Khl/2018/009/Fo

Amendment # 1
to Clinical Trial Agreement

Protocol No. RPC01-3203

Dodatek # 1
ke Smlouvé o klinické studii

Cislo protokolu: RPC01-3203

This amendment (“Amendment”) is made by and

between:

Tento dodatek (dale jen ,,dodatek™) se uzavira

mezi:

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

Celgene International 11 Sarl, spole¢nosti
srucenim omezenym zaloZenou podle pravniho
fadu gvycarska, se sidlem: Rue du Pré-Jorat 14,

2108 Couvet, Svycarsko (dle jen ,,zadavatel”)

and

A

Fakultni nemocnice u sv. Anny v Brné - statni
prispévkova organizace (St. Anne’s University
Hospital in Brno a state semi-budgetary
organization), ID No.: 00159816, VAT ID No.:
CZ00159816, located at Pekaiska 664/53, 656 91
Brno, Czech Republic, acting through director
MUDr. Martin Pavlik, Ph.D., DESA, EDIC (the

"Institution')

Fakultni nemocnice u sv. Anny v Brné - statni
piispévkova organizace, IC: 00159816, DIC:
CZ00159816 se sidlem Pekaiska 664/53, 656 91
Brno, Ceska republika, jednajici feditelem MUDTr.
Martinem Pavlikem, Ph.D., DESA, EDIC (dale jen

,,Zdravotnické zarizeni®)

and

A

"Investigator')

(the

I BN (dile jen

zkousejici®)

(together the “Parties”).

(dale jen souhrnng ,,smluvni strany*).

WHEREAS

VZHLEDEM K TOMU, ZE

(i) The Parties entered into a Clinical Trial
Agreement with effective date 21%
September 2018 related to the Study
RPCO01-3203 (the “Agreement”);

(i) Strany uzaviely Smlouvu o klinické studii
k datu nabyti 21. 9. 2018
v souvislosti se Studii RPC01-3203 (dale

ucéinnosti

jen ,smlouva®);

(ii) The Parties now wish to amend the

smlouvu

(il) Nyni si strany pieji doplnit
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Agreement as per the terms and conditions dle podminek uvedenych v dodatku za
of the Amendment to: ucelem:

- replace Annex 1 by a new Annex for - nahrazeni pfilohy 1 novou
budget purposes (section 2.1), namely piilohou pro ucely rozpoctu (€l
reimbursement of additional 2.1), jmenovité uhrazeni
assessments and/or costs (75 days dodate¢nych vySetfeni a/nebo
Safety  Follow up  visit/call, nakladt (navstéva/telefonat v
Ophthalmologist examination fee, ramci  nasledného  sledovani
unscheduled blood collection, drug bezpecnosti po 75 dnech 1é¢by,
dispensation), as well as changes to platba za oftalmologické
the invoicing and payment process; vySetfeni, neplanované odbéry

krve, wvydej léku) a zmény
fakturace a platebniho procesu;

- replace Section 13 “Data Protection” - nahrazeni bodu 13 ,,Ochrana
entirely by a new Section 13 “Data udaji“ v celém rozsahu novym
Protection” (section 2.2) in order to bodem 13 ,,Ochrana udaja“ (¢l
implement the Regulation on the 2.2) za ucelem realizace Nafizeni
protection of natural persons with o ochrané¢ fyzickych osob
regard to the processing of personal s ohledem na zpracovani
data and on the free movement of such osobnich udaji a volny pohyb
data EU 2016/679 (“GDPR”); téchto tdaji EU 2016/679 (dale

jen ,,GDPR®);

- reflect a change on Sponsor’s - reflektovat zménu adresy
corporate address(section 2.3); zadavatele (¢l. 2.3);

- reflect a change on Sponsor’s Legal - reflektovat zménu pravniho
Representative under article 19 of the zastupce zadavatele podle ¢lanku
EU Directive 2001/20/EC (section 19 smérnice EU 2001/20/ES (¢l
2.4). 2.4).

