy ucastnikd  studie) zGstane
vlastnictvim  zdravotnického  zafizeni  nebo

zkouSejictho v souladu s ptislusnym zakonem).
Zdravotnické zatizeni a zkousSejici v§ak data ze studie

obsazena v dokumentaci nebudou bez ptedchoziho
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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.

pisemného souhlasu zadavatele vyuzivat a poskytovat
tretim osobam pro jiné ucely, nez je plnéni této

smlouvy (nebo poskytovadni zdravotni péce

ucastnikim studie.

8.14

Sponsor grants to the Institution a non-exclusive, free

Subject to Section 7 of this Agreement the

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

zdravotnickému

Podle bodu 7 této smlouvy udéluje zadavatel

zafizeni nevyluéné, bezplatné,
nepfenositelné pravo pouzivat vysledky studie pro
nekomeréni Ucely nebo interni védecky vyzkum

a/nebo vzdélavaci ¢innosti.

8.1.5
have a retention right with regard to data, Case Report

The Institution and the Investigator do not

Forms or any other work product produced under this

8.1.5  Zdravotnické zafizeni a zkouSejici nemaji
pravo data, formulate 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 piipravku poskytnutého podle této
smlouvy, naleZela zadavateli. Zdravotnické zafizeni
nese vyhradni odpovédnost za veskeré platby splatné
studijnimu tymu a / nebo spolupracovnikim tretich
stran podle platnych pravnich ptedpist za jakykoli

vynalez ptevedeny na zadavatele.

8.2.2

further fully cooperate with the Sponsor, at the

The Institution and the Investigator shall

Sponsor’s expense, in order to enable the Sponsor to
fully protect its intellectual property rights under this

Agreement

8.2.2  Zdravotnické zafizeni a zkouSejici jsou dale
povinni zadavateli na jeho naklady poskytnout plnou
souCinnost, aby mohl pIné¢ ochranit sva prava

dusevniho vlastnictvi podle této smlouvy
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9. Termination 9. Ukon¢eni 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 uclinnosti az do

the closeout visit of the Site upon completion of the
Study.

uzaviraci navstévy centra po dokonceni studie.

9.1.2
Agreement by notice with immediate effect if:

However, the Sponsor may terminate this

9.1.2 Zadavatel vSak muze tuto smlouvu

vypovédét vypoveédi s okamzitou Géinnosti, pokud:

@)

suspended for more than three (3) months;

the Study authorization is revoked or has been

@ je povoleni ke studii zruSeno nebo

pozastaveno na vice nez tfi (3) mésice;

(b) the Institution or the Investigator breach any | (b) zdravotnické zatizeni nebo zkousejici porusi
Regulations; jakékoli predpisy;
(© the Investigator fails to include any eligible | (c) zkouSejici do studie nezatadi 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) mésict od

.....

studii na centru vcas;;

(d)

one (21) days and the Parties cannot agree within a

an absence of the Investigator exceeds twenty

reasonable time upon a suitable sub-investigator to
whom the Investigator‘s responsibilities will be

delegated under Section 3.3 above.

(d)
dvacet jedna (21) dni a strany se nejsou v pfiméfené
lhate

zkousejici je nepfitomen po dobu delsi nez

schopny domluvit na vhodném

spoluzkousejicim, kterému by bylo mozno ptedat

povinnosti zkousejiciho podle bodu 3.3 vyse;

) the Investigator can no longer fulfill his/her
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.

U] zkousejici neni dale schopen/na plnit své

povinnosti podle smlouvy a zadavateli a

zdravotnickému zafizeni se nepodaii v rozumné lhaté

uréit vhodnou osobu, ktera zkousejiciho nahradi.

9.1.3

a Force Majeure (as defined below) has prevented the

Either Party may terminate this Agreement if

performance of this Agreement by another Party for

more than one (1) month.

9.1.3 Kazdda =ze stran muze tuto smlouvu
vypovedét v piipadé zasahu vysSsi moci (jak je
definovana nize), pokud tato zabrani stran¢ druhé v
plnéni této smlouvy po dobu delSi neZ jeden (1)

meésic.
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9.14
breached this Agreement and fails to remedy that
breach (if remediable) within thirty (30) days of

This Agreement shall be terminated if a Party

receipt of a notice from the other Party.

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

druhé strany.

9.15

time wupon thirty (30) days written notice to

Sponsor may terminate this Agreement at any

Institution/Investigator.

9.15

smlouvu po tficeti (30) dnech od pisemného

Zadavatel mize kdykoli ukoncit tuto

oznameni zdravotnickému zatizeni/zkousejicimu.

