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SMLOUVA O NEINTERVENCNI

AGREEMENT

This  NON-INTERVENTIONAL  STUDY
AGREEMENT (the “Agreement”) is effective on
the day of publishing in accordance with the Act
No. 340/2015 Coll. On the Register of Contracts,
as amended (the “Effective Date”), by and
between:

Masarykiv onkologicky ustav located at Zluty
kopec 7, 656 53 Brno, Czech Republic, IC
(company ID): 00209805, DIC (VAT ID):
CZ00209805, represented by prof. MUDr. Marek
Svoboda, Ph.D., director (the “Institution™), and

Pharmaceutical Research Associates CZ, s.r.o.,
located at Praha 7, Jankovcova 1569/2c¢, 170 00,
Czech Republic, 1C (company 1D number):
27636852, the limited liability company duly
registered in the Commercial Register of the Czech
Republic maintained by the Municipal Court in
Prague, Section C, Entry 120574, represented by
, authorized representative
based on power of attorney (“PRA”), an affiliate of
PHARMACEUTICAL RESEARCH
ASSOCIATES INC., located at 4130 ParkLake
Avenue, Suite 400, Raleigh, North Carolina 27612,
USA (“PRA _US”) acting as an independent
contractor for Fresenius Kabi Deutschland GmbH
located at Else-Kroner-Strasse 1, 61352 Bad
Homburg, Germany (the “Sponsor”), and

I - cmployee of the

Institution, acting within the scope of his/her
employment, located at Masaryktiv onkologicky
Gstav, Zluty kopec 7, 656 53, Brno, Czech
Republic, who shall serve as the Physician
(“Physician”) for the Study as defined below.

The Institution and the Physician may be
collectively referred to as the “Site”.

STUDII

Tato SMLOUVA O NEINTERVENCNI
STUDII (,,smlouva®) je u¢inna ke dni zvetejnéni
dle zakona ¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjsich predpisit (,,datum ucinnosti)
a uzavira se mezi:

Masarykiv onkologicky ustav, se sidlem na
adrese Zluty kopec 7, 656 53 Brno, Ceska
republika, IC: 00209805, DIC: CZ00209805,
zastoupeny prof. MUDr. Markem Svobodou,
Ph.D., feditelem (,,zdravotnické zafizeni*), a

Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem na adrese Jankovcova 1569/2c, 170 00
Praha 7, Ceska republika, IC: 27636852,
spole¢nosti s ruenim omezenym fadné zapsanou
v obchodnim  rejstitku  Ceské republiky

U Méstského soudu v Praze, spisova znacka C
120574,  zastupovanou _
poverenou zastupkyni na zakladé plné moci
(,PRA®), pfidruzenou spolecnosti spole¢nosti
PHARMACEUTICAL RESEARCH
ASSOCIATES INC., se sidlem na adrese 4130
ParkLake Avenue, Suite 400, Raleigh, Severni
Karolina 27612, USA (,,PRA US*) jednajici jako
nezavisly dodavatel pro spole¢nost Fresenius Kabi
Deutschland GmbH se sidlem na adrese Else-
Kroner-Strasse 1, 61352 Bad Homburg, Némecko
(,,zadavatel*), a

I Zaméstnancen

zdravotnického zafizeni, ktery jednd v rozsahu
sveého zaméstnani, se sidlem na adrese Masaryktv
onkologicky ustav, Zluty kopec 7, 656 53, Brno,
Ceskéa republika, aktery bude plnit roli lékate
(,,1ékatr*) pro studii definovanou nize.

