FIRST AMENDMENT TO CLINICAL TRIAL
AGREEMENT BETWEEN Covance (previously
known as CHILTERN INTERNATIONAL, S.R.0.),

FAKULTNI NEMOCNICE HRADEC KRALOVE AND
MUDR. PETRA BELOHLAVKOVA (“Agreement”)

PRVNi DODATEK KE SMLOUVE O KLINICKEM
HODNOCENI ZE DNE 24. fijna 2014 UZAVRENE
MEZI Covance (dfive znamé jako CHILTERN
INTERNATIONAL, S.R.0.), FAKULTNI
NEMOCNICi HRADEC KRALOVE A MUDR.
PETROU BELOHLAVKOVOU
(dale jen ,Smlouva‘)

THIS FIRST AMENDMENT TO CLINICAL TRIAL
AGREEMENT (this “Amendment’) is made and
entered into by and between

Covance Clinical and Periapproval Services
Limited, Osprey House, Westacott Way, Maidenhead,
SL6 3QH, UK, Registered in England, Company No
02022667, represented by ﬂ) on the
basis of Power of Attorney (hereinafter referred to as
“Covance’); and

Fakultni nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové, Czech
Republic, represented by: prof. MUDr. Viadimir
Palicka, CSc., dr. h. ¢, director, ICO: 00179906, DIC:
CGZ00179906 (hereinafter referred to as “Institution”)
and

I V. interni

hematologicka Klinika, Fakultni nemocnice Hradec
Kralove,,Sokolska 581, 500 05 Hradec Kralove — Novy
Hradec Kralove, Czech Republic, (hereinafter referred
to as “Investigator”),

(Covance, Institution and Investigator, collectively the
“Parties”), and is effective from the day of its
publication in Contract Registry. However the Parties
wishes to be bound by the data protection section of
this Amendment as of 25 May 2018, the date on which
the GDPR entered into force (the “Amendment
Effective Date”).

TENTO PRVNI DODATEK  SMLOUVY
O KLINICKEM HODNOCENi(d4le jen ,Dodatek")
uzaviraji
Covance Clinical and Periapproval Services
Limited, Osprey House, Westacott Way,
Maidenhead, SL6 3QH, UK, Spole¢nost registrovana
v Anglii, IC: 02022667, zastoupena h
, na zékladé plné moci (dale jen
"Covance"); a

Fakultni nemocnice Hradec Kralové, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec Kralové,

Ceskd republika, zastoupena: prof. MUDr.
Vladimirem Palickou, CSc., dr. h. c., feditelem, ICO:
00179906, DIC: CZ00179906, (Poskytovatel

zdravotnich sluzeb déle jen ,Poskytovatel) a

I V. interi
hematologickd klinika Fakultni nemocnice Hradec
Krélové,Sokolska 581, 500 05 Hradec Krélové — Novy
Hradec Kralové, Ceska republka (dale jen
"Zkousejici"),

(Covance, Poskytovatel a Zkou$ejici souhrnné dale
jako ,Strany“),a tento Dodatek je ucinny ode dne
uverejnéni v registru smluv, av8ak Strany si pfeji jim
byt vazany Casti tohoto dodatku upravujici ochranu
osobnich Udaju ode dne 25.kvétna 2018, kdy
vstoupilo v platnost GDPR (dale jen ,Datum
ucinnosti Dodatku").

WITNESSETH:

STVRZUJI:

WHEREAS, with effective date of 01 February 2019
Chiltern International s.r.o., ID No: 281 78 777, Prague
4, Pod Visnovkou 1661/31, Postal Code 14000, Czech
Republic, registered in Commercial Register
maintained by Municipal Court in Prague, File No. C
130938, transferred its enterprise, all assets, rights
and obligations to Covance Clinical and Periapproval
Services, Ltd. and the contractual relationship with
Chiltern has been transferred to Covance by operation
of law;

VZHLEDEM K TOMU, Ze ke dni 1. Gnora 2019 doslo
k pfevodu zavodu spole¢nosti Chiltern International
s.r.o., IC: 281 78777, Praha 4, Pod Visiovkou
1661/31, PSC 14000, zapsané v obchodnim rejstiiku
vedeném Méstskym soudem v Praze pod sp. zn. C
130938, na spole¢nost Covance Clinical and
Periapproval Services, Ltd. a smluvni vztahy
spolecnosti Chiltern pfesly ze zakona na spole¢nost
Covance;
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WHEREAS, Pfizer Inc. a Delaware
corporation with a place of business at 235 East 42nd
Street, New York, NY 10017(“Sponsor” or “Pfizer”),
to whom Avillion Development 1 Limited with its
registered office in Nerine House, St George’s Place,
St Peter Port, Guernsey GY1 3ZG has assigned all
rights to the Study with Protocol Title A Multicenter
Phase 3 Randomized, Open-Label Study of Bosutinib
versus Imatinib in Adult Patients with Newly Diagnosed
Chronic  Phase Chronic Myelogenous Leukemia,
Protocol Number AV001 (the “Study”),and the
Agreement, has delegated responsibility  for
management of this Study, including contracting and
Study monitoring, to Covance.

VZHLEDEM k tomu, ze Pfizer
Inc.delawareska spole¢nost se sidlem 235 Vychodni
42. ulice, New York, NY 10017(déale jen Zadavatel”
nebo ,spole¢nost Pfizer”), na niz pfevedla spoleénost
Avillion Development 1 Limited se sidlem na Nerine
House, St George’s Place, St Peter Port, Guernsey
GY1 3ZG vSechna prava ke Studii snazvem
Protokolu Oteviend randomizovand multicentricka
klinickd studie faze 3, porovnavajici |écbu
bosutinibem s 1ébou imatinibem u dospélych
pacient s nové diagnostikovanou chronickou
myeloidni leukémii v chronické fazi, ¢. Protokolu
AV001 (déle jen ,Studie®) a Smlouvu, pfenesl
odpovédnost za fizeni této Studie, v€etné uzavirani
smluv a monitorovani Studie na Covance.

WHEREAS, Covance, respectively its legal
predecessor Chiltern International s.r.0., Institution and
Investigator have entered into the Agreement pursuant
to which Institution and Investigator participate in the
Study sponsored by Pfizer that requires the Processing
of Personal Data;

VZHLEDEM k tomu, Ze Covance, resp. jeho
pravni pfedchidce Chiltern International s.r.o.,
Poskytovatel a ZkouSejici uzavreliSmlouvu, podle niz
se Poskytovatel a ZkouSejici ucastni Studie, jejimz
zadavatelem je spolecnost Pfizer a kterd vyZaduje
Zpracovavani Osobnich udaju ;

WHEREAS, Sponsor considers itself an
independent Controller with respect to its Processing
of Personal Data regarding Study subjects and
reported by Institution to Sponsor pursuant to the Study
protocol and the Agreement, and Institution remains
the Controller of Personal Data of data subjects
regarding health documentation;

VZHLEDEM k tomu, Ze Zadavatel se
povazuje za nezavislého Spravce, co se tyka
Zpracovavani Osobnich (daju ohledné subjektl
hodnoceni a ve véci podavéni zprav ze strany
Poskytovatele Zadavateli podle protokolu Studie a
Smlouvy, a Poskytovatel zustadva Spravcem
Osobnich Udaju subjektt udaji ohledné zdravotnické
dokumentace;

WHEREAS, This Amendment sets forth the
GDPR requirements that are applicable to Personal
Data Processed by Sponsor, or Covance on behalf of
Sponsor, and Institution under the Agreement and the
Study.

VZHLEDEM k tomu, Ze tento Dodatek
stanovuje pozadavky GDPR, které se vztahuji na
osobni Udaje zpracovdvané Zadavatelem nebo
Covance jménem Zadavatele a Poskytovatele v ramci
Smlouvy a Studie.