9.2 Consequences of termination

9.2 Diisledky ukonceni

921 (1) the effective date of

termination, the Institution and the Investigator shall:

Upon

921 (1 V  den  uéinnosti  ukonéeni

zdravotnické zafizeni a zkouSejici:

@ stop the recruitment of Study Participants; | (a) zastavi nabor ucastniki 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 pfipustné, jakékoli procedury studie; a

(©

refrain from incurring additional costs; and

(©

zdrzi se generovani dalSich nakladd; a

(d)

by Sponsor and destroy unused medicines provided

return any Materials or Equipment provided

under Section 4 (“Materials and Equipment”); such
destruction shall be confirmed in writing by the

Institution to Sponsor, and

vrati  vesSkeré

(d)

poskytnuté zadavatelem a zni¢i nepouzité léky

materidly a  vybaveni

poskytnuté podle bodu 4 (,,materidly a vybaveni*),

takové zniCeni bude zdravotnickému zafizeni

pisemné potvrzeno zadavatelem, a

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

zaznamu Ucastniki studie).

@)

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.

@)

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.
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9.2.2

the amounts paid or payable under Section 11 below

If this Agreement is terminated prematurely

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 ukonéena piedcasné,
castky zaplacené nebo splatné podle bodu 11 nize
budou pomémé sniZeny, jak je uvedeno v Priloze 1,
a to na zaklad¢ prace provedené fadné a v souladu s
protokolem. Zdravotnické zafizeni neprodlené vrati
uhrazené, ale neopravnéné <¢astky 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
(b), (d) az (f) a 9.1.3, zadavatel uhradi veSkeré

Je-li smlouva ukon¢ena podle bodu 9.1.2 (a),

naklady vzniklé tfetim osobam v souladu s touto
smlouvou do data ucinnosti ukonceni, které budou
splatné do dne ukonceni, a pokud budou nezrusitelné,
i pokud budou splatné po dni ukonéeni. Zadné dalsi
odSkodnéni nebude zdravotnickému zafizeni ani

zkousejicimu vyplaceno.

9.24

continue to apply after the term of this Agreement

Provisions which, by their nature, shall

shall survive expiry or termination of this Agreement:
including., Sections 5 (Publication), 6 (Monitoring,
Audits and

(Intellectual

Inspections), 7 (Confidentiality), 8
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, zistanou v platnosti,
a to i po vyprSeni ¢i ukonleni smlouvy: véetné
ustanoveni 5 (Publikace), 6 (Monitorovani, audity a
inspekce), 7 (Duvérnost informaci), 8 (DuSevni
vlastnictvi), 10 (Odskodnéni a pojisténi), 12 (Zaznam
a uchovavani dat), 13 (Ochrana osobnich tdajt), 19
(Rozhodné pravo a jurisdikce) a 20.5 (Publicita).

10. Institution Compensation

10. Odména zdravotnického zarizeni

10.1  Compensation

10.1 Odména

10.1.1 In consideration of Institution’s and
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:

10.1.1 Zadavatel za sluzby zdravotnického zatizeni
a zkousejiciho podle této smlouvy uhradi pifijemci
uvedenému v priloze 1 pevnou ¢astku za kazdého
ucastnika studie, jak je vymezena v téZe piiloze, za

predpokladu, ze zkousejici:
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@ evaluated the Study Participant concerned

fully in accordance with the Protocol; and

(@) dotéeného Ucastnika studie vyhodnotil plné

v souladu s protokolem; a

(b) completed all related Case Report Forms | (b) pfesné vyplnilo a odeslalo v§echny piislusné
accurately. zdznamové formulare subjektl zadavateli.
10.1.2 If a Study Participant is withdrawn from the | 10.1.2 Pokud je ucastnik ze studie v souladu s

Study in accordance with the Protocol, the amount
payable to the Institution/Investigator shall be prorated

as specified in Annex 1.

protokolem pfedcasné vyrazen, Castka vyplacena

zdravotnickému zazizeni/zkouSejicimu bude

pomérné snizena, jak je uvedeno v priloze 1.

10.1.3 All taxes, except Value Added Tax (VAT),
are included in the amounts stated in Annex 1. All
charges and/or fees imposed by the
Investigator/Institution’s banks shall be solely for the

account of the Institution.

10.1.3 V c¢astkach uvedenych v priloze 1 jsou
zahrnuty veskeré dané, s vyjimkou dané z ptidané
hodnoty (DPH). Vsechny poplatky a/nebo vylohy

uctované bankou zdravotnického zafizeni ¢i

zkousejictho  pljdou  vyhradn€é na  vrub

zdravotnického zafizeni.

11.2 Invoices

11.2  Faktury

11.2.1 The Institution shall invoice the Sponsor and
send all original invoices under this Agreement to the
CRO for payment on behalf of the Sponsor as

specified in Annex 1.

11.2.1 Zdravotnické zafizeni fakturuje zadavateli a

zasle origindlni faktury servisni organizaci

k proplaceni ve jménu Zadavatele, jak je uvedeno v

priloze 1.

11.2.2 The Institution shall reference the Sponsor as
invoicee. The invoices shall be issued in accordance
law (including VAT

requirements) and contain an accurate itemization of

with the applicable tax

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
(v€etné pozadované DPH) a musi obsahovat pfesny
rozpis vSech poplatkd, podklady a referencni Cislo

faktury centra.