Zdravotnické zatizeni a 1ékaf mohou byt spole¢né
oznacovani jako ,.fesitelské centrum®.
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STATEMENT OF WORK. 1. PROHLASENI O NAPLNI PRACE
(@) The Physician will conduct the study  (a) Lékar provede studii s ndzvem
entitled “Retrospective, Multinational, »Retrospektivni,  mnohonarodnostni
Drug _ Utilisation Study (DUS) to studie pouziti léku (DUS) zjistujici
Investigate the Routine Use of rutinni pouZivani infiznich roztoki
Hydroxyethyl Starch (HES)-containing obsahujicich hydroxyethyl $krob (HES)
Infusion Solutions in HES-Accredited v evropskych (EU) nemocnitnich
European _(EU) Hospitals af_ter zatizenich a akreditaci k pouzivani
Im_p!en_]entatlon of a ., Set Sf R"s’k HES po zavedeni souboru opatreni pro
Mln_lmlsatlon Mea_lsures (the “Study”), minimalizaci rizik” (,studie®) a Gislem
bearing Observational Plan number planu pozorovani HE06-027-CNI, ktery
HE06-027-CNI, as may be amended frcim miZe byt v pribéhu ¢asu upravovan (,,plan
time to t_lr_ne (the O_bservatl_o nal Plan”), pozorovani*), pficemz ustanoveni jsou do
the provisions of which are incorporated této smlouvy zatlenéna odkazem. Lékaf
herein by reference_. The Physician shall bude studii realizovat v souladu s: (i)
p_erform the Study in conformance with: vSeobecné piijimanymi standardy spravné
(I). generally_acce_pted Stapdards of good klinické praxe, (ii)) etickym zplsobem
clinical practice, (ii) an ethical manner and azpisobem, ktery piiméfend  chrani
IN @ manner that appropriately protects the bezpecnost, zabezpeceni a celkovou pohodu
safety, seg:urlty, and We“'be'f‘g of the subjektdl  studie  a veSkerych  udajt
Study subjects and any data arising from pochézejicich ze studie, (iii) planem
the Stud_y (iii) the Observational Plan’_(lv) pozorovani, (iv) vS§emi prislusnymi zakony,
?d” appllcable laws, rulgs a nd regulations pravidly a pfedpisy, mimo jiné véetné téch,
including, but not limited to, those kterymi se Hdi providéni studie.
governing the conduct Of_the Study. The Zdravotnické zafizeni nepienese realizaci
Institution shall not reassign the conduct studie na jiného lékate bez vyslovného
of th? Study to anOt,her Physician without pisemného souhlasu PRA. Jestlize lékar
PRA_s_ express written consent. If t_he nebude schopen plnit povinnosti
Phys_ICIan 1S u_nable to perform the_dut_les pozadované touto smlouvou, zdravotnické
required bythlsAgreement,_theIp;tltutlon zafizeni otom bude neprodlend pisemnd
shall promptly notify PRA in writing. It a informovat PRA. Jestlize neni Kk dispozici
mut_ually acce_ptable replacement is not vzajemné prijatelna nahrada, mize byt tato
avall_able, this _Agreeme_nt may  be smlouva ukoncena podle ustanoveni
terminated as provided herein. uvedenych nize.
(b) The Institution shall provide appropriate  (b) Zdravotnické zafizeni poskytne 1ékafi

resources and facilities so the Physician
can conduct the Study in a timely and
professional manner and according to the
terms of this Agreement. The Site shall
ensure that only individuals who are
appropriately trained and qualified will
assist in conducting the Study. The Site is
responsible for ensuring that all personnel
participating in the Study (“Study Team”)

vhodné zdroje a zatizeni tak, aby lékai mohl
vCas adostatetné¢ odborn€¢ provést tuto
studii  vsouladu s podminkami  této
smlouvy. Resitelské centrum zajisti, aby se
na provadéni studie podilely pouze tadné
vyskolené a kvalifikované osoby. Resitelské
centrum odpovidd za to, aby veskery
persondl, ktery se bude ucastnit studie
(,,studijni tym*), dodrzoval podminky této
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(@)

(b)

comply with the terms of this Agreement,
excluding personnel supplied by PRA or
Sponsor. Institution and Physician agree to
promptly notify PRA in the event any
Study Team member is reported to or
comes under investigation by any
licensing board, independent ethics
committee or institutional review board,
and further agrees to promptly discontinue
the use of any such personnel in
connection with the Study unless PRA
consents in writing to the continued use of
such personnel, which such consent shall
not be unreasonable delayed, conditioned,
or withheld. Unless otherwise agreed to in
writing by the parties, the Site shall
conduct the Study only at the facilities
indicated in this Agreement.

PAYMENT.

PRA will pay the Institution according to
the Payment Terms attached hereto as
Exhibit A (“Payment Terms”) and the
Budget attached hereto as Exhibit B
(“Budget™), upon receipt of invoices and
other appropriate documentation as
specified therein.