Whereas, the parties also desire to amend the
Agreement to incorporate certain standard terms and
conditions of Sponsor, to insert the fees for Bone
Marrow Aspirate (performance) and Bone Marrow
aspirate dye and test, and to change the Banking
details of the Institution as further described herein;

VZHLEDEM k tomu, Ze si strany pfeji upravit
smlouvu zaclenénim jistych standardnich podminek
Zadavatele, dopinit platby za provedené Ukony
stendrni punkce a jeji vySetfeni,a upravit smlouvu
dopInénim nového bankovniho spojeni, jak je
uvedeno nize;

Capitalized terms used but not defined herein shall
have the meaning set forth in the Agreement;

Pojmy pouzitt viomto dodatku uvedené
v uvozovkach, avSak zde nedefinované budou
vykladany na zékladé vyznamu vymezeného ve
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smlouve);

NOW, THEREFORE, for and in consideration of the
mutual covenants herein contained, and intending to
be legally bound hereby, the Agreement is amended
as follows:

NYNi TEDY, s ohledem na vzajemné dohody zde
obsazené a s Umyslem pravni zavaznosti, se
Smlouva méni takto:

A The following additional provisions numbered
25 through 44, shall, effective as of the Effective Date
of this Amendment, be inserted into the Agreement as
additional terms :

A. Nasledujici dodate¢na ustanoveni pod Cisly 25. az
44., nabyvaji Uc¢innosti Dnem UEinnosti tohoto
Dodatku a vkladaji se do Smlouvy jako dodate¢né
podminky:

25. GCP_Training.  Investigator and sub-
investigators will complete approved Sponsor required
GCP Training every three years during the term of the
Study, or more often if there are significant changes to
the ICH GCP guidelines or course materials.

25. Skoleni ke spravné klinické praxi. V pribéhu
studie absolvuje zkousejici a spoluzkouSejici kazdé
tfi roky (nebo Castéji, pokud do$lo k vyznamnym
zméndm smémic spravné klinické praxe ICH-GCP
nebo Skolicich materidli) Zadavatelem schvélené
avyzadované Skoleni k zasadam spravné klinické

praxe.
26. No Additional Research. No additional | 26. Zékaz dalsiho vyzkumu. Béhem provadéni
research may be conducted on Study subjects during | studie nesmi byt se subjekty studie nebo

the conduct of the Study or on biological samples
collected during the conduct of the Study unless it is
approved by Sponsor and documented as an
Amendment to the Protocol or made subject to

s biologickymi vzorky odebranymi b&hem provadéni
studie realizovan Zadny dalsi vyzkum, pokud to
nebylo schvaleno Zadavatelem azaznamenano
formou dodatku k protokolu nebo pokud se to nestalo

mutually agreeable terms otherwise documented by | pfedmétem  vzajemné pfijatelnych  podminek

the parties. zaznamenanych  smluvnimi  stranami  jinym
zplsobem.

27. Informed Consent. Institution will provide | 27. Informovany souhlas. V pribéhu studie

Sponsor, through Covance, an opportunity to review
and approve any revisions made to the informed
consent document during the course of the Study

umozni poskytovatel Zadavateli prostiednictvim
Covance pfezkoumat a schvalit pfipadné Udpravy
dokumentu informovaného souhlasu, a to pfed tim,

before they are used. neZ bude upraveny dokument pouZit.
28. Biological Samples. If so specified in the | 28. Biologické vzorky. Je-li to upfesnéno
Protocol and the informed consent document, | v protokolu a dokumentu informovaného souhlasu,

Institution may collect and provide to Covance,
Sponsor or their designee biological samples obtained
from Study subjects (e.g., blood, urine, tissue, saliva,
etc) for testing that is not directly related to Study
subject care or safety monitoring, such as
pharmacokinetic, pharmacogenomic, or biomarker

poskytovatel mize odebirat a Covance, Zadavateli
nebo jimi urenému zastupci predavat biologické
vzorky ziskané od subjektd studie (napf. krev, mog,
tkang, sliny atd.) k vySetfenim, kterd nesouvisi pfimo
spéCi osubjekty studie nebo monitorovanim
bezpeCnosti, jako je vySetfeni farmakokinetiky,

testing (“Biological Samples”). farmakogenomiky nebo biomarker( (,biologické
vzorky").
a. Use. Neither Institution nor Investigator will | a. Vyuziti. Poskytovatel ani Zkousejici nebude

use Biological Samples collected under the Protocol in
any manner or for any purpose other than that
described in the Protocol. Covance and Sponsor will
use Biological Samples only in ways permitted by the
informed consent under which they were obtained.

biologické vzorky odebrané v souladu s protokolem
vyuzivat jinym zpdsobem nebo pro jiny Ucel, neZ je
popsano v protokolu. Covance a Zadavatel vyuZije
biologické vzorky vyhradné zplsoby povolenymi
v dokumentu informovaného souhlasu, v souladu
s nimzZ byly ziskany.
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b.  Analysis Data. Covance, Sponsor or their
designees will test Biological Samples as described in
the Protocol.  Neither Covance nor Sponsor will
provide the results of these tests (“Biological Sample
Analysis Data”) to the Institution, Investigator or Study
subject.

b. Analyza udaju. Covance, Zadavatel
nebo jimi ureni zastupci budou biologické vzorky
podrobovat  vySetfenim popsanym v protokolu.
Covance ani Zadavatel neposkytnou vysledky téchto
vySetfeni (,Udaje zanalyzy biologickych vzork(®)
poskytovateli, zkouSejicimu ani subjektu studie.

C. Ownership. Sponsor is the exclusive owner
of all Biological Samples and Biological Sample
Analysis Data.

C. Vlastnictvi. ~ Zadavatel je vyhradnim
vlastnikem v8ech biologickych vzorki a Udaju
z analyzy biologickych vzorkd.

29. Publications. Sponsor supports the exercise
of academic freedom and has no objection to
publication by Investigator of the results of the Study
based on information collected or generated by
Investigator, whether or not the results are favorable to
the Study Drug.

29. Publikace. Zadavatel podporuije uplatfiovani
akademické svobody a nema namitek proti publikaci
vysledk( studie zkouSejicim na zakladé Udaju
shromazdénych nebo vytvorenych zkousejicim, at uz
tyto vysledky hovofi ve prospéch hodnoceného Iéciva
¢i nikoli.

a. Prepublication Review.  Investigator will
provide Sponsor an opportunity to review any
proposed publication or any other type of disclosure of
the results of the Study (collectively, “Publication”)
before it is submitted or otherwise disclosed. Sponsor
will review for unprotected Inventions and may also
provide comments on content.  Investigator will
consider any such comments in good faith but is under
no obligation to incorporate any Sponsor suggestions.

a. Prezkoumani pfed publikaci. ZkouSejici
umozni Zadavateli pfezkoumat pfipadné zamyslené
publikace nebo dokumenty jiného typu zvefejiujici
vysledky studie (souhrnné ,publikace*) jesté pred tim,
nez budou nabidnuty kpublikaci nebo jinak
zvefejnény. Zadavatel pfezkouma, zda publikace
nezmifiuje nechranéné vynalezy, a mize rovnéz
doplInit komentafe k obsahu. ZkouSejici jako projev
dobré vule v8echny komentdfe zvaZi, neni vSak
vazéan povinnosti kterykoli z navrh( Zadavatele do
textu zaclenit.

b. Submission to Sponsor.  Investigator will
provide any Publication to Sponsor at least 30 days
before it is submitted for publication or otherwise
disclosed. If any patent action is required to protect
intellectual property rights, Investigator agrees to delay
the disclosure for a period not to exceed an additional
60 days.

b. Predlozeni Zadavateli. ZkouSejici poskytne
pfipadnou publikaci Zadavateli alespori 30 dni pfed
pfedanim dokumentu k publikaci nebo jinym
zplisobem zvefejnéni. Bude-li za Ucelem ochrany
dusevniho vlastnictvi nutné podniknout kroky tykajici
se patentovych prav, zkousejici souhlasi, Ze odlozi
zvefejnéni o obdobi, jeZ nepresahne dalSich 60 dni.

C. Redaction of Confidential Information.
Investigator will, on request, remove any previously
undisclosed  Confidential  Information  before
disclosure, except for any Study- or Study Drug-related
information necessary to the appropriate scientific
presentation or understanding of the Study results.