11.3  Payments

113  Platby

11.3.1 Unless specified otherwise in Annex 1:

11.3.1 Neni-li v pFiloze 1 stanoveno jinak:
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(@)

course of the study, upon receipt of an invoice in

payments shall be made twice during the

accordance with Section 11.2.1 and 11.2.2 above;

@ krat

v pribéhu studie, po obdrzeni faktury v souladu s
body 11.2.1 a 11.2.2 vyse;

platby budou poukazovany dva

(b)

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 poukazana 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
¢ast) v pripadé, ze zkouSejici neposkytne data v
souladu s touto smlouvou nebo protokolem.
Zavéreény doplatek, tj. zadrzovand cCastka, bude
poukazan po uzamceni databaze v souladu s prilohou

1 za ptedpokladu, Ze:

@ 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 datiim byly vyfeSeny;

(©) the Institution or the Investigator has returned | (c) zdravotnické zafizeni nebo zkousejici vratili

any equipment, materials and documentation under
Section 9.2.1(d).

jakékoli vybaveni, materialy a dokumentaci podle
bodu 9.2.1(d).

11.3.3 If the Sponsor becomes aware of any Protocol
violation which 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 zadavatel zjisti jakékoliv poruSeni
protokolu ohroZujici integritu dat nebo bezpecnost
ucastniku studie, odména bude poukazana za dobu do
navstévy, po niz se zadavatel nebo servisni
organizace dozvédéli o poruseni protokolu. Toto
ustanoveni plati, aniz by tim byla dotéena prava
ucastnikll studie v ramci této smlouvy (i v rdmci
predpist)) nebo prava zadavatele na pouziti dalsiho

opravného prostredku.
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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 five (5) 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 zkousSejici budou uchovavat
vSechny zakladni dokumenty po dobu stanovenou
predpisy, ne vSak méné nez pét (5) let po dokonéeni
nebo predasném ukonceni studie, pokud zadavatel
neposkytne pisemné povoleni k diivejsi likvidaci, ani

oznameni vyzadujici 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 pouZzité v tomto
ustanoveni, pokud zde neni konkrétn¢ definovano
jinak, jsou definovany v nafizeni o ochrané fyzickych

osob v souvislosti se zpracovanim osobnich idaji a o

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

applicable law, regulation, or other legal requirement
governing the relationship between the Parties under
the Agreement, including, but not limited to the laws
and regulations of the European Economic Area and
European Union 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.

udajii*“: vsechny prislusné zakony, pravni predpisy
nebo jina zakonna nafizeni fidici vztahy mezi
smluvnimi stranami podle této smlouvy, zejména
zakony a pravni piedpisy Evropského hospodatského
prostoru a Evropské unie, které souviseji se
zpracovanim osobnich 1daji, zejména GDPR a
jakakoli legislativa, ktera je dopliluje, znovu vydava

nebo nahrazuje.

(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

allows direct identification of the Study

(b)

informace

.Kddované studijni uidaje*“: osobni a citlivé

souvisejici s GCastniky studie, které
zdravotnické zafizeni nebo studijni tym piedava
zadavateli. Pfed predanim se vSechny informace,

které umoznuji piimé zjiSténi totoznosti tcCastnikl
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Participants(e.g. name, ID number) is replaced by a

code.

studie (napf. jméno, identifikacni ¢islo), nahrazuji

kodem.

(©)

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

(©)

zdravotnické zafizeni, véetné studijniho tymu a také

»personal: personal

dodavatelé, zaméstnanci, konzultanti, docasni

pracovnici a pracovnici agentur kazdé ze smluvnich

stran, podilejici se na provadéni této smlouvy.

Breach*:

(d)

unauthorized access, acquisition, use, disclosure or

»oecurity Data any potential

destruction of Personal Data.

(d)

potencidlni neopravnény piistup, ziskani, pouziti,

»poruseni  ochrany udajii:  jakykoli

zptistupnéni nebo zni¢eni osobnich tdaji.

13.2
Personal Data related to the Study

Obligations of the Parties in processing

13.2  Povinnosti smluvnich stran p¥i zpracovini

osobnich udajii souvisejicich se studii

13.2.1 The Parties shall process Personal Data
obtained in the context of the Study:

(@) inaccordance 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.

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

Agreement.

13.2.1 Smluvni strany budou zpracovavat osobni

udaje ziskané v souvislosti se studii:
(@ v souladu spravem rozhodnym pro ochranu
osobnich udaju; a
(b) v souladu se standardy informaéni bezpecnosti
prijatymi v daném oboru zarucujicimi divérnost
osobnich udajt.
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 udajt.

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

13.2.3 Smluvni strany pfijmou vSechna organizacni
a informacni bezpe¢nostni opatieni, ktera jsou
potiebna  pro ochranu osobnich  udaji
zpracovavanych podle této smlouvy proti ndhodnému

nebo nezdkonnému zniceni, ztrat¢ nebo poskozeni a
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destruction, loss or damage and unauthorized or

unlawful disclosure, access or processing.

neopravnénému nebo nezdkonnému zpfistupnéni,

pristupu nebo zpracovani.