The Parties agree as per the following: Strany se dohodly nasledovné:

1. GENERAL 1. OBECNA USTANOVENI

1.1 In this Amendment, unless expressly stated | 1.1 Pokud nebude vyslovné uvedeno jinak
herein, defined terms shall have the same vtomto dodatku, maji pojmy vném
meaning as in the Agreement. uvedené stejny vyznam jako ve smlouve.
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1.2 The Parties agree to the terms of this | 1.2 Strany souhlasi s podminkami tohoto
Amendment and all other terms and dodatku aveskeré ostatni podminky
conditions shall remain in full force and zistavaji v plné platnosti  a Géinnosti
effect as per the current terms of the dle aktualnich podminek smlouvy.
Agreement. If there is a conflict between V piipadé rozporu tohoto dodatku a
this Amendment and the Agreement or any smlouvy nebo piedchozich dodatkd jsou
earlier amendment, the terms of this uréujici podminky tohoto dodatku.
Amendment shall prevail.

1.3 This Amendment shall be effective as of | 1.3 Tento dodatek nabyvd ucinnosti dnem
the date of its publication in the contracts svého uvetejnéni v registru smluv (dale jen
register (the “Effective Date”). ,datum nabyti a¢innosti*).

1.4 Signatures to this Agreement transmitted by | 1.4 Podpisy tohoto dodatku doru¢ené faxem
facsimile or captured via portable document nebo ve formatu pienosnych dokumentt
format (.pdf) shall have the same effect as (.pdf) maji stejnou ucinnost jako osobné
the physical delivery of the paper document doruc¢ené dokumenty v papirovém formatu
bearing original signatures by their duly podepsané fadné€ opravnénymi zastupci
authorized representatives as of the stran k datu nabyti u¢innosti.

Effective Date.
15 The Parties agree that the publication of | 1.5 Strany sjednavaji, ze uvefejnéni tohoto

this Amendment in the contracts register
shall be carried out by the Institution,
within 30 days of the conclusion of this
Amendment at the latest, and the
Amendment shall be published by the
Institution in accordance with Annex # 2
hereof, which contains the content of this
Amendment in the form modified for the
purposes of the publication, i.e. exclusive
of information constituting trade secret and
other information that should be excluded
from the publication in accordance with the
Contracts Register Act. In case the Sponsor
is not notified about the publication directly
by the contracts register administrator, the
Institution shall provide to the Sponsor,

without delay, a confirmation of the

dodatku

zdravotnické zafizeni, a to nejpozdéji do

vregistru  smluv  provede
30 dnd od uzavieni dodatku, pfi¢emz
dodatek bude Zdravotnickym zafizenim
uvefejnén vsouladu s piilohou # 2
zahrnujici obsah tohoto dodatku v rozsahu
modifikovaném pro ucely uvetejnéni, tj.
vyjma informaci ptedstavujicich obchodni
tajemstvi a dal§ich informaci, které maji
byt z uvefejnéni vylouéeny v souladu se
zakonem o registru smluv. Pokud zadavatel
nebude o uvefejnéni dodatku vyrozumén
registru,  poskytne

pfimo  spravcem

zdravotnické zafFizeni zadavateli bez
prodleni potvrzeni o uvefejnéni dodatku

Vv registru smluv prostfednictvim emailu:

R\ oiipadé, Ze zadavatel
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publication of the Amendment in the
contracts register through the following
email: [N

Sponsor does not obtain a confirmation

In case the

about the publication of the Amendment
within the above period, the Parties agree
that the Amendment will consequently be
published by the Sponsor, in accordance
with Annex # 2.

neobdrzi ve vyse uvedené lhité potvrzeni o
uvefejnéni dodatku, strany souhlasi, Ze
dodatek  bude

zadavatelem, a to v souladu s ptilohou # 2.

nasledné¢  uvefejnén

1.6 For purposes of publication of this | 1.6 Pro ucely uvetejnéni dodatku
Amendment in the contracts register the prostiednictvim registru smluv strany
Parties represent that the estimated prohlasuji, Ze pifedpokladané celkové
aggregate financial value provided based finan¢ni plnéni poskytnuté na zakladé
on the Agreement as amended by this smlouvy ve znéni tohoto Dodatku je
Amendment is 35.696,00 Eur 35.696,00 Eur.