The Institution as payee (“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, in
writing, of any changes or required
updates of payment instructions and/or
bank details. The parties agree that any
change of or update to the Payee’s bank
details contained in the PIC may be
effected through a written notice and shall
not of itself require a formal Amendment
to this Agreement.

(a)

(b)
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smlouvy, s vyjimkou personalu, ktery zajisti
spoleCnost PRA  nebo zadavatel.
Zdravotnické zafizeni a lékar souhlasi, Ze
budou neprodlen¢ informovat spolecnost
PRA v ptipad¢, ze kterykoli ¢len studijniho
tymu byl oznamen nebo se stal predmétem
vySetfovani  kterékoli licenéni komise,
nezavislé etické komise (EK) nebo kontrolni
komise pracovisté, a dale se zavazuji, ze

neprodlené pfestanou vyuzivat takovy
personal v souvislosti se studii, pokud
spolecnost PRA neposkytne pisemny

souhlas s dal§im vyuzivanim takového
personalu, pficemz takovy souhlas nemiize
byt neodivodnéné pozdrzen, podminén ani
odmitnut. Neni-li mezi stranami pisemnou
formou dohodnuto jinak, bude feSitelské
centrum realizovat studii pouze v prostorach
stanovenych touto smlouvou.

PLATBY
Spolecnost PRA zaplati zdravotnickému
zafizeni podle platebnich podminek

pripojenych k této dohod¢ ve formé Prilohy
A (,platebni podminky*) arozpoctu
pripojeného k této smlouvé ve forme
Prilohy B (,rozpocet) po obdrzeni
odpovidajicich  faktur adalsi potiebné
dokumentace, jez je specifikovana v této
smlouvée.

NeZ bude mozné poukdazat jakoukoli platbu,
zdravotnické zafizeni jako piijemce platby
(,,piijemce platby”) poskytne kompletni
pokyny k platbé a bankovni tidaje pisemné
spole¢nosti  PRA v kontrolnim seznamu
platebnich informaci (,,PIC*). Pfijemce
platby je povinen pisemné informovat
spole¢nost PRA o jakychkoli zménach nebo
pozadovanych aktualizacich platebnich
pokynti nebo bankovnich udajd. Strany se
dohodly, Ze jakakoli zména nebo
aktualizace bankovnich udaji pfijemce
plateb v PIC mtize byt oznamena pisemnym
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upozornénim a nevyzaduje formalni zménu
této smlouvy.
(c) The Site is an independent contractor, and (c) Resitelské centrum je  nezavislym

(d)

(€)

()

neither PRA nor Sponsor is responsible for
any employee benefits, pensions, workers’
compensation, withholding, or
employment-related taxes as to the Site or
its personnel.

The Institution and Physician
acknowledge and agree that any payments
made under this Agreement will be
disclosed to the local regulatory
authorities by Sponsor or PRA as required
under the EFPIA (European Federation of
Pharmaceutical Industries and
Associations)  Disclosure  Code  or
equivalent local legislation.

If PRA or the Sponsor provides any
products or items at no charge to the Site
for use in the Study, Institution and
Physician agree that they will not bill any
patient, insurer, government entity, or any
other third party for such products or
items. Institution and Physician agree that
they will not bill any patient, insurer,
government entity for any visits,
treatments, services, or expenses incurred
during the Study for which they have
received compensation from PRA or
Sponsor, or which are not part of the
ordinary care they would normally
provide the patient..

Unless otherwise agreed herein, payments
will be made for evaluable subjects and for
eligible subjects only. An eligible subject
is one who meets all of the inclusion
requirements and does not meet any of the
exclusion criteria of the Observational
Plan, who was enrolled by Physician, and

(d)

(e)

()

dodavatelem aani spole¢nost PRA, ani
zadavatel nenesou odpovédnost za zadné
zaméstnanecké benefity, vysluzné, odmény
za praci, zadrzeni penéz vyplacenych
zaméstnancim nebo za dané souvisejici se
zaméstnanim vici fesitelskému centru nebo
jeho personalu.

Zdravotnické zafizeni a lékat berou na
védomi asouhlasi, Ze vSechny platby
uskutecnéné na zakladée této smlouvy budou
zadavatelem nebo spolecnosti PRA sdéleny
mistnim regulaénim Gfadim v souladu
s pozadavky ptedpisu EFPIA (European
Federation of Pharmaceutical Industries and
Associations / Evropska federace
farmaceutického primyslu a asociaci) nebo
odpovidajici mistni legislativy.