13.2.4 The Parties acknowledge that both the
Institution and the Sponsor shall be considered
Controllers in the context of the Study in regard to
Study Participants Personal Data. The Institution shall
be considered Controller with respect to the medical
records and Sponsor shall be considered Controller
with respect to the Coded Study Data. The Institution
shall process the Coded Study Data in accordance with
the Applicable Data Protection Law and the written

instructions of the Sponsor.

13.2.4 Smluvni strany berou na védomi, Ze jak

zdravotnické  zafizeni, tak zadavatel budou
Vv souvislosti se studii povazovani za spravce, pokud
jde o osobni udaje ucastnikd studie. Zdravotnické
zafizeni bude povazovano za spravce, pokud jde o
zdravotni zdznamy a zadavatel bude povazovan za
spravce, pokud jde o kodované studijni vdaje.
Zdravotnické zafizeni bude zpracovavat koédované
studijni tdaje v souladu spravem rozhodnym pro
ochranu osobnich 1Udaji a pisemnymi pokyny

zadavatele.

13.3  Oversight of the Parties Personnel

13.3

Dohled nad persondlem smluvnich stran

13.3.1 The Parties shall ensure that their respective
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.

13.3.1 Smluvni strany zajisti, Ze jejich pfislusny
personal podilejici se na zpracovani osobnich udajt a
piipadné na vyvoji nastroji a/nebo funkcionalit, které
mohou byt pouzivany pfi zpracovani osobnich tdaji,
bude informovan o divérné povaze osobnich tdaju.
Smluvni strany zajisti, ze tyto povinnosti ochrany

diveérnosti pretrvaji po ukonéeni zdvazku personalu.

13.3.2 The Parties shall

Personal Data is limited to those Personnel performing

ensure that access to

services in accordance with the Agreement.

13.3.2 Smluvni strany zajisti, Ze ptistup k osobnim
udajim bude omezen pouze na ten persondl, ktery

provadi sluzby v souladu se smlouvou.

13.4

Data Breach, Inspections and Audits

Orders to transfer Personal Data, Security

13.4  Piikazy pienosu osobnich udaji, poruseni

bezpecénosti udajii, 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

13.4.1 Jestlize  zdravotnické  zafizeni  nebo

zkousejici dostanou zadost od prislusného soudu
nebo spravniho organu piedat osobni udaje
souvisejici s Gi¢asti ve studii: i) budou o této zadosti

neprodlené¢ informovat zadavatele; a ii) ptedaji
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Data in a manner which ensures that appropriate
technical and administrative security measures to

protect confidentiality of Personal Data are in place.

osobni udaje zplsobem, ktery zajisti, ze budou
uplatnéna nalezitd technicka a administrativni
pro ochranu davérnosti

bezpecnostni opatfeni

osobnich udajt.

13.4.2 As soon as the

Investigator becomes aware of a Security Data Breach,

Institution and/or the

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 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.

13.4.2 Jakmile se zdravotnické zafizeni a/nebo
zkousejici dozvédi o poruSeni bezpecnosti Udaji,
musi to oznamit zadavateli, jakmile to bude prakticky
mozné, ale nejpozdéji do dvaceti-Ctyt (24) hodin, a
poskytnou zadavateli vSechny relevantni informace o
povaze, rozsahu a ptijatych opattenich. Okamzité po
oznameni zadavateli o poruseni bezpecnosti udajii
smluvni

budou strany navzajem koordinovat

vySetfovani poruseni bezpecnosti udaji.
Zdravotnické zafizeni a zkousSejici souhlasi, Ze budou
v pribéhu vySetfovani a pii vytvaieni a zavadéni
nalezittho akéniho planu v souladu s pravem
rozhodnym pro ochranu osobnich 1udaji 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 ohlési
zdravotnickému zafizeni nebo zkousejicimu zahéjeni
inspekce a/nebo audit, véetné navstév jejich zatizeni,
budou o tom okamzit¢ a za Zadnych okolnosti ne
pozdé€ji nez za dvacet-Ctyii (24) hodiny informovat
zadavatele, aby byla pfijata nalezita opatfeni, pokud
se to bude tykat zpracovavani osobnich udaji

souvisejicich se studii.

135
Study Participants or other Data Subjects

Requests to exercise privacy rights from

135  Zdidosti o uplatnéni priv na ochranu
soukromi od ucastniku studie nebo jinych subjektit

lidajii

The Institution or Investigator shall immediately
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

Zdravotnické  zafizeni nebo zkouSejici budou
okamzit¢ v prubéhu dvou (2) pracovnich dnt
informovat zadavatele o vsech zadostech obdrzenych

od ucastnika studie, jeho zakonného zastupce nebo
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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 and the Investigator
shall handle those requests in accordance with the

Sponsor’s reasonable instructions.

jakychkoli jinych subjektti udajii uplatnit své pravo
mit pfistup k, vznaSet namitky, opravovat nebo
odstrafiovat osobni udaje, které jsou o ném
uchovavany v souvislosti se studii a podle ustanoveni
dokumentli informovaného souhlasu poskytovanych
ucastnikim studie nebo informaci o ochrané
soukromi poskytnutych jinym subjektim udaja.
Zdravotnické zatizeni nebo zkousejici budou takové
zadosti vyfizovat v souladu s pfim&fenymi pokyny

zadavatele.