2. AMENDED PROVISIONS 2. DOPLNENA USTANOVENI

2.1 From the Effective Date of this| 2.1 Strany se timto dohodly doplnit smlouvu
amendment, the Parties hereby agree to k datu nabyti ucinnosti tohoto dodatku
amend the Agreement in the following nasledujicim zptisobem:
manner:
2.1.1 # 1 to the Agreement shall be 2.1.1 Ptiloha # 1 ke smlouvé se

replaced in its entirety with the
new revised # 1 attached to this

Amendment, with the exception of:

- the changes to section “Screen
which  shall be

deemed effective as of the

Failure”,

execution of the Agreement.

nahrazuje v celém rozsahu novou
revidovanou  pfilohou # 1
pfipojenou k tomuto dodatku, a to
S vyjimkou:
- zmén provedenych v oddile
»INeuspesny screening®, které
budou povazovany za tcinné

k datu podpisu smlouvy..

2.1.2 The Parties agree that, unless
otherwise explicitly provided in
this Amendment, all services
performed under the Agreement

before the Effective Date of this

2.1.2 Strany se dohodly, Ze, pokud

nebude v tomto dodatku vyslovné
sluzby

uvedeno jinak, veskeré

poskytnuté

datem udinnosti tohoto dodatku

dle smlouvy  pied
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Amendment shall follow the # 1
which was effective on the date

when the services were performed.

byly  poskytovany v souladu
s prilohou # 1, ktera byla u¢inna

k datu poskytnuti sluzeb.

2.2. In order to implement the GDPR as | 2.2 Za ucelem realizace GDPR s u¢innosti od
effective from 25 May 2018, the Parties 25. kvétna 2018 se strany dohodly doplnit
agree to amend the Agreement as follows: smlouvu nasledovné:

2.21 The term “personnel” in the 2.2.1 Pojem ,personal“ uvedeny ve
Agreement shall be replaced by the smlouvé bude nahrazen pojmem
new term “Study Team” as defined Hstudijni  tym* dle niZze uvedené
below: definice:

“Study Team: Institution’s investigational Hotudijni  tym:  Vyzkumny  personal

staff, including Investigator, employees, zdravotnického zatizeni véetné

contractors, consultants, temporary workers zkousejiciho, zaméstnancli, dodavateli,
and agency workers.” poradcii, zaméstnancli v pracovnim pomeéru
na dobu urcitou a agenturnich pracovnika.*

2.2.2 Data protection Section 13 will be 2.2.2 0ddil 13 o ochran¢ osobnich udaju
replaced entirely with the following bude zcela nahrazen nasledujicim
section: oddilem:

“13. Data Protection »13. Ochrana udaja

13.1  Additional definitions 13.1 Dodatec¢né definice

If not expressly specified otherwise in this
Amendment, all capitalized terms used in this
section are defined in the Regulation on the
protection of natural persons with regard to
the processing of personal data and on the
free movement of such data EU 2016/679
(“GDPR”).

Pokud neni v dodatku vyslovné uvedeno
jinak, jsou veskeré pojmy uvedené v tomto
oddile svelkym pismenem definovany
Vv Natizeni o ochrané¢ fyzickych osob
s ohledem na zpracovani osobnich udaji a
volny pohyb téchto udaji EU 2016/679 (dale
jen ,,GDPR®).

(&) Applicable Data Protection Law: any
law, regulation, or other legal
requirement applicable in the Czech
Republic, governing the relationship
between the Parties wunder the

Agreement, including, but not limited to

(@) Platné pravni piedpisy o ochrané
idaji: jsou veskeré na uzemi Ceské
republiky platné piedpisy, zakony,
natizeni a dalsi pravni pozadavky

upravujici vztah mezi stranami dle této

Smlouvy, zejména zakony a nafizeni
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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

amends, re-enacts or replaces them.

legislation  which

Evropského hospodatského prostoru

a Evropské unie, které se vztahuji ke
zpracovani Osobnich udaji, zejména
GDPR a veskera

je  dopliujici,

ustanovujici ¢i nahrazujici legislativa.

(b) Coded Study Data: the personal and (b) Zakodované studijni wdaje: jsou
sensitive information related to Study osobni a citlivé udaje vztahujici se
Participants that is transferred by the k Gfastnikim  studie, které  jsou
Institution or Study Team to Sponsor. pfedavany zdravotnickym zafizenim
Before the transfer any information that nebo studijnim tymem zadavateli.
allows direct identification of the Study Pied pfedanim budou veskeré udaje,
Participants (e.g. name, ID number) is které umoziuji pfimou identifikaci
replaced by a code. ucastnika studie (tj. jméno, rodné &islo),

nahrazeny kodem.