C. Odstranéni davérnych informaci. Zkou$ejici
pfed zverejnénim na pozadani odstrani veskeré dfive
nezvefejnéné  duvérné informace, s vyjimkou
informaci souvisejicich se studii nebo hodnocenym
léCivem  nezbytnych  k odpovidajici  védecké
prezentaci nebo porozuméni vysledkim studie.

d. Multi-Center Studies. If Study is part of a
multi-center trial, Investigator agrees that the first
Publication is to be a joint Publication covering all
Study sites, and that any subsequent Publications by
Investigator will reference that primary Publication.
However, if a joint manuscript has not been submitted
for publication within 12 months of completion or
termination of Study at all participating sites,
Investigator is free to publish separately, subject to the
other requirements of this Section.

d. Multicentrické studie. Je-li studie soucasti
multicentrického hodnoceni, zkouSejici souhlasi, ze
prvni publikace bude spole¢nou publikaci zahrnujici
v8echna pracovisté studie aze pfipadné nasledné
publikace zkouSejiciho budou na tuto primarni
publikaci odkazovat. Nebude-li vSak rukopis spolecné
publikace pfedan k publikaci do 12 mésici od
dokonéeni nebo ukonCeni studie na vSech
pracovistich do studie zapojenych, zkouSejici muze
publikaci vydat samostatné pfi dodrzeni dalSich
pozadavk( tohoto bodu.
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e. Standards. For all Publications, Investigator
will comply with the authorship guidelines in the
Recommendations for the Conduct, Reporting, Editing,
and Publication of Scholarly Work in Medical Journals
(http://www.icmje.org/icmje-recommendations.pdf)
established by the International Committee of Medical
Journal Editors.

e. Normy. UvSech publikaci se zkouSejici
bude fidit autorskymi pokyny Doporuceni pro
provadéni, hlaSeni, redigovani a publikaci védeckych
praci v [ékarskych ¢asopisech (Recommendations for
the Conduct, Reporting, Editing, and Publication of
Scholarly ~ Work  in  Medical  Journals,
http://www.icmje.org/icmje-recommendations.pdf)
stanovenymi  Mezindrodnim vyborem vydavateld
lékarskych Casopist (International Committee of
Medical Journal Editors).

f. Disclosure of Support.  Investigator will
disclose Sponsor sponsorship and financial support of
the Study in any publication of Study results.

f. Zverejnéni podpory. Ve vSech publikacich
vysledk( studie zkouS$ejici zvefejni sponzorovani
a finanéni podporu studie Zadavatelem.

30. Suitability.  Institution and Investigator each
certify that it/he/she is licensed, registered, or
otherwise qualified and suitable under local law,
regulations, policies, or administrative requirements to
conduct the Study and required Study-related
activities. Institution and Investigator also certify that
there are no applicable regulations or other obligations
that prohibit it/ him/her from conducting the Study and
entering into this Agreement and that neither Institution
nor Investigator are debarred under Czech law and any
law of another jurisdiction (including but not limited to
any prohibition to perform any activity relating to the
development of medicines in the United Statesand that
it /ne/she will not use in any capacity the services of
any person debarred under such law with respect to
services to be performed under this Agreement.
During the term of this Agreement and for three years
after its termination, Institution and Investigatorwill
notify Covance promptly if any of these certifications
need to be amended in light of new information.

30. Zpusobilost. Poskytovatel a zkousejici
potvrzuji, Ze jak Poskytovatel, tak zkouSejici jsou
v souladu s mistnimi pravnimi pfedpisy, nafizenimi,
smérnicemi  nebo administrativnimi  poZadavky
opravnéni, registrovani & jinak kvalifikovani
a zpusobili provadét studii a poZzadované Einnosti
souvisejici s jejim provadénim. Poskytovatel a
zkouSejici rovnéZ potvrzuji, Ze mu Zadnd platna
nafizeni ani jiné zavazky nebrani v provadéni studie
a uzavfeni této smlouvy azZe ani Poskytovatel, ani
zkousejici nebyli podle pravnich predpisi Ceské
republiky nebo pravnich pfedpist jinych jurisdikci
jimiz je pripadné Ceska republika vazana (zejména
tykajici se zékazu vykonu Cinnosti souvisejici s
vyvojem  léCivych  pfipravkd ve  Spojenych
statech)suspendovani a Ze ve vztahu ke sluzbam, jez
maji byt v souladu s touto smlouvou poskytnuty, nijak
nevyuZiji sluzeb osob suspendovanych podle téchto
pravnich pfedpist. Po dobu platnosti této smlouvy
atfi roky po skonceni jeji platnosti poskytovatel a
zkousejici neodkladné upozorni spole¢nost Covance,
bude-li nutné uvedena potvrzeni v dusledku novych
informaci upravit.

31. Third Party Beneficiary. ~ Sponsor is an
intended third-party beneficiary to this Agreement and
is entitled to enforce directly any and all of its rights
under it.

31. Opravnéna treti strana. Zadavatel je
zamySlenou opravnénou teti stranou této smlouvy
ama narok vymahat pfimo veskera prava pro ni
z této smlouvy vyplyvajici.

PART Il. EU GENERAL DATA PROTECTION
REGULATION (“GDPR”) - DATA PROCESSING
REQUIREMENTS

CAST II.. OBECNE NARIiZENIi EU O OCHRANE
OSOBNIiCH UDAJU (dale jen ,GDPR®)
POZADAVKY NA ZPRACOVAVANi UDAJU

32. Definitions. Capitalized terms used in this
Amendment have the meanings set forth below. In the
event of a conflict between the meanings of capitalized
terms in this Amendment and any capitalized terms in
the Agreement, the meanings set forth in this

32. Definice Pojmy s velkymi  pismeny
pouzivané v tomto Dodatku maji vyznam, jak je
uvedeno nize. V pfipadé rozporu mezi vyznamy
pojmi v tomto Dodatku a jakymikoliv pojmy ve
Smlouvé plati vyznamy uvedené v tomto Dodatku.
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Amendment shall control.

(a) “Applicable Data Protection Law” means
Regulation (EU) 2016/679 of the European Parliament
and of the Council (GDPR) and Act No. 110/2019.

(a) ,Platné pravni predpisy na ochranu
osobnich udaju“ jsou nafizeni Evropského
Parlamentu a Rady ¢. 2016/679 (GDPR) a zakon €.
110/2019 Sb,,

(b) “Controller” shall mean the entity that alone
or jointly with others determines the purposes and
means of the Processing of Personal Data.

(b) .Spravce’ je subjekt, ktery sam nebo
spole¢né s jinymi uruje ucCely a zpusoby
Zpracovavani Osobnich udaju.

(©) “Data Security Breach” means a breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised disclosure
of, or access to, Personal Data that has been
transmitted, stored, or otherwise processed.

(c) ,Poruseni bezpecnosti udaji* znamena
naruSeni bezpecnosti, které vede k ndhodnému nebo
protipravnimu  zni¢eni,  ztraté, = pozménéni,
neopravnénému zpfistupnéni nebo pouZiti Osobnich
udaji prenasenych, uchovavanych nebo jinak
zpracovavanych.

(d) “Security Incident’ shall mean (i) Data
Security Breach; (ii) a security vulnerability that carries
a material risk of compromising the confidentiality,
integrity, or security of Personal Data; (iii) a violation of
Applicable Law relating to the Processing of Personal
Data under this Agreement, or (iv) or any unauthorized
acquisition, access or use of Personal Data that
triggers a breach notification obligation under
Applicable Law. A Security Incident shall exclude the
following:

(d) ,Bezpecnostni incident’ je (i) PoruSeni
bezpeCnosti udaju; (i) bezpe€nostni zranitelnost,
kierd s sebou nese vyrazné riziko ohroZeni
davérnosti, integrity nebo bezpecnosti Osobnich
udaju; (i) poruSeni Platnych pravnich predpist
tykajicich se Zpracovavani Osobnich udajl podle této
Smlouvy; nebo (iv) jakékoli neopravnéné ziskani,
pfistup nebo uziti Osobnich udaju, které spousti
oznamovaci povinnost o poruseni Osobnich Udaju
podle Platnych pravnich pfedpisd. Bezpecnostni
incident nezahrnuje nasleduijici:

(i) any unintentional acquisition, access, or use
of Personal Data by an employee or agent of Institution
if such acquisition, access, or use was made in good
faith and does not result in further unauthorized or
inappropriate Processing of Personal Data;

(i) jakékoliv neimysiné ziskani, pfistup nebo
uziti  Osobnich  Udaji  zaméstnancem  nebo
zastupcem Poskytovatele, pokud bylo takové ziskani,
pfistup nebo uZiti provedeno v dobré vife a neméa za
nasledek dalsi neopravnéné nebo nevhodné
Zpracovavani Osobnich udajd;

(i) any inadvertent disclosure by a person who is
authorized to access Personal Data on behalf of
Institution to another person who is authorized to
access Personal Data on behalf of Institution, provided
the information received as a result of such disclosure
is not further used or disclosed in an unauthorized or
inappropriate manner; or

(ii) jakékoliv neumysiné zpfistupnéni osobou,
kterd je opravnéna k pristupu k Osobnim Udajum
jménem Poskytovatele, jiné osobé, kterd je
opravnéna k pfistupu k Osobnim Udajim jménem
Poskytovatele, za pfedpokladu, Ze informace, které
obdrZela v disledku tohoto zpfistupnéni, nejsou dale
pouZity nebo zpfistupnény neopravnénym nebo
nevhodnym zpUsobem; nebo

(iii) any loss or unauthorized acquisition of or
access to Encrypted Personal Data, provided the
confidential process or key that is capable of
compromising the security, confidentiality, or integrity

(iif) jakékoliv ztrata nebo neopravnény pristup k
Sifrovanym Osobnim udajim za pfedpokladu, Ze
davéma hesla nebo Klic, které jsou schopny ohrozit
bezpecnost, divérnost nebo integritu Sifrovanych
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of the Encrypted Personal Data is not also subject to
loss or unauthorized acquisition or access.