Pokud spole¢nost PRA nebo zadavatel
reSitelskému centru bezplatné poskytne
né&jaké produkty nebo predméty k pouziti ve

studii, zdravotnické =zafizeni a lékaf
souhlasi, Ze tyto produkty nebo piedméty
nebude uctovat zadnému pacientovi,

zdravotni pojistovné, organu statni spravy
ani dalsi treti stran€. Zdravotnické zatizeni
a lékar souhlasi, Ze zaddnému pacientovi,
zdravotni pojistovné ani organu statni
spravy nebude uctovat zadné navstévy,
l1écebné postupy, sluzby ani vydaje vzniklé
béhem studie, které jim uhradila spole¢nost
PRA nebo zadavatel nebo které nejsou
souCasti bézné péce, jiz by beézne
poskytovali pacientovi.

Neni-li zde dohodnuto jinak, platby budou
provedeny pouze za vyhodnotitelné
subjekty aza  opravnéné  subjekty.
Opravnény subjekt je subjekt, ktery spliuje
vSechna kritéria pro zafazeni a nespliuje
zadna kritéria pro vylouceni podle planu
pozorovani, byl registrovan lékafem
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EAPA Master Institution & Physician Non-Interventional Study Agreement

Page 4 of 22



%% PRAHEALTHSCIENCES

Confidential

Czech Republic/Institution & Physician Non-Interventional Study Agreement

(9)

(h)

(@)

(b)

for whom information letter has been
provided if required by EC. An evaluable
subject is one for whom case report forms
(“CREs”) have been properly completed
in accordance with the /Observational
Plan.

The parties acknowledge and agree that
the compensation provided for Site’s
performance under the Agreement
represents the fair market value for the
services conducted by Site and has been
agreed independently from any business
the Institution or the Physician has made
or may make in relation to the ordering of
products or services of the Sponsor.

The estimated total remuneration for
performance of the services under this
Agreement, for the maximum of Study
subjects, shall be 720.000,-Czk.

RECORDKEEPING; REPORTING;
ACCESS.

Authorized representatives of Sponsor
and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours, to: audit and
examine the Site’s facilities required for
performance of the Study. The Site shall
maintain complete and accurate records
related to the Study, and shall retain all
such records resulting from the Study in
accordance with ICH GCP for the time
required by applicable laws and
regulations.

The Physician will deliver CRFs to PRA
within fourteen (14) days of Physician’s
review or in accordance with PRA’s
reasonable written instructions, as the case
may be. The Physician shall be available
at reasonable times during normal
business hours to meet with Study
monitors and answer questions regarding

(9)

(h)

3. UCHOVAVANI
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a obdrzel dopis s informacemi, pokud to
vyzaduje EK. Vyhodnotitelny pacient je
subjekt stadn¢ vyplnénymi zaznamy
subjektu hodnoceni (,,CRF*) v souladu
s planem pozorovani.

Strany berou na védomi a souhlasi, ze
nahrada poskytovana za plnéni v souladu
stouto smlouvou fesitelskému centru
predstavuje piiméfenou trzni hodnotu za
sluzby poskytované feSitelskym centrem
abyla dohodnuta nezavisle na jakékoli
obchodni ¢innosti zdravotnického zatfizeni
nebo 1ékafe v souvislosti s objednavanim
produktl nebo sluzeb od zadavatele.

Predpokladana celkova vyse odmeény za
provedeni sluzeb v rdmci této smlouvy za
maximalni pocet pacientl, bude Cinit
720.000,-K¢.

ZAZNAMU:

ZPRACOVANI ZPRAV: PRISTUP

(@)

(b)

Opravnéni  zastupci zadavatele nebo
spolecnosti  PRA  maji  pravo  po
odpovidajicim  pfedchozim  oznameni
a Vv priab¢hu bézné pracovni doby: provést
audit a zkontrolovat zafizeni feSitelského
centra nezbytna pro provadeéni studie.
Resitelské centrum povede kompletni
a presné zaznamy souvisejici se studii a
bude uchovavat vSechny zaznamy plynouci
ze studie vsouladu sICH GCP po dobu
pozadovanou prislusnymi zakony
a predpisy.