(c) Personnel: the personnel of the Sponsor (c) Personal: je personal zadavatele a
and of the Institution, including the zdravotnického zafizeni véetné
Study Team, as well as contractors, studijniho tymu a dodavateld,
employees,  consultants, temporary zaméstnanc,, poradcl, zaméstnanct

workers and agency workers of each
Party, involved in the performance of

this Agreement.

V pracovnim poméru na dobu urcitou
a agenturnich pracovnikd jednotlivych
stran podilejicich se na poskytovani

plnéni dle této smlouvy.

(d)

Security Data Breach: any potential
unauthorized access, acquisition, use,
disclosure or destruction of Personal
Data.

(d)

PoruSeni ochrany udajia: je jakykoli

potencidlni neopravnény pfistup Kk,

ziskani, pouziti, pfedani ¢i zniceni

osobnich udajt.

13.2 Obligations of the Parties in processing

Personal Data related to the Study

13.2 Povinnosti stran p¥i zpracovani osobnich

udaju v souvislosti se studii

13.2.1 The Parties shall process Personal Data

obtained in the context of the Study:

13.2.1 Strany budou zpracovavat osobni udaje

ziskané v kontextu studie:

(@) in accordance with the Applicable

Data Protection Law; and

(@ V souladu splatnymi pravnimi

ptfedpisy o ochrané osobnich tdaji.
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(b) in accordance with the information
security standards accepted in the
the

industry warranting

confidentiality of Personal Data.

(b) V souladu se standardy
zabezpeCeni  udaji  pfijatymi
vdaném odvétvi primyslu a

zaruCujicimi  divérnost osobnich

udaji.

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

provisions of this Agreement.

Strany budou pouzivat osobni udaje
vyhradné 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

Strany si  budou navzijem pomadhat

pfi zajiStovani  dodrzovani  povinnosti
uvedenych v platnych pravnich predpisech

0 ochrang udaja.

13.2.3

The Parties shall take all the organizational
and information security measures which
are necessary to protect Personal Data
processed under this Agreement against
accidental or unlawful destruction, loss or
damage and unauthorized or unlawful

disclosure, access or processing.

The Parties agree to adopt protective

measures, including without limitation:
measures to protect the premises and
storage space where Personal Data are
processed and stored, protect the access to
IT systems in which Personal Data are
processed, designate authorized employees
Data;

to process Personal only these

employees may access

Data

and process
in accordance with the
the

Personal

provisions  of Agreement; train

employees of the Parties and other persons
who deal with Personal Data to meet their
statutory authorizations and duties in their
Personal Data

obligations to keep

confidential and in security measures,

13.2.3

Strany podniknou veSkerd organizacni
a bezpecnostni opatfeni nutnd k ochrané
osobnich 1daji zpracovavanych dle této
smlouvy proti ndhodnému ¢i nezakonnému
zniceni, ztraté nebo poskozeni
a neopravnénému ¢i nezdkonnému piedani,

pristupu k nebo zpracovani osobnich udaju.

Strany se zavazuji pifijmout zejména tato
ochranna opatfeni: chranit prostory a
ulozisté, ve kterych jsou zpracovavany a
uloZeny osobni udaje, chranit ptistup do IT
systémut,, ve kterych jsou zpracovavany
osobni udaje, urCit povétené zaméstnance
ke zpracovani osobnich udajii, pouze tito
zamgéstnanci jsou opravnéni k pfistupu a
zpracovani osobnich udaji v souladu s
ustanovenimi smlouvy, poucit o povinnosti
zachovavat mlcenlivost o osobnich tdajich
a o DbezpeCnostnich opatfenich své
zamgéstnance a dal$i osoby, které v ramci
plnéni zdkonem stanovenych opravnéni a
povinnosti pfichazeji do styku s osobnimi

udaji, pravideln¢ skolit své zaméstnance v
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regularly train employees of the Parties in
Personal Data protection and test their
knowledge, and investigate all
circumstances in the event of breaching
their obligations by employees of the
Parties when processing Personal Data,
regularly test and evaluate the efficacy of
the technical and organizational measures
adopted to secure the safety of Personal
Data processing,

alternatively, adopt

additional technical measures generally
recognized as security measures for the

manner of Personal Data processing used.

oblasti ochrany osobnich daji a testovat

jejich  znalosti, v pfipadé poruSeni

povinnosti pfi zpracovani osobnich udaji

svymi  zaméstnanci  vySetfit vSechny

okolnosti, pravideln¢ testovat a hodnotit
ucinnost

zavedenych technickych a

organizacnich  opatfeni pro  zajisténi

bezpecnosti zpracovani osobnich udaju,
pfijmout piipadna dalsi technickd opatfeni
obecné¢ uzndvana jako bezpecnostni
opatieni pro uzivany zpusob zpracovani

osobnich udaji.