Osobnich Gdajd, nejsou soucasné pfedmétem ztraty,
neopravnéného ziskani nebo pistupu.

(e) “Personal Data” shall have the meaning set
forth in 4 of the REGULATION (EU) 2016/679 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL
on the protection of natural persons with regard to the
processing of personal data and on the free movement
of such data, (General Data Protection Regulation),
and includes all information about identified and
identifiable individuals (according to GDPR), collected
or received pursuant to the Agreement.

(e) . ,Osobni udaje* maji vyznam uvedeny v
NARIZENI EVROPSKEHO PARLAMENTU A RADY
(EU) 2016/679, o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich Udaju a o
volném pohybu téchto Gdaju, a zahrnuji vSechny
informace o identifikovanych nebo identifikovatelnych
fyzickych  osobach (v souladu s GDPR),
shromazdéné nebo obdrzené podle této Smlouvy.

(f) “Process” or “Processing” shall mean any
operation or set of operations, which is performed upon
Personal Data, whether or not by automatic means,
such as collection, recording, organization, storage,
adaptation or alteration, retrieval, consultation, use,
disclosure by transmission, dissemination or otherwise
making available, alignment or combination, blocking,
erasure or destruction.

(f) LZpracovavani‘ je jakakoli operace nebo
soubor operaci, které jsou provadény s Osobnimi
Udaji, s pouzitim nebo bez pouziti automatickych
prostfedkd, jako je shromazdovani, zaznamenani,
organizace, uloZeni, pfizpisobeni nebo pozménéni,
vyhledani, konzultace, uZiti, zpfistupnéni pfenosem,
Sifeni nebo jakékoli jiné zpfistupnéni, sefazeni ¢i
zkombinovani, blokovani, vymaz nebo zniceni.

» o

(9) “Transfer’, “Transferred” or “Transferring”
means, whether by physical or electronic means,
across national borders, both (a) the moving of
Personal Data from one location or person to another,
and (b) the granting of access to Personal Data by one
location or person to another.

(9) ,Prenos”, Prenesené” nebo ,Preneseni‘ je
at uz fyzickymi nebo elektronickymi prostiedky, pfes
narodni hranice, jak (a) pohyb Osobnich udaji z
jednoho mista nebo od osoby na druhé misto nebo ke
druhé osobé, tak i (b) poskytnuti pfistupu k Osobnim
udajim z jednoho mista nebo od jedné osoby na jiné
misto nebo jiné osobé.

33. Personal Data of Study Subjects. Sponsor
shall be an independent Controller with respect to its
Processing of Personal Data contained in the Study
data that is reported by Institution to Sponsor or
Covance. Institution shall continue to be an
independent Controller of Personal Data Processed by
Institution with respect to the treatment of the Study
subject pursuant to medical standard of care and
applicable legal obligations. Institution agrees to
obtain from each Study subject, prior to that individual’s
participation in the Study, a signed informed consent,
approved in writing by Sponsor or Covance and by any
applicable ethics committee, and which shall include
the necessary content to allow for the Processing of the
Study subject’s Personal Data for the purposes
described in the Study protocol and the Agreement.

33. Osobni  Udaje  subjektd hodnoceni.
Zadavatel bude nezavislym Spravcem,,co se tyka
Zpracovavani Osobnich Udaju obsazenych v tdajich
Studie, které predava Poskytovatel Zadavateli nebo
Covance. Poskytovatel bude nadale nezdvislym
Sprdvcem  Osobnich  Udajd  Zpracovavanych
Poskytovatelem s ohledem na lécbu subjektd
hodnoceni podle standardi |ékafské péCe a
pfisluSnych  prévnich  povinnosti.  Poskytovatel
souhlasi s tim, Ze pred individualni G¢asti ve Studii
ziskd od kazdého subjektu hodnoceni podepsany
informovany ~ souhlas,  pisemné  schvéleny
Zadavatelem nebo Covance a pfisluSnou etickou
komisi, ktery bude zahrnovat nezbytny obsah
dovolujici Zpracovavani Osobnich Udajl subjektu
hodnoceni pro Ucely popsané v protokolu Studie a
Smlouvé.

34. Personal Data of Research Staff. Institution | 34. Osobni _udaje Vyzkumného personalu.
shall provide to all current and future Research Staff | Poskytovatel ~ musi  poskytnout  veSkerému
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the Privacy Notice for Investigators and Study
Personnel attached hereto as Exhibit 1.

soucasnému i budoucimu Vyzkumnému personalu
Oznameni o ochrané osobnich udajd pro zkousSejici a
personal studie, ktery je pfilozen jako Pfiloha €. 1.

35. Compliance. The Parties and Sponsor agree
to comply with Applicable Law throughout the term of
the Agreement. It is the responsibility of each Party and
Sponsor to effect and maintain all inventories and
registrations for the Processing of Personal Data as
required under Applicable Law. The Parties and
Sponsor shall cooperate and assist each other with
respect to any data protection impact assessments
and/or prior consultations with government authorities
that may be required in respect to Processing that is
carried out under the Agreement.

35. Soulad. Strany a Zadavatel souhlasi s tim,
Ze budou po celou dobu trvani Smlouvy jednat v
souladu s Platnymi pravnimi pfedpisy. Je
zodpovédnosti kazdé Strany zavést a udrzovat
veSkeré seznamy a registrace Zpracovavani
Osobnich udaji tak, jak je pozadovano Platnymi
pravnimi pfedpisy. Strany budou spolupracovat a
pomahat si navzagjem s ohledem na posouzeni
dopadi na ochranu Udajl, popf. pfedchozi
konzultace s organy statni spravy, které mohou byt
pozadovany v souvislosti se Zpracovavanim, které se
provadi v rdmci Smlouvy.

36. Privacy and Security Programs. During the
term of this Agreement, the Parties and Sponsor will
each maintain an appropriate security program to
ensure protection and security of Personal Data and to
ensure that Personal Data will only be Processed in
accordance with the Agreement, including the
appointment of a data protection officer as required by
Applicable Law. The Parties and Sponsor each will
implement appropriate administrative, technical, and
physical security measures to protect Personal Data.

36. Programy ochrany a bezpecnosti Osobnich
udaju. V prabéhu trvani této Smlouvy budou Strany a
Zadavatel kazdy udrzovat vhodny bezpecnostni
program k ochrané a bezpecnosti Osobnich dajl a
k zajisténi toho, Ze Osobni Udaje budou
Zpracovavany pouze v souladu se Smlouvou, véetné
jmenovani povéfence pro ochranu osobnich Udajd,
jak je poZzadovano Platnymi pravnimi pfedpisy. Strany
a Zadavatel budou kazdy realizovat odpovidajici
administrativni, technicka a fyzicka bezpe¢nostni
opatieni k ochrané Osobnich Udajd.

37. Personnel. The Parties and Sponsor shall
ensure that their personnel engaged in the Processing
of Personal Data are informed of the confidential
nature of the Personal Data, have received appropriate
training on their responsibilities, and have executed
written confidentiality agreements or are otherwise
subject to professional obligations of confidentiality.
The Parties and Sponsor shall ensure that access to
Personal Data is limited to those personnel who
perform services in accordance with the Agreement.

37. Persondl. Strany a Zadavatel zajisti, aby
jejich  Personal zabyvajici se Zpracovavanim
Osobnich udaju byl informovan o divérné povaze
Osobnich udajl, absolvoval odpovidajici odbornou
pfipravu ohledné vlastni odpovédnosti a podepsal
pisemnou dohodu o micenlivosti nebo mél
profesionalni povinnost micenlivosti. Strany zajisti,
aby byl pfistup k Osobnim (dajim omezen na
Personal, ktery vykonava sluzby souvisejici se
Smlouvou.