13.6
the conduct of the Study

Personal Data regarding persons involved in

13.6  Osobni udaje tykajici se osob zapojenych do

provddéni studie

13.6.1 The Institution and the Investigator shall not

involve in the conduct of the Study Data Subjects who:

13.6.1 Zdravotnické zafizeni nebo zkousejici
nebudou do provadéni studie zapojovat subjekty

udaju, které:

@) did not authorize that their Personal Data

collected in the context of this Agreement are

processed, used and transferred as described above;

(@)

ziskané v souvislosti

nedaly svoleni, aby jejich osobni udaje
s touto smlouvou byly
zpracovavany, pouzivany a predavany, jak bylo vyse

popsano;

(b)

under the Applicable Data Protection Law;

have not been informed about their rights

(b)

prava rozhodného pro ochranu osobnich udajii;

nebyly informovany o svych pravech podle

(©

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 pfistup k, dopliovat a odstranovat udaje
podle prava rozhodného pro ochranu osobnich tidaji;

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 zemé mimo Evropsky hospodarsky
prostor (EHP) nebo Svycarsko, vzhledem k tomu, Ze
nékteré ztéchto zemi nemuseji nabizet stejnou

uroven ochrany ve smyslu ptislusné legislativy.
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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 pienos
osobnich udaji mimo Evropsky hospodaisky prostor
(EHP) nebo Svycarska bude provadén zikonné a
pouze tehdy, jestlize to povoluji pfislusné pravni
predpisy zemé, z niZ jsou osobni idaje exportovany
zakladé vSech dalSich

nebo na zakonnych

mechanismtl pfenosu.

14, Notices

14, Vyrozuméni

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 povazovano za
bude-li

doporucené postou nebo na doru¢enku, renomovanou

dostate¢né, doru¢eno osobné€, zaslano

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

If to the Institution or the Investigator:

Zdravotnické zaiizeni nebo zkousejici:

Nemocnice Pardubického kraje, a.s.
Kyjevska 44
532 03 Pardubice

Czech Republic

Attention: [ IENEEEE
Phone: [N

Fax: not applicable

Nemocnice Pardubického kraje, a.s.
Kyjevska 44
532 03 Pardubice

Ceska republika

K rukam: |
Tel.: I

Fax: neni aplikovatelné

If to the Sponsor:

Zadavatel:

Celgene International II S.a.r.1

Rue de Pré-Jorat 14, 2108 Couvet, Switzerland

Attention: Associate Director Site Contracts

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

same address.

with a copy to the CRO: || GzG

Celgene International 11 S.a.r.1

Rue de Pré-Jorat 14, 2108 Couvet, Svycarsko

k rukam: Associate Director Site Contracts

S kopii do: viceprezident a pravni zastupce, na stejné

adrese

S kopii pro servisni organizaci: _
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Kantar GmbH

Landsberger Stralle 284

80687 Munich, Germany

E-mail: [
Fax: [

Kantar GmbH

Landsberger Strafie 284

80687 Mnichov, Némecko
E-mail: |
Fax: [

15. Relationship between the Parties

15. Vztahy mezi stranami

15.1

any partnership, joint venture, employment or a

Nothing herein shall be construed as creating

relationship of principal and agent between the
Sponsor, on one hand, and the Institution and the

Investigator, on the other hand.

151 Zadné z ustanoveni uvedenych v této
smlouvé nelze vykladat v tom smyslu, Ze by
zakladalo partnerstvi, spoleény podnik,
pracovnépravni vztah nebo vztah zastoupeni mezi
zadavatelem na stran€ jedné a zdravotnickym

zafizenim a zkouSejicim na stran¢ druhé.

15.2

other, nor the other’s representatives.

Neither Party has the authority to bind the

15.2

druhou, a to ani jeji zastupce.

Zadna ze stran nema pravomoc zavazovat

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 nesméji

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 pfedchoziho pisemného souhlasu

zadavatele.

16.2

the Institution and the Investigator shall not delegate

Unless provided otherwise in this Agreement,

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 zatizeni a zkouSejici nesméji delegovat
zadnou ze svych povinnosti podle této smlouvy na
tieti 0sobu nebo subdodavatele véetné jakéhokoli
poruseni povinnosti obsazenych v této smlouvé
a/nebo poruseni prislusnych pravnich predpisi,

zejména prava rozhodného pro ochranu osobnich

Protocol CC-10004-PSOR-013
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applicable data protection laws without the Sponsor’s

prior written consent.

16.3

Sponsor’s Affiliates, successors and assignees.

This Agreement shall inure to the benefit of

16.3  Tato smlouva bude slouzit ku prospéchu

pobocek, pravnich nastupcli a zmocnénci zadavatele.