13.2.4 The Parties acknowledge that both the | 13.2.4 Strany berou na védomi, ze jak
Institution and the Sponsor  shall be zdravotnické zafizeni, tak zadavatel budou
considered Controllers in the context of the povazovani za spravce udaju v kontextu
Study in regard to Study Participants studie s ohledem na osobni udaje ucastnikl
Personal Data. The Institution shall be studie.  Zdravotnické  zafizeni  bude
considered Controller with respect to the povazovano za spravce udaju s ohledem na
medical records and Sponsor shall be zdravotni  zaznamy a zadavatel bude
considered Controller with respect to the povazovan za spravce udaji s ohledem
Coded Study Data. The Institution shall na zakédované studijni udaje. Zdravotnické
process the Coded Study Data in zatizeni bude zpracovavat zakddované
accordance with the Applicable Data studijni  daje  vsouladu s platnymi
Protection Law and the written instructions pravnimi pfedpisy o ochrané 0daji a
of the Sponsor. pisemnymi pokyny zadavatele.

13.3  Oversight of the Parties Personnel 13.3  Opomenuti ze strany personalu stran

13.3.1 The Parties shall ensure that their | 13.3.1 Strany zajisti, aby jejich personal
respective  Personnel engaged in the angazovany ve zpracovani osobnich tdaju a

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 shall that

confidentiality obligations

such
the

Parties ensure

survive

pfipadn€¢ vyvoji nastroji a/nebo funkci,
které mohou byt pouzity ke zpracovani
osobnich daji, byl informovan o divérné
podstaté osobnich udaju. Strany zajisti, aby
tyto

zustaly

povinnosti  zachovavat dGvérnost

v platnosti i po ukonceni

angazovani personalu.
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termination of the Personnel engagement.

13.3.2 The Parties shall ensure that access to | 13.3.2 Strany zajisti, aby byl pfistup k osobnim
Personal Data is limited to those Personnel udajim omezen na persondl poskytujici
performing services in accordance with the sluzby v souladu s touto smlouvou.
Agreement.

134  Orders to transfer Personal Data, | 13.4 Piikaz k pi‘edani osobnich udaji,
Security Data Breach, Inspections and poruseni ochrany udaji, inspekce a
Audits audity

13.4.1 Where the Institution or the Investigator | 13.4.1 Pokud  zdravotnické  zafizeni  nebo
receives a request from a competent court zkousejici od pfislusného soudu nebo
or administrative authority to transfer spravniho tfadu obdrzi Zadost o predani
Personal Data related to the Study, they osobnich udaji souvisejicich se studii, pak
shall: i) promptly notify the Sponsor of i) neprodlen¢ uvédomi zadavatele o
such request; and ii) transfer the Personal takovém pozadavku aii) pfedd osobni
Data in a manner which ensures that udaje  zpusobem  zajiStujicim  pouZiti
appropriate technical and administrative ptislusnych technickych a administrativnich
security measures to protect confidentiality bezpecnostnich opatieni na ochranu
of Personal Data are in place. divérnosti osobnich udaja.

13.4.2 As soon as the Institution and/or the | 13.4.2 Jakmile se zdravotnické zafizeni a/nebo

Investigator becomes aware of a Security
Data Breach, 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

zkousejici dozvi o poruseni ochrany udaji,
uvédomi zadavatele, jak nejrychleji to bude
mozné, nejpozdeji vSak do dvaceti Ctyt (24)
hodin  aposkytne zadavateli  veskeré
souvisejici informace o podstaté, rozsahu a
opatienich.

pfijatych Bezprostiedné

po informovani zadavatele o poruseni
ochrany tdaji zjisti strany ve vzijemné
spolupraci okolnosti poruseni ochrany
udaji. Zdravotnické zatizeni a zkousejici
souhlasi, ze budou plné spolupracovat se
zadavatelem v priibéhu zjist'ovani okolnosti
poruseni ochrany udaji a pfi planovani a
zavedeni adekvatnich opatfeni v souladu
S platnymi pravnimi pfedpisy o ochrané

osobnich udajii.
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Protection Law.