38. Security Incident.  Institution shall notify
Sponsor, in the manner specified in the Agreement, as
soon as possible (in line with the requirements of
GDPR) after discovery of a Security Incident related to
the Processing of Personal Data maintained by
Institution under the Agreement. In the course of
notification, Institution will provide, as feasible,
sufficient information for the Parties and Sponsor to
jointly assess the Security Incident and make any
required notification to any government authority within

38. Bezpecnostni_incident. Poskytovatel bude
informovat Zadavatele, a to zpusobem stanovenym
ve Smlouvé, co nejdfive (v souladu s pozadavky
GDPR) po zjisténi Bezpe¢nostniho incidentu
tykajiciho se  Zpracovavani Osobnich  (daju
zpracovavanych Poskytovatelem podle této Smiouvy.
Poskytovatel poskytne v rdmci ozndmeni, pokud to
bude proveditelné, dostate¢né informace Stranam a
Zadavateli, aby spole¢né posoudily Bezpe€nostni
incident a provedli poZadované ozndmeni organim
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the timeline required by Applicable Law. The Parties
and Sponsor will jointly decide on the basis of all
available information and Applicable Law if the Security
Incident will be considered a Data Security Breach and
arrange for notification to data subjects and/or
government authorities if required by law. Where the
Parties and Sponsor decide that notification is required
by law, Institution shall be responsible for providing
such notification.

statni spravy ve Ihité pozadované Platnymi pravnimi
pfedpisy. Strany a Zadavatel spoleéné rozhodnou na
zakladé vSech dostupnych informaci a Platnych
pravnich predpisd, zda bude Bezpeénostni Incident
povazovan za Porueni bezpe€nosti udajd, a oznami
to subjektim ddajd, popf. organdm statni spravy,
pokud to vyZaduje zakon. Pokud Strany a Zadavatel
rozhodnou, Ze ozndmeni je vyzadovano zékonem,
bude Poskytovatel odpovédny za poskytnuti
takového ozndmeni.

39. Rights of Data Subjects Participating in the
Study. The Parties and Sponsor agree that, as

between them, Institution is best able to manage
requests from Study subjects for access, amendment,
Transfer, restriction, or deletion of Personal Data. In
the event that Sponsor or Covance receives a request
from a Study subject for such access, amendment,
Transfer, restriction, or deletion, Sponsor or Covance
shall forward the request to Institution. Institution shall
respond to Study subjects’ requests for access,
amendment, Transfer, restriction, or deletion of
Personal Data in accordance with Applicable Law, the
Agreement, and any other instructions provided by
Sponsor or Covance. Institution acknowledges that in
order to maintain the integrity of Study results, the
ability to amend, restrict, or delete Personal Data may
be limited, in accordance with Applicable Law.
Sponsor acknowledges that Study subjects may
withdraw their informed consent to Study participation
and their consent to Processing of Personal Data at
any time.

39. Préva subjektl Udajt ucastnicich se Studie.
Strany souhlasi s tim, ze Poskytovatel je nejlépe
schopen spravovat poZadavky subjektt hodnoceni
na pfistup, zménu, Pfenos, omezeni nebo odstranéni
Osobnich udaju. V pfipadé, ze Zadavatel nebo
Covance obdrZi Zadost od subjektu hodnoceni o
takovy pfistup, zménu, Pfenos, omezeni nebo
odstranéni, Zadavatel nebo Covance pfeda
pozadavek Poskytovateli.  Poskytovatel musi
reagovat na zadosti subjektti hodnoceni o pfistup,
zménu, Pfenos, omezeni nebo vymaz Osobnich
udaju v souladu s Platnymi pravnimi predpisy,
Smlouvou a jakymikoliv dal§imi pokyny poskytnutymi
Zadavatelem nebo Covance. Poskytovatel bere na
védomi, Ze v zajmu zachovani integrity vysledkd
Studie, mGze byt omezena moznost zménit, omezit,
nebo odstranit Osobni Udaje v souladu s Platnymi
pravnimi pfedpisy. Zadavatel bere na védomi, Ze
subjekty hodnoceni mohou kdykoliv odvolat svij
informovany souhlas s U¢asti ve Studii a souhlas se
Zpracovavanim Osobnich dajd.

40. Rights of Data Subject Participating in the
Study post Study Closure. Institution shall promptly
notify Sponsor of any such withdrawal of consent that
may affect the use of the Personal Data under the
Agreement and any other instructions provided by

Sponsor.  Such requests may be directed to Sponsor
at*

40. Prdva subjektl udaju, které se ucastni
Studie, po uzavreni Studie. Poskytovatel neprodiené
oznami Zadavateli kazdé takové odvolani souhlasu,
které miZe mit vliv na pouZiti Osobnich Udajd podle
této Smlouvy a jakékoli jiné pokyny poskytnuté
Zadavatelem. Tyto zadosti mohou byt smérovany na
g-mailovou adresu Zadavatele

41, Cross-Border Data Transfers. Institution shall
only Transfer Personal Data outside the European
Economic Area or Switzerland in accordance with
Study related instructional documents provided by
Sponsor or Covance. If requested by Sponsor,
Institution shall enter into an agreement with Sponsor
governing such Transfer, including, but not limited to
the EU Standard Contractual Clauses, unless another
adequacy mechanism for the Transfer exists.

41, Preshraniéni Prenosy udaju. Poskytovatel
uskuteni Pfenos Osobnich Udaju mimo Uzemi
Evropského  hospodafského  prostoru  nebo
Svycarska pouze v souladu s pfisluSnymi pokyny v
souvislosti se Studii poskytnutymi Zadavatelem nebo
Covance. Pokud o to Zadavatel pozada, uzavfe
Poskytovatel se Zadavatelem dohodu upravujici
takovy Prenos, zahrnuijici, ale ne omezenou pouze na
Standardni smluvni dolozky EU, pokud nebude
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existovat jiny pfiméfeny mechanismus pro Pfenos.

42. Records. Each Party and Sponsor shall
maintain a written record of all Processing activities
that are carried out under the Agreement. These
records must comply with requirements set forth in
Article 32 GDPR. Such record shall contain, at a
minimum, (i) the name and contact details of any
processors; (i) the name and contact details of the
processors’ data protection officers; (iii) the categories
of Processing that are carried out; (iv) information
about possible transfers to third countries or
international organizations and documentation of the
suitable safeguards that are employed; and (v) a
general description of the administrative, technical, and
physical security measures that have been taken to
safeguard the Personal Data.

42. Zéznamy. Kazda ze Stran bude udrZovat
pisemné zéaznamy o vSech Cinnostech Zpracovani
Osobnich Gdaji, které jsou provadény v ramci
Smlouvy. Tyto z&znamy musi  odpovidat
pozadavkim, stanovenym ¢lankem 30 GDPR.
Takovy zdznam musi obsahovat alespor (i) jméno a
kontaktni Udaje zpracovatele; (i) jméno a kontaktni
Udaje zpracovatelova povéfence pro ochranu
osobnich  Udajl; (i) kategorie provadénych
Zpracovavani udajd; (iv) informace o pfipadnych
pfenosech Udajl do tretich zemi nebo mezinarodnich
organizaci a dokumentaci vhodnych ochrannych
opatfeni, kterd byla pfijata; a (v) obecny popis
administrativnich,  technickych ~a  fyzickych
bezpec€nostnich opatfeni, ktera byla pfijata k ochrané
Osobnich udaju.

43. Use of Processors. The Parties and Sponsor
agree that all processing agreements shall be in writing
and that processors shall be required to comply with
the terms of the Agreement and this Amendment.
Each Party and Sponsor shall be responsible for any
noncompliance by a processor which it has engaged,
which noncompliance will constitute a breach as if
committed directly by that Party or Sponsor.

43. Vyuziti zpracovatell. Strany souhlasi s tim,
Ze veSkeré dohody o zpracovavani musi byt v
pisemné formé a Ze zpracovatelé jsou povinni jednat
v souladu s podminkami Smlouvy a tohoto Dodatku.
Kazda ze Stran musi byt zodpovédna za jakékoliv
poruSeni ze strany zpracovatele, kterého zaméstnala;
poruSeni pak bude povazovano, jako by jej zpUsobila
pfimo pfislusna Strana.

B Effective as of the effective date of this
Amendment the budget in Exhibit B of the Agreement
is hereby amended with the following additional
budget items.