Lékar poskytne vSechny zaznamy CRF
spolecnosti PRA do ¢trnacti (14) dni od
kontroly  lékafem  nebo v souladu
S odivodnénymi  pisemnymi  pokyny
spole¢nosti PRA, dle konkrétniho ptipadu.
Lékat musi byt k dispozici v pfiméfenou
dobu v pribéhu béznych pracovnich hodin,
aby se mohl setkat s pracovniky, ktefi

Revised May 2018
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the conduct of the Study. Institution and
Physician will comply with Physician
obligations under ICH GCP 4.1.4. and
4.9.7. to ensure Study monitors are
granted direct access to Study Binder and
any document that should be part of it.

(c) The Site will promptly notify Sponsor and
PRA if any regulatory authority notifies
the Institution or Physician of a pending
inspection relating to the Study, and will
promptly forward to Sponsor and PRA
copies of any written communication
received as a result of such inspection
which are related to the Study. The Site
shall also provide to Sponsor and PRA
copies of any documents provided to any

inspector that relate to the Study.

(d) The Site will ensure that the code list by
which Study subjects can be identified will
be destroyed by the Site after the final
Study report has been endorsed by

European Medicines Agency’s
Pharmacovigilance  Risk  Assessment
Committee.

4. CONFIDENTIALITY.

The Observational Plan, CRFs, and any and all
information, data, reports or documents, disclosed
to or generated by the Site or any Study Team
members regarding the work performed under this
Agreement (other than subject medical records) or
which  otherwise relates to this Study
(“Confidential Information”) belong to Sponsor
and shall not be disclosed by the Site to any third
party or be used for any purpose other than the
performance of the Study without the prior written
consent of Sponsor, during a period of seven (7)
years after the termination of the performance of
the Agreement. The above obligations of

Masarykév onkologicky stav, | KNG
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monitoruji studii, a odpovidat na otazky
vztahujici se k realizaci studie.
Zdravotnické zafizeni a lékai budou plnit
povinnosti 1ékaife podle clankt 4.1.4.
a4.9.7. ICH GCP a zajisti, aby pracovnici
sledujici realizaci studie méli pfimy pfistup
ke studijnimu spisu a v§em dokumentim,
které¢ by mély byt jeho soucasti.

Resitelské centrum bez prodleni oznami
zadavateli aspole¢nosti PRA, pokud
jakykoli  kontrolni  ufad  uvédomi
zdravotnické  zafizeni nebo  lékafe
0 nadchdzejici kontrole souvisejici se studii,
abez prodleni pfeposle zadavateli
a spolecnosti PRA kopie veskeré pisemné
komunikace, kterou obdrzi po provedeni
takové kontroly a ktera souvisi se studii.
Resitelské centrum také poskytne zadavateli
aspolecnosti PRA  kopie vesSkerych
dokumentti souvisejicich se studii, které

byly poskytnuty inspektorovi.

(©)

(d) Resitelské centrum zajisti zniceni seznamu
kédt, podle kterych  mohou byt
identifikovany subjekty studie, a to poté, co
Farmakovigilanéni vybor pro posuzovani
rizik 1é¢iv Evropské agentury pro 1écivé
pripravky schvali zavéreCnou zpravu
o studii.

4. DUVERNOST UDAJU

Plan pozorovani, zéznamy CRF a vSechny
informace, (daje, zpravy nebo dokumenty,
zptistupnéné fesitelskému centru ¢i kterymkoli
Clenim studijniho tymu nebo jimi vytvoiené
v souvislosti s praci provadénou na zakladé této
smlouvy (jiné neZz zdravotni zaznamy subjekti)
nebo jakkoli jinak se tykajici této studie (,,dtveérné
informace*), jsou majetkem zadavatele a resitelské
centrum je nesmi zpiistupnit Zadné tteti stran¢ ani
nesm¢&ji byt pouzity k zddnému jinému ucelu, nez
je plnéni smlouvy, bez pitedchoziho pisemného
souhlasu zadavatele, a to po dobu sedmi (7) let po

Revised May 2018
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confidentiality shall not apply to the extent
Confidential Information:

(a) is or becomes, through no fault of the Site,
part of the public knowledge;

(b) the Site can demonstrate was already
lawfully in the Site’s possession on the
date of disclosure to the Site and not
subject  to prior  confidentiality

obligations;

(c) isacquired by the Site from any third party

without restrictions on disclosure; or

(d) is developed by the Site independently,
without the use or benefit of Confidential
Information, and as evidenced by

competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure
to allow Sponsor the reasonable opportunity to
oppose the requirement or seek an appropriate
protective order. This Section 4 does not limit the
Site’s rights or obligations under Section 6
Publication.