13.4.3 Should a Supervisory Authority notify the | 13.4.3 Pokud dohliZzejici ~ ufad  uvédomi
Institution or the Investigator about the start zdravotnické zafizeni nebo zkousejiciho o
of an inspection and/or audit, including zahajeni inspekce a/nebo auditu vcetné
visits to their facilities, they should notify navstév zafizeni, oznami to zdravotnické
the Sponsor of this immediately and in no zatizeni nebo zkouSejici neprodlené
case later than twenty-four (24) hours, for zadavateli, nejpozdéji vSak do dvaceti Ctyt
the adoption of the appropriate measures, if (24) hodin za ucelem pfijeti prislusnych
this affects the processing of Personal Data opatfeni, pokud se inspekce a/nebo audit
related to the Study. bude tykat zpracovani osobnich udaju

souvisejicich se studii.

13.5 Requests to exercise privacy rights from | 13.5 Pozadavky na uplatnéni prav na
Study Participants or other Data ochranu soukromi ze strany ucastniki
Subjects studie ¢i jinych subjektd udaji
The Institution or Investigator shall Zdravotnické zatizeni nebo zkouSejici
immediately inform within a period of two budou neprodlen¢ informovat zadavatele
(2) working days the Sponsor about any béhem dvou (2) pracovnich dni o
request received from a Study Participant, jakémkoli pozadavku, ktery obdrzi od
their legal representative or any other Data ucastnika studie, jeho pravniho zastupce
Subjects to exercise their rights to access, nebo jakéhokoli jiného subjektu udaja,
object, correct, or delete Personal Data held nauplatnéni prav piistupu k osobnim
about him/her in the context of the Study udajim, vzneseni namitek, opravy ¢i
and in the terms of the informed consent vymazani osobnich udaji uchovavanych
forms provided to the Study Participants or v kontextu studie a v souladu S
privacy information provided to other Data informovanym souhlasem poskytnutym
Subjects. The Institution and the Ucastnikim  studie nebo  informacemi
Investigator shall handle those requests in 0 divérnosti  poskytnutymi  subjektim
accordance with the Sponsor’s reasonable udajt. Zdravotnické zafizeni a zkouSejici
instructions. budou stakovymi Zadostmi nakladat

v souladu S pfiméfenymi pokyny
zadavatele.

13.6  Personal Data regarding persons | 13.6 Osobni  udaje tykajici se osob
involved in the conduct of the Study zapojenych do realizace studie

13.6.1 The Institution and the Investigator shall | 13.6.1 Zdravotnické zafizeni a zkouSejici nebudou

not involve in the conduct of the Study

do provadéni studie zapojovat subjekty
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Data Subjects who:

udaju, které:

(@)  did not authorize that their Personal
Data collected in the context of this
Agreement are processed, used and

transferred as described above;

(@) nedaly souhlas se zpracovanim,
pouzitim a pfedanim svych osobnich
udaji  ziskanych v kontextu této

smlouvy dle vyse uvedeného popisu;

(b)  have not been informed about their
rights under the Applicable Data
Protection Law;

(b) nebyly informovany o svych pravech
dle platnych pravnich ptredpisi o

ochran¢ osobnich tdaji;

(¢) have not been informed that they
may contact the Sponsor at the
address under Section 14 in order to
exercise their access, amendment
and deletion rights under the

Applicable Data Protection Law; and

(c) nebyly informovany, Ze mohou
kontaktovat zadavatele na adrese
uvedené vbodu 14 za ucelem
uplatnéni prav pfistupu k udajim,
doplnéni a vymazani udaja

dle platnych pravnich pfedpist o

ochrané udaji; a

(d) did not authorize the transfer of their
personal data to the United States of
America or any other 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) nedaly souhlas spfedanim svych
osobnich udaji do USA nebo jiné
zem¢é mimo Evropsky hospodarsky
prostor (EHP) nebo Svycarsko, kdy
nekteré ztéchto zemi nemohou
poskytnout stejnou Uroven ochrany

ve smyslu platné legislativy.