B. S u¢innosti ke Dni Ucinnosti tohoto Dodatku se
rozpoCet v Pfiloze B smlouvy doplfiuje o nasledujici
poloZky.

1. Fees for
are being add in the
Exhibit B of the Agreement as section 7¢ as below:

“7ci Other Fees

1. Platby za Ukon a
VySetreni se

doplfiuji do Pfilohy B smlouvy — Rozpocet jako
odstavec 7c) Jiné poplatky, jak je uvedeno nize
7¢) Jiné poplatky:

viéetfeni

no

Estimated total remuneration

e €42636 (assuming 6 Patients) for first
year of treatment

e And a max of €3328 (assuming 6
Patients) in extension phase

2: Predpokladana hodnota plnéni

e 42636 EUR (za pfedpokladu 6 pacientd) na
prvni rok lécby

e A maximalné 3328 EUR (za pfedpokladu 6
pacient) v prodlouZené fazi
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C. Effective as of the Effective date of this
Amendment, the banking details set out in section 9. of
the Budget delineated in Exhibit B of the Agreement is
superseded and replaced by the following revised and
restated banking details:

C. Sucinnosti ke Dni ucinnosti tohoto Dodatku
bankovni spojeni uvedené vbodé 9. Rozpoctu
vymezenému v Pfiloze B Smlouvy se odstrariuje a
nahrazuje nasledujicim revidovanym a
pfepracovanym bankovnim spojenim:

Banking details:

Bankovni spojeni:

Name of account | Fakultni nemocnice Hradec
holder: Kralové Jméno majitele | Fakultni nemocnice Hradec
Bank name: Ceska narodni banka uctu: Kralové
Sort code: 0710 Nazev banky: | Ceska narodni banka
Account code: 34534-24639511 Kdd banky: 0710
IBAN CZ93 0710 0345 3400 2463 Cislo G¢tu: 34534-24639511
9511 IBAN CZ93 0710 0345 3400 2463
SWIFT: CNBACZPP 9511
Reference text SWIFT: CNBACZPP
Variabile symbol | Invoice number Referencni text
Variabilni Cislo faktury
symbol

D. Effective as of the Effective date of this
Amendment the additional Exhibit D, attached hereto
as Exhibit A and incorporated herein shall be inserted
into the Agreement following Exhibit C.

D. Sucinnosti ke Dni UCinnosti tohoto Dodatku
dodateéna Priloha D, pfipojena zde jako Pfiloha A a
zatlenénd zde, se vklada do Smlouvy za Pfilohu C.

Survival. Notwithstanding anything to the contrary in
the Agreement, the obligations pursuant to this
Amendment shall survive termination of the Agreement
for as long as Institution holds or Processes Personal
Data for purposes of the Study.

Trvani. Bez ohledu na cokoliv, co je uvedeno ve
Smlouvé zustdvaji povinnosti uvedené v tomto
Dodatku v platnosti i po ukonceni platnosti Smlouvy
tak dlouho, dokud bude Poskytovatel uchovavat nebo
Zpracovavat Osobni udaje pro Ucely této Studie.

Additional Terms. This Amendment supplements and
does not replace any existing obligations related to the
privacy and security of Personal Data as already set
forth in the Agreement, including any previously
executed EU Standard Contractual Clauses. In the
event of a conflict between the terms of this
Amendment and the Agreement, the Parties shall each
comply with the obligations that provide the most
protection for Personal Data. In the event of any
conflict or inconsistency between the terms of the
Agreement or this Amendment and the terms of an
agreement governing Transfer outside the European
Economic Area or Switzerland, the applicable clauses
of the agreement governingTransfer shall control.

Dal$i _podminky. Tento Dodatek dopliiuje, ale
nenahrazuje stavajici povinnosti tykajici se ochrany a
bezpecnosti Osobnich Udajd, jak jsou jiz uvedeny ve
Smlouvé, véetné vSech dfive pfijatych Standardnich
Smiuvnich Dolozek EU. V pfipadé rozporu mezi
podminkami tohoto Dodatku a Smlouvy, Strany musi
jednat v souladu s povinnostmi, které poskytuji
nejlepSi  ochranu Osobnich Udaji. V pfipadé
jakéhokoli rozporu nebo nesouladu mezi podminkami
Smlouvy nebo podminkami tohoto Dodatku a
podminkami dohod, jimiZ se Fidi Pfenos mimo uzemi
Evropského  hospodafského  prostoru  nebo
Svycarska, plati pfislusng ustanoveni dohod, jimiz se
fidi Pfenos.

This Amendment is drawn up in the Czech and English
language versions, whereas in the event of

Tento Dodatek je vyhotoven v ¢eském jazykovém
znéni a vanglickém jazykovém znéni, pficemz
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discrepancies between individual provisions, the
Czech language version shall prevail.

Covance and Sponsor specifically —authorize
publication of the appended redacted version of this
Amendment and Agreement in the contract registry
maintained by the Ministry of the Interior in accordance
with Act 340/2015 Coll. on Contract Registry. The
Institution is responsible for such publication.
Information that constitute trade secrets of Parties are
not subject to this publication. The personal data of
individuals are not subject to such publication, unless
published in other public registry. If the Amendment is
not published by the Institution together with the
Agreement within 20 working days from its signature
by all contracting parties, Covance or Sponsor are
entitled to publish them. On or before execution of this
Amendment, Covance shall send to the Institution the
final version of the agreed Amendment and Agreement
in machine-readable format with highlighted parts that
are considered a trade secret by Sponsor. .

v pfipadé rozpord mezi jednotlivymi ustanovenimi ma
pfednost Ceské jazykové znéni.

Covance a Zadavatel vyslovné povoluji uvefejnéni
pfipojené zaslepené verze tohoto dodatku a Smlouvy
vregistru smluv vedeném ministerstvem vnitra
v souladu se zékonem €. 340/2015 Sb., o registru
smluv.. Za uverejnéni dle predchozi véty odpovida
poskytovatel. Takovémuto uverejnéni nepodiéhaji ty
udaje, které tvofi obchodni tajemstvi nékteré ze
smluvnich stran. Takovémuto uvefejnéni nebudou
podléhat osobni daje fyzickych osob, ledaze jsou jiz
uverejnény v jiném vefejné pfistupném registru. Neni-
i Dodatek spole¢né se Smlouvou uvefejnén
Poskytovatelem ve |hité 20 pracovnich dni od jeho
podpisu vS8emi smluvnimi stranami, jsou k jejich
uverejnéni opravnéni Covance Ci Zadavatel. Pfed
podpisem nebo pfi podpisuDodatkuCovance za$le
Poskytovateli finalni verzi odsouhlaseného Dodatku
aSmlouvy ve strojové  Citelném  forméatus
podbarvenym textem smlouvy, které povazuje
Zadavatel za obchodni tajemstvi.

[Intentionally left blank]

[Zamérné vynechano]

IN WITNESS WHEREOF, the parties have executed
this Amendment as of the Amendment Effective Date.

NA DUKAZ CEHOZ, Strany podepsaly tento Dodatek
k datu nabyti jeho G&innosti.

ACCEPTED AND AGREED TO BY / PRIJAL A SCHVALIL:

COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED

Signature:

Printed Name: | NS
Title:

Date:  25.8.2020

FAKULTNi NEMOCNICE HRADEC KRALOVE

Podpis / Signature:

Jméno hilkovym pismem / Printed Name:_prof. MUDr. VLADIMIR PALICKA, CSc.. dr. h. c.

Titul / Title:; Director / feditel
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Datum/Date:  8.10.2020

Podpis / Signature:

Titul / Title: Investigator / ZkouSejici

Datum/Date:  6.10.2020
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Appendix 1: Additional Exhibit [C]

Pfiloha: Dodate¢na Priloha C

Exhibit C

Priloha C

PRIVACY NOTICE FOR INVESTIGATORS AND
STUDY PERSONNEL - EUROPEAN ECONOMIC
AREA

OZNAMENi O OCHRANE OSOBNICH UDAJU PRO
ZKOUSEJICi A PERSONAL STUDIE - EVROPSKY
HOSPODARSKY PROSTOR

Re: STUDY TITLE: A Multicenter Phase 3
Randomized, Open-Label Study of Bosutinib versus
Imatinib in Adult Patients with Newly Diagnosed
Chronic Phase Chronic Myelogenous Leukemia,
PROTOCOL NUMBER: AV001

Predmét: NAZEV ~ STUDIE:  Oteviena
randomizovana multicentricka klinicka studie faze 3,
porovnavajici lécbu bosutinibem s [ébou imatinibem
u dospélych pacientd s nové diagnostikovanou
chronickou myeloidni leukémii v chronické fazi,
CISLO PROTOKOLU: AV001

As part of your involvement in the Pfizer sponsored
clinical study identified above (the “Study”), Pfizer will
collect information about you and your working
relationship with Pfizer. We refer to such information
as “Personal Data.” We collect Personal Data from you
as well as from other sources and process it for a
variety of reasons.  This Privacy Notice for
Investigators and Study Personnel (“Notice”) describes
how your Personal Data will be used, maintained, and
shared by Pfizer (collectively “Processed” or
“Processing’).