17. Force Majeure

17. Vys§i moc

17.1
Agreement as a result of Force Majeure (as defined

Any Party which fails to perform this

below) shall not be held liable for breach of contract if
that Party:

17.1  Strana, kterd nebude schopna tuto smlouvu
plnit v disledku zasahu vys$si moci (jak je tato
definovana dale), nenese odpovédnost za poruseni

smlouvy, pokud tato strana:

@)

about its inability to perform this Agreement; and

informs the other Party as soon as possible

(@)

smlouvu co nejdiive stranu druhou; a

informuje o své neschopnosti plnit tuto

(b)

minimize the effect of the Force Majeure.

takes all reasonable precautions in order to

(b)

ucinek vyssi moci minimalizovala.

prijme veSkera piiméfend 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  Proucely této smlouvy znamena ,,vy$si moc”
jakoukoli udalost, ktera je mimo rozumnou kontrolu
neplnici strany, a ktera znemoziuje nebo neumérné
komplikuje pInéni této smlouvy (jako napfiklad,
nikoliv vsak vylu¢né stavky, vyluky, nepokoje, valka,
pozar, povodné€, vichfice, zemétreseni i opatieni

organu vetrejné 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.

Skutecnost, Ze néktera strana neuplatni nebo

nevymahd pravo, jez ji nalezi podle této smlouvy

nebo ptedpisl, neznamend, Ze by se tohoto prava

of the Czech Republic.

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 fidi pravnim fadem Ceské

republiky.
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19.2 The Parties shall use reasonable efforts to

settle amicably any dispute related to this Agreement.

19.2  Strany vynaloZzi pfiméfené usili ke smirnému

vyieseni jakychkoli sport tykajicich se této smlouvy.

19.3
amicably in accordance with Section 19.2 above shall

Any dispute which the Parties cannot settle

be submitted to the competent courts in the Czech

19.3

smirn¢€ v souladu s pfedchozim bodem 19.2, budou

Jakékoli spory, které strany nedokazi vyftesit

predlozeny piislusnym soudtiim 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.

20.2  Language

20.2 Jazyk

If there is a discrepancy between the English and the
Czech versions of this Agreement, the actual intention
of the parties shall be established by a good faith
interpretation considering both versions. In case a
discrepancy cannot be resolved by such interpretation,

the Czech version shall prevail.

Dojde-li k rozporu mezi anglickou a ¢eskou verzi této
smlouvy, skute¢ny umysl stran se stanovi vykladem
v dobré vite s ohledem na obé verze. V piipadé, ze
nesrovnalost nejde vyfeSit takovym vykladem,

smérodatnou verzi je verze Ceska.

20.3  Entire Agreement - Amendments

20.3  Uplnost smlouvy a dodatky

20.3.1 This Agreement constitutes the entire contract
between the Parties and replaces any prior related
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.

20.3.1 Tato smlouva piedstavuje uplnou dohodu

mezi stranami a nahrazuje vesSkerd piedchozi

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

se studii.

20.3.2 Any amendments, alterations or variations to
this Agreement shall be binding if and only if put in
by
representative(s) of the Parties.

writing and  signed duly  authorized

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

zastupcem (i) stran.
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20.4 Execution format

20.4  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
Date.

Podpisy této smlouvy sdilené prostrednictvim faxu

nebo zachycené ve formatu
,Portable Document Format (.pdf), budou mit stejné
pravni UCinky jako fyzické doruceni vytisténého
origindlu smlouvy, ktery obsahuje vlastnoru¢ni
podpisy opravnénych zastupct stran ucinéné k Datu

ucinnosti.

20.5  Counterparts

20.5  Stejnopisy

The Parties hereby agree that this Agreement may be
executed in counterparts and all such counterparts
shall constitute one agreement, binding upon each

Party.

Smluvni strany timto souhlasi, Ze tato smlouva mtize
byt vyhotovena ve vice stejnopisech a kazdy takovy
stejnopis bude tvofit jednu smlouvu zavaznou pro

kazdou smluvni stranu.

20.6  Publicity

20.6 Publicita

Institution agrees, and shall ensure that members of
Study Team agrees not use the name, logos, marks or
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.

Zdravotnické zafizeni souhlasi a zajisti, Ze Clenové
studijnich tymt budou souhlasit, ze bez piedchoziho
pisemného souhlasu zadavatele nepouZziji jméno,
loga, znacky nebo obchodni znamky zadavatele (nebo
jeho pobocek) zejména v zddné jim/jimi vytvofené
tiskové zpraveé nebo ustnim nebo pisemném vetejném
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 piedpist o
hlaSeni informaci

vefejném zdravi tykajici se

kompetentnim bezpecnostnim nebo zdravotnim

uradim.  Povinnosti vtomto bod¢€ zlstanou v
ucinnosti po vyprSeni platnosti nebo ukonceni této

smlouvy.
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Executed in three (3) original copies by the authorised

representatives of the Parties:

Vyhotovené opravnénymi zastupci smluvnich stran ve

tiech (3) originalech:

Kantar GmbH (CRO)
In the name of the Sponsor

Kantar GmbH (servisni organizace)

Jménem zadavatele

Signature: Podpis:
Name: Jméno:
Title: Funkce:

Date: 2. 4. 2020

Datum: 2. 4. 2020

INSTITUTION INSTITUCE
Signature: Podpis:
Name: Jméno:

Title: Funkce:

Date: 6. 5. 2020

Datum: 6. 5. 2020
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INVESTIGATOR ZKOUSEJICI
Signature: Podpis:
Name: Jméno:
Title: Funkce:
Date: 11. 5. 2020 Datum: 11. 5. 2020
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ANNEX 1

PRILOHA 1

BUDGET AND PAYMENT TERMS &
CONDITIONS

ROZPOCET A PLATEBNi PODMINKY

Celgene Protocol No./C. protokolu Celgene

CC-10004-PSOR-013

Investigator Name/Jméno zkousSejiciho:

Institution Name/Nazev zdravotnického

zarizeni:

Kozni oddg€leni, Nemocnice Pardubického kraje, a.s.,

Kyjevska 44, 532 03 Pardubice, Czech Republic

ucastnikem studie:

Cost Per Completed Study Participant/Naklady na dokonceni studie jednim

Number of Estimated Enrolled/Odhadovany pocet zaFazenych acastniki studie: | ||

Payments shall be made based upon the terms below.
The amounts below are payable by the Sponsor to
Institution/Investigator pursuant to financial clause
11.1 “Compensation” of this Agreement only, i.e. in
consideration of the conduct of the Study by
Institution/Investigator  under  this  Agreement.
Overhead is included in the amounts below. All sums
are in CZK” (Czech crowns). No payment for a visit or
invoiceable item can be made without the relevant

information being introduced in the Case Report Form.

Platby budou hrazeny podle nize uvedenych podminek.
Castky uvedené nize uhradi zadavatel zdravotnickému
zafizeni/zkou§ejicimu pouze dle wustanoveni 11.1
,Odmeéna“ této smlouvy, tj., jako tthradu za provedeni
studie zdravotnickym zafizenim/zkous$ejicim v souladu
Stouto smlouvou. Rezijni naklady jsou zahrnuty
v ¢astkdch uvedenych nize. Veskeré Castky jsou
uvedeny v CZK* (&eskych korunach). Zadnou navitévu
nebo fakturovatelnou polozku nelze zauctovat, aniz by

byly piislusné informace vloZzeny dozdznamovych

formulari subjekti.

Nemocnice Pardubického kraje_QB-30470_CTA | NN 30Mar20_final
Confidential

Protocol CC-10004-PSOR-013

Site 802
Page 36 of 42




VISIT SCHEDULE & INVOICABLE ITEMS/

PREHLED NAVSTEV & FAKTUROVATELNYCH POLOZEK:

Documentation Unit

Investigator fee Czech Republic

Baseline status (incl. ICF

procedures)

6 months (+1) Follow-up status

(if treatment was discontinued within the 6 months Follow-up period)

(if treatment is ongoing at Follow-up)

Patient questionnaire incl. PBI
and TSQM9

I i (rcatment was discontinued within the 6 months Follow-

up period)

Total per patient

(if treatment is ongoing at Follow-up)

Study Reimbursement: No

reimbursement is planned for the Study Participants.

Participant

Nahrada ucastnikim studie: Neni planovana Zadna

nahrada pro Ucastniky studie.

Ethics Committee Fees shall be reimbursed on

receipt of an invoice.

Y

Poplatky uctované etickou komisi budou uhrazeny po

obdrzeni prislusné faktury.

The sums shown include all payments due in
connection with the conduct of the Study, including
staff payments, unless otherwise indicated. For the
avoidance of doubt the sums shown include all

payments due for any and all examinations, including

Uvedené castky zahrnuji veskeré platby splatné

v souvislosti s provedenim studie vcetné plateb
personalu, pokud nebude uvedeno jinak. Za ucelem
predchazeni pochybnostem zahrnuji veskeré uvedené

Castky za veSkerd vySetieni, zejména za ta vySetfeni,
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but not limited to those examinations which may

incur an extra cost on the Institution.

béhem

vzniknout dodate¢né naklady.

nichZ mohou zdravotnickému zafizeni

Each amount payable shall be herein provided
exclusive of any value-added tax/good and services
tax, turnover tax or any equivalent tax or duty
required by any applicable law (referred to as “Tax”).
The Institution/Investigator (who will be charging
S.a.r.l) shall be
responsible for determining and applying any such

Celgene International 11
tax on the Services if required by law, and shall
comply with any and all formal legal requirements in
order to safeguard Sponsor’s right to recover such
Tax under any relevant procedure, if any. In
particular, and without prejudice to the foregoing, the
Institution shall describe in detail the Services
provided on the relevant invoice in accordance with
and to the extent required by law, and shall separately
and segregate out those on which Tax is or is to be

added or applied.