13.6.2 The Parties guarantee that any transfer of

Personal Data outside the European
Economic Area (EEA) or Switzerland shall
be done lawfully and only where permitted
by the applicable law of the country from
which Personal Data is exported or based
on any other lawful mechanism of

transfer.”

13.6.2 Strany zarucuji, Ze predani osobnich tdaju

mimo Evropsky hospodaisky prostor (EHP)
nebo Svycarsko bude provedeno v souladu
splatnymi zakony apouze Vv rozsahu
povoleném platnymi pravnimi piedpisy
zemg, ze které jsou osobni udaje predavany
nebo na zakladé¢ jiného zakonného

mechanismu piedavani udajt.

2.3

As of the 1" of May, 2018 Celgene
International 11 Sarl has changed its

registered address, therefore the Parties

2.3 K 1. kvétnu 2018 zménila Celgene International

IT Sarl své sidlo a z tohoto diivodu se strany

dohodly na zméné preambule smlouvy a
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agree that the Preamble of the Agreement
and Section 14 “Notices” shall be amended
to reflect the new registration address of

Celgene International Il Sarl:

bodu 14 ,Vyrozuméni“ tak,

sidlo

aby

reflektovaly nové Celgene

International 11 Sarl:

«Rue du Pre -Jorat 14, 2108 Couvet,

«Rue du Pre -Jorat 14, 2108 Couvet,

Switzerland» Svycarsko»

2.4 As of the 3" of September 2018, Sponsor | 2.4 K 3. zafi 2018 zménil zadavatel svého
has changed its Legal Representative under pravniho  zastupce podle ¢lanku 19
article 19 of the EU Directive 2001/20/EC. smérnice EU 2001/20/EC. Proto sjednavaji
Therefore, the Parties agree that section (i) strany, ze bod (i) preambule smlouvy bude
of the Preamble of the Agreement shall be upraven, aby reflektoval, Ze zadavatel
amended to reflect that the Sponsor has ustanovil svym pravnim zastupcem podle
appointed as Legal Representative under ¢lanku 19 smérnice EU 2001/20/EC:
article 19 of the EU Directive 2001/20/EC:

Celgene Europe B.V. having its principal Celgene  Europe B.V. se sidlem
office at Winthontlaan 6 N, 3526 KV Winthontlaan 6 N, 3526 KV Utrecht,
Utrecht, The Netherlands. Nizozemi.

3. FINAL PROVISIONS 3. ZAVERECNA USTANOVEN{

This Amendment is an inseparable part of the
Agreement and it has been made in 3 counterparts,
each of which shall be deemed an original, and each

Party shall receive one.

Tento dodatek se stava nedilnou soucasti smlouvy,

je vyhotoven ve 3 vyhotovenich s platnosti
originalu, z nichz kazda smluvni strana obdrzi po

jednom.

This Amendment has been made in English and
Czech versions. In the event of any discrepancy, the

Czech version will prevail.

Dodatek je sepsan v Ceském a anglickém jazyce.
Bude-li rozpor mezi ¢eskym a anglickym znénim

smlouvy, bude rozhodné ¢eské znéni.

[Remainder of page intentionally left blank —

signature page follows]

[Zbytek strany byl zdmérné ponechéan prazdny —

nasleduje podpisova strana]
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Executed by the authorized representatives of the

Parties:

Podepsano opravnénymi zastupci smluvnich stran:

SIGNED BY/ PODEPSAL/A PSI CRO CZECH
REPUBLIC S.R.O.

IN THE NAME OF / JMENEM

CELGENE INTERNATIONAL Il SARL

Signed/Podpis:

Name/Jméno:

Signed/Podpis:

Name/Jméno:

Title/Pozice: by Power of Attorney/na zakladé plné moci ~ Title/Pozice: by Power of Attorney/na zakladé

Date/Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

Fakultni nemocnice u sv. Anny

Signed/Podpis:

Name/Jméno:

Title/Pozice: Managing Director/ Reditel

Date/Datum:

plné moci

Date/Datum:

INVESTIGATOR / ZKOUSEJiCi

Signed/Podpis:

Name/Jméno:

Title/Pozice: Principal Investigator/

Hlavni zkousejici

Date/Datum: 21.5.2019
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ANNEX 1/PRILOHA 1

BUDGET AND PAYMENT TERMS & CONDITIONS / ROZPOCET A PLATEBNi PODMINKY
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