Jako soucast vaSeho zapojeni do vySe uvedené
klinické studie, jejimz zadavatelem je spolecnost
Pfizer (dale jen ,Studie®), bude spolenost Pfizer
shromazdovat informace o vas a vasich pracovnich
vztazich se spolecnosti Pfizer. Takove informace
oznacujeme jako ,Osobni Udaje. Shromazdujeme
va$e Osobni Udaje od vas, stejné jako z jinych zdroju
a zpracovavame je z rGznych dlvodd. Toto
Oznameni o ochrané osobnich udajl pro zkousejici
a personal studie (dale jen ,Ozndmeni*) popisuije, jak
budou vas$e Osobni udaje spole¢nosti Pfizer uzivany,
udrzovany a sdileny (souhrmné dale jen
,Zpracovavani®).

The data controller for purposes of this Notice is the
sponsor of the Study, as set forth in the protocol. To the
extent a Pfizer group member, as described below,
jointly Processes your Personal Data for the purposes
described in this Notice, the group member is a joint
data controller together with the sponsor. All reference
to Pfizer in this Notice shall include the Study sponsor
and Pfizer group members. For a list of Pfizer group

members that may jointly Process Personal Data,
e st R

Spravcem Osobnich Udaju pro Ucely tohoto
Oznédmeni je zadavatel Studie, jak je uvedeno v
protokolu. V tomto ramci nékterd spolecnost ze
skupiny Pfizer, jak je popsano nize, Zpracovava vase
Osobni udaje pro ucely popsané v tomto Oznameni,
tento ¢len skupiny Pfizer je spole€nym spravcem
Osobnich Udaju spolu se zadavatelem. VeSkeré
odkazy na spolecnost Pfizer v tomto Oznameni
zahrnuji zadavatele Studie a ¢leny skupiny Pfizer.
Seznam spolecnosti skupiny Pfizer, které mohou

SEOIeéné Ziracovévat Osobni Udale, na'|dete zde:

Types of Personal Data Collected and Processed

Druhy shromazdovanych a Zpracovavanych

Osobnich udaju

As part of your involvement in the Study, the following
types of Personal Data may be Processed for the

Jako soucast vasi ucasti ve Studii mohou byt pro
uCely popsané v tomto Oznameni Zpracovavany
nasledujici druhy Osobnich Udaju:

urposes described in this Notice:
ﬁ Information that directly identifies you, such
as your name, contact information, and age;

Informace, které vas piimo identifikuji, jako

Information about your training and
qualifications, such as your organizational or
institutional affiliations, place of employment,
educational history, publications and professional
experience;

e va$e jméno, kontaktni informace a vék;

i Informace o vaSem vzdélani a kvalifikaci,
jako jsou organizacni nebo institucionalni vztahy,
misto zaméstnani, vzdélani, publikace a odborna
praxe;

1 Information  relating to  your  Study

| Informace tykajici se vaSeho zapojeni do
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involvement, such as Study participation, quality
events, adverse event reports, and Study reports;

Studie, jako je ucast na Studii, porueni kvality,
zpravy o nezadoucich pfihodach a zpravy o Studii;

1

1 Information about your relationship with | I Informace o vaSem vztahu se spolecnosti
Pfizer, including financial payments made to you. Pfizer, v€etné finanénich Castek, které vam byly
vyplaceny.

Uses and Disclosures of Your Personal Data

Pouziti a zpfistupnéni vasich Osobnich udaju

Pfizer will use and disclose your Personal Data based
on our legitimate interests in fulfilling legal, regulatory,

Pfizer bude pouzivat a zpfistupriovat vase Osobni
Udaje na zakladé naSich opravnénych zajmd pfi

and administrative obligations with respect to the | pinéni  zakonnych, regulanich a sprévnich
Study: povinnosti souvisejicich se Studii:
(i) To fulfill regulatory and legal obligations in | (i) K plnéni regulacnich a zakonnych

connection with the Study. This means that Pfizer may
disclose your Personal Data to other parties in order to
comply with any applicable regulatory or legal
requirements including to ethics committees and
institutional review boards, as well as health regulatory
authorities throughout the world.

povinnosti v souvislosti se Studii. To znamena, ze
spolecnost Pfizer muze poskytnout vase Osobni
udaje jinym strandm z davodu souladu s platnymi
regulaCnimi nebo z&konnymi poZadavky; mezi jiné
strany patfi etické komise a institucionalni poradni
vybory, stejné jako zdravotni regulaéni Ufady po
celém svété.

(i) To administer the Study, including site
feasibility, Study implementation, management,
monitoring, and payment activities related to your
participation in the Study. This means that Pfizer may
disclose your Personal Data to other members of the
Pfizer group members, development partners, and
authorized representatives, contractors, and service
providers working on behalf of Pfizer.

(ii) Pro spravu Studie véetné proveditelnosti,
realizaci Studie, fizeni, monitorovani a platebni
¢innosti souvisejici s vasi ucasti ve Studii. To
znamena, Ze spoleCnost Pfizer mize poskytnout
vaSe Osobni Udaje ostatnim Elenim skupiny Pfizer,
partnerdm podilejicim se na vyzkumu a oprdvnénym
zastupcim, dodavatelim a poskytovatelim sluzeb,
ktefi pracuji jménem spoleénosti Pfizer.

(iii) To publicly disclose your involvement in the
Study, including (if applicable) your association as an
investigator, for posting online on Pfizer's website, the
European Clinical Trials Database, ClinicalTrials.gov,
and similar sites, and in printed materials.

(iii) Pro zpfistupnéni informaci o vasi ucasti na
Studii, véetné (je-li pouZitelné) vaseho zapojeni jako
zkousejiciho, pro zvefejnéni informaci on-line na
webovych strankach spolecnosti Pfizer, v Evropské
databazi klinickych hodnoceni, ClinicalTrials.gov a
podobnych strankach a v titénych materialech.

(iv) To to conduct background checks, including
to verify your credentials, training and licensing and to
ensure that we are not precluded from working with
you.

(iv) K provedeni kontroly véetné ovéfeni vasich
udajl, vzdélani, kvalifikace a udélenych licenci a k
potvrzeni, Ze nic nebrani nasi spolupréci s vami.

(v) To disclose your relationship with Pfizer,
including any amounts Pfizer has paid to you, including
reports to government authorities, as required by
applicable law.

(v) Zpfistupnéni informaci o vaSem vztahu se
spoleCnosti  Pfizer véetné Castek, které vam
spolecnost Pfizer zaplatila, organdm statni spravy,
jak je poZzadovano platnymi pravnimi pfedpisy.

(vi) To other companies with which we collaborate
regarding joint development, distribution and/or
marketing of particular products or services.

(vi) Zpfistupnéni Udaju jinym spole¢nostem, se
kterymi spolupracujeme ohledné spoleného rozvoje,
distribuce nebo marketingu konkrétnich vyrobku
nebo sluZeb.

(vii) To identify and, if applicable, engage with you
for other research collaboration and professional
consulting opportunities based on your professional
expertise and opinions.

(vii) Pro identifikaci a vaSe pfipadné zapojeni do
dal$i vyzkumné spoluprace a mozného odborného
poradenstvi na zékladé vasich odbornych znalosti a
nézoru.

(vii)  To prepare, complete and implement any

(vii)  Pro pfipravu, dokonCeni a provedeni
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reorganization, merger, sale, joint venture, transfer or
other disposition of all or any portion of our business,
assets or stock (including any bankruptcy
proceedings).

jakékoli reorganizace, flze, prodeje, spole¢ného
podniku, pfevodu nebo jiné transakce celého nebo
¢asti naSeho podniku, aktiv nebo akcii (vCetné
konkursniho Fizeni).

(ix) To comply with regulatory requirements,
judicial  proceedings, court orders, government
requests or legal process served on us.