Veskeré splatné ¢astky jsou v této priloze 1 uvedeny
vyhradné bez DPH/spotiebni dan€, dané z obratu ¢i jiné
odpovidajici dané dle platnych pravnich predpisa (dale
jen ,dai‘). Zdravotnické zafizeni/zkousejici (kdo bude
uctovat naklady Celgene International Il S.a.r.l.)
bude odpoveédna/y za zjisténi danové povinnosti a
zaplaceni prislusné dané ze sluzeb, pokud to bude
vyzadovano platnymi pravnimi piedpisy, a bude
postupovat v souladu sevSemi platnymi pravnimi
pozadavky za ucelem zajiSténi prava zadavatele
vymahat vraceni této dan¢ pfisluSnym zplisobem.
Zejména, aniz by toto mélo dopad na vySe uvedené,
zdravotnické zatizeni podrobné popiSe poskytnuté
sluzby na odpovidajici faktufe v souladu s a v rozsahu
stanoveném platnymi pravnimi pfedpisy a uvede zvlast
ty sluzby, ke kterym bude pfipocitana dan, nebo které
podléhaji dani.

PAYEE INFORMATION

INFORMACE O PRIJEMCI PLATEB

Payment under this Agreement shall be made payable

to:

Platby dle této smlouvy budou vyplaceny

nasledujicimu piijemci:

Payee (Institution/Investigator) / PFijemce plateb

(zdravotnické zarizeni/zkousejici):

Nemocnice Pardubického kraje, a.s.

Address / Adresa:

Nemocnice Pardubického kraje, a.s., Kyjevska 44, 532
03 Pardubice, Czech Republic

Payee Contact Name / Jméno kontaktni osoby:

K rukam: |

Telephone Number / Telefonni ¢islo:

VAT Registration Number (if applicable) / DIC
(pokud existuje):

CZ275 20 536
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DETAILS FOR PAYMENT BY BANK UDAJE PRO PLATBY BANKOVNIM

TRANSFER PREVODEM

Account holder / Vlastnik uétu: Nemocnice Pardubického kraje, a.s.
Account No. / Cislo aétu: ]
Bank / Banka: I
Sort Code / Kod banky: [ ]
IBAN/IBAN: I
BIC (SWIFT) Code / Kéd SWIFT: ]

Invoice Information Fakturacni udaje

Original invoices pertaining to this Study shall be | Originaly faktur za tuto studii je tfeba vystavit na:
issued to :

Celgene International 11 S.a.r.1
c/o Kantar GmbH
Rue de Pré-Jorat 14
2108 — Couvet
Switzerland
VAT# : CHE-116.336.363.

and sent for processing and payment to the | a zasiliny ke zpracovani a uhrazeni nasledujicimu
following representative in accordance to the | zastupci v souladu s ustanovenim Odmena smlouvy.

Compensation Section of the Agreement:

Kantar GmbH
)N
Landsberger Str. 284
80687 Munich

Germany
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All invoices must include the following information | VSechny faktury musi obsahovat nasledujici udaje a

and corresponding receipts: mit ptilozeny odpovidajici doklady:
Protocol Number / Cislo protokolu: CC-10004-PSOR-013

Investigator Name / Jméno zkousejiciho: _

Institution Name / Nazev zdravotnického zaiizeni: Nemocnice Pardubického kraje, a.s.

Address / Adresa: Nemocnice Pardubického kraje, a.s.,
Kyjevska 44, 532 03 Pardubice, Czech
Republic

Payee Contact Information / Kontaktni informace piijemce plateb:

Name & Telephone Number / Jméno a telefonni Cislo:

Institution / Investigator VAT Number (if applicable) / DIC CZ275 20 536

zdravotnického zaiizeni nebo zkouSejiciho (pokud existuje):

PO Number (if applicable) / Pfipadné ¢islo objednavky variable symbol: invoice humber
GENERAL PAYMENT TERMS: OBECNE PLATEBNI PODMINKY

i) Payments will be made at defined time points ) Platby  budou providény v definovanjch
upon receipt of a valid invoice, casovych bodech po piijeti platné faktury.

i) All costs mentioned here are net costs, ii)  Vsechny zde uvedené naklady jsou ¢isté naklady

. a nezahrnuji dan.
excluding tax.

iii)  The remuneration is to be declared for tax iii) Pfijemce musi platbu uvést do danového ptiznani
assessment by the payee. The relevant income pro vymér dané. Je tieba vzit do uvahy pfislusné
tax regulations should be taken into account. pravni pfedpisy tykajici se dané z pfijmu.

Nemocnice Pardubického kraje_QB-30470_CTA | NN 30Mar20_final Site 802
Protocol CC-10004-PSOR-013 Confidential Page 40 of 42



ANNEX 2 PRILOHA 2
TIMELINES CASOVE HARMONOGRAMY
First Patient In: [ |l Zatazeni prvniho pacienta: [
Last Patient In: - Zai‘azeni posledniho pacienta: -
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ANNEX 3 PRILOHA 3

STUDY PROTOCOL STUDIJNI PROTOKOL
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