(ix) V souladu s regulatnimi poZadavky,
soudnim fizenim, soudnimi pfikazy, poZzadavky statni
spravy nebo pravnimi spory, které obdrzime.

(x) To take legal action or otherwise protect
safety, rights or property of our customers, the public
and Pfizer and our affiliates.

(x) K podniknuti pravnich krokd nebo jinych
krokl k ochrané prav, bezpe€nosti nebo majetku
nadich zakaznikd, vefejnosti a spole¢nosti Pfizer a
nasich pobocek.

If you are an investigator, Pfizer may contact you
regarding future research studies and activities
because of our legitimate interest in making the
scientific community aware of future research activities
and accelerating clinical trial development and
scientific research.

Pokud jste zkouSejicim, spole¢nost Pfizer vas muze
kontaktovat ohledné budoucich vyzkumnych studii a
¢innosti ohledné nasich opravnénych zajmu o to, aby
védecka vefejnost byla informovana o budoucich
vyzkumnych ¢innostech a urychleni klinického vyvoje
a védeckého vyzkumu.

Transfer

Prenos

Due to the global nature of Pfizer's operations, your
Personal Data may be used and disclosed throughout
Pfizer for the purposes as set out above. This may
require transfer and storage of your Personal Data in
countries other than where you are based, including the
United States and other countries located outside of the
EEA and Switzerland. Some non-EEA countries are
recognized by the European Commission as providing
an adequate level of data protection according to EEA
standards (the full list of these countries is available on
the EU Commission website:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries_en.

Vzhledem ke globalni povaze fungovani spole¢nosti
Pfizer mohou byt vaSe Osobni Udaje pouzity a
zpfistupnény v celé spolecnosti Pfizer pro vyse
uvedené uCely. To miZe vyzadovat prenos a
uchovavani vasich Osobnich udajd v jinych zemich,
nez ve kterych pasobite, véetné Spojenych Statd a
dalSich zemi, které se nachazeji mimo Gzemi EHP a
Svycarska. Nékteré zem& mimo Gzemi EHP jsou
uznany Evropskou komisi za zemé poskytujici
odpovidajici droven ochrany osobnich (daji podle
norem EHP (Uplny seznam téchto zemi je k dispozici
na webovych strankdch Evropské komise:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries_en.

For transfers from the EEA to countries not considered
adequate by the European Commission, Pfizer enters
into standard data protection contractual terms (“Model
Clauses”) that have been approved by the European
Commission with these entities to ensure that these
entities safeguard your Personal Data and only
Process your Personal Data as provided in this Notice.
Pfizer can provide you with a copy of these Clauses
upon your written request by contacting Pfizer's Data
Protection Officer (contact information below).

Pro pfenosy udaji z EHP do zemi, ve kterych neni
ochrana osobnich Udaji povaZovana Evropskou
komisi za dostatenou, spole¢nost Pfizer pouzije
standardni smluvni podminky ochrany osobnich
udaju (,Modelové dolozky“), které byly schvaleny
Evropskou komisi s témito subjekty, aby zajistily, ze
tyto subjekty budou chranit vase Osobni udaje a
Zpracovavat Osobni Udaje tak, jak je uvedeno v
tomto Ozndmeni. Spole¢nost Pfizer vdm mize
poskytnout kopii téchto DoloZek na zakladé vasi
pisemné Zadosti; kontaktujte prosim povéfence pro
ochranu osobnich Udaju spolecnosti Pfizer (kontaktni
informace nize).

Your Personal Data Rights

Vase prava ohledné Osobnich udaju

If you have any questions, complaints, or concerns
about how Pfizer processes your Personal Data; if you

Pokud mate néjaké dotazy, stiznosti nebo obavy
ohledné toho, jak Pfizer zpracovava vase Osobni
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would like to request access, correction (if you believe
the data is incomplete or inaccurate), suppression or
deletion of your Personal Data or if you would like to
request a copy or the portability of your Personal

Dataor that we cease using it; please contact Pfizer at
I Fcccc no.

however, that certain Personal Data may be exempt
from such requests pursuant to applicable laws and
regulations.

udaje; pokud byste chtéli pozadat o pfistup, opravu
(pokud si myslite, Ze Udaje jsou nelplné nebo
nepresné), omezeni nebo vymazani vasich Osobnich
udaju nebo pokud chcete pozadat o kopii nebo
pfenos vasich Osobnich udaju nebo o to, abychom
prestali vase Osobni (daje pouZivat, kontaktujte

rosim spolecnost Pfizer na e-mailové adrese:
Vezméte prosim
nicméné na védomi, Ze nékteré Osobni idaje mohou

byt vyjmuty z takovych poZzadavki v souladu s
platnymi zakony a predpisy.

You or your Institution entered into a contract with
Pfizer, or its contract research organization to
participate in the Study, and your Personal Data is
being provided to Pfizer as a part of that contract. If
you fail to or are unwilling to provide your Personal Data
for the purposes described in this Notice, you and your
Institution will not be able to be involved in the Study.

Pokud jste vy nebo vaSe Zdravotnické zafizeni
uzavfeli smlouvu se spole¢nosti Pfizer nebo jeji CRO
ohledné Ucasti na Studii, vase Osobni udaje jsou
poskytovany spolecnosti Pfizer jako soucast této
smlouvy. Pokud odmitnete nebo nejste ochotni
poskytnout své Osobni (daje pro ucely popsané v
tomto Oznameni, vy a vade Zdravotnické zafizeni se
nebudete moci Studie U&astnit.

Retention

Uchovavani

Your Personal Data may be retained by Pfizer for so
long as is reasonably necessary to ensure Pfizer's
compliance with any legal or regulatory requirements.
The criteria used to determine our retention periods
include: (i) as long as we have an ongoing relationship
with you; (ii) as required by a legal obligation to which
we are subject; and (iii) as otherwise necessary for
legal purposes (such as in regard of applicable statutes
of limitations, litigation, or regulatory investigations).

VaSe Osobni Udaje mohou byt uchovavany
spoleénosti Pfizer po tak dlouhou dobu, jak je
pfiméfené nutné k zajiSténi souladu spole¢nosti
Pfizer s pravnimi nebo regulaénimi poZadavky.
Kritéria, ktera se pouzivaji k ur€eni doby uchovavani
udajd, zahrnuii: (i) tak dlouho, dokud s vami budeme
mit smluvni vztah; (i) tak dlouho, jak je od nas
pozadovano pravnimi piedpisy; a (iii) jak je nezbytné
pro pravni Ucely (napf. v souvislosti se statutem
promléeni, soudnimi spory nebo vySetfovanim
regulatornich ufadu).

Data Protection

Ochrana Osobnich udaju

Pfizer will take reasonable organizational, technical
and administrative measures to protect the
confidentiality and security of your Personal Data that
are consistent with applicable privacy and data security
laws and regulations, including requiring service
providers to use appropriate measures to protect the
confidentiality and security of Personal Data; however,
no data transmission or storage system can be
guaranteed to be 100% secure.

Spoleénost Pfizer pfijme pfiméfena organizaéni,
technickd a administrativni opatfeni na ochranu
davérnosti a bezpecnosti vasich Osobnich Udajl,
které jsou v souladu s platnymi zakony a pfedpisy 0
ochrané a bezpe€nosti osobnich Udaji, vcetné
pozadavki na poskytovatele sluzeb, aby pouzili
vhodnd opatfeni na ochranu dOvérnosti a
bezpecnosti Osobnich Udajd; nicméné, zadny pfenos
nebo systém uloZeni Udaju nemiZe zajistit jejich
100% bezpeénost.

Complaints & Data Protection Officer Contact

Stiznosti a kontaktni informace na Povérence pro

Information

ochranu osobnich Udaju

If at any time you have any concerns, complaints or
requests regarding Pfizer's use of your Personal Data,

ilease contact our Data Protection Officer at

Pokud budete mit kdykoliv néjaké pfipominky,
stiznosti nebo Zadosti tykajici se wziti vaSich
Osobnich udaji spoleénosti  Pfizer, kontaktujte

You may also file a complaint with a Data Protection

prosim nadeho Povéfence pro ochranu osobnich
Udajl na adrese

Muazete také podat stiznost Ufadu pro ochranu
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Authority for your country or region or in the place of | osobnich Udaju ve své zemi, regionu nebo v misté
the alleged mishandling of your Personal Data. udajného Spatného zachazeni s vaSimi Osobnimi
udaji.
er
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