5. PRIVACY AND DATA
PROTECTION.

The Parties acknowledge that the Sponsor and the
Site act as separate and independent data
controllers of Study Subjects personal data within
the meaning of the EU General Data Protection
Regulation No. 2016/679 (“GDPR”) during the
course of the Study.

The Site will be the controller of personal data
processed by the Site with respect to the source

Masarykév onkologicky stav, | KNG
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skonCeni platnosti této smlouvy. Vyse uvedena
povinnost zachovavat diivérnost neplati, pokud:

(@) jsou duvérné informace vetejné znaimé nebo
se bez zavinéni fesitelského centra stanou
vetejné znamymi;

(b) fesitelské centrum mulze prokazat, Ze

dtvérné informace byly v jeho legalnim

vlastnictvi  kdatu  jejich  ozndmeni
tesitelskému centru a nepodléhaji predchozi
povinnosti zachovavat diivérnost;

(c) fesitelské centrum davérné informace
ziskalo od jakékoli tieti strany bez omezeni
zptistupnéni;

(d) fesitelské centrum davérné informace

vypracovalo nezavisle, bez pouziti nebo
vyhod plynoucich z divérnych informaci,
coz dokladaji ptislusné pisemné zaznamy.

Povolend zptistupnéni. Povinnosti feSitelského
centra zachovavat mléenlivost a nevyuZzivat
daveérné informace neplati, pokud je feSitelské
centrum ze zakona povinno poskytnout davérné
informace, za ptredpokladu, ze fesitelské centrum

neprodlené informuje zadavatele o takovém
pozadavku pied zpfistupnénim pfedmétnych
informaci, aby mél zadavatel piiméfenou

prilezitost protestovat proti pozadavku nebo si
zajistit odpovidajici ptikaz k ochrané. Tato Cast 4
nijak neomezuje prdva nebo  povinnosti
fesitelského centra na zakladé ¢asti 6 publikace.

5. OCHRANA SOUKROMI A OSOBNICH
UDAJU

Strany berou na védomi, Ze zadavatel a feSitelské
centrum po cely prubéh studie vystupuji jako
samostatni a nezavisli spravci osobnich udaju
subjekti studie v souladu s obecnym natizenim EU
0 ochrané osobnich udaju ¢. 2016/679 (,,GDPR*).

Resitelské centrum bude spravcem osobnich udajt
zpracovavanych fesitelskym centrem, pokud jde

data of Study Subjects transmitted to the Sponsor 0 zdrojovd data subjektd studie predavana
or PRA in accordance with the Observational Plan.
Revised May 2018 Page 7 of 22
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(“Site’s Data”).

The Sponsor will be the controller with respect to
all processing of pseudonymized personal data of
Study Subjects reported or transferred by any
means of transmission by the Institution or the
Principal Investigator to the Sponsor (“Study
Personal Data”) or PRA in accordance with the
Observational Plan.

Unless otherwise stipulated in this Agreement, the
Sponsor, PRA and the Site fulfil all their respective
legal obligations with regards to applicable
statutory legal data protection provisions,
especially to appropriate measures to safeguard the
Personal Information in accordance with Art 32
GDPR, to maintain the confidentiality of Study
Subject related health and medical information and
to maintain a written record of all processing
activities that are carried out under this Agreement
as required by Article 30 of the GDPR.

The Sponsor, PRA and the Site agree that all Study
Personal Data will be transferred to the Sponsor
and/or PRA (CRO) in pseudonymous form only.

The Site shall process Study Personal Data only
within the purpose of collecting or selecting,
pseudonymising and transferring the Study
Personal Data and with the agreed-upon means
only and only according to the Sponsors
instructions, unless Site is obligated to different
processing according to applicable national or EU
mandatory legal provisions. The Site shall inform
the Sponsor of such an obligation before starting
the processing activities. Processing Study
Personal Data for other purposes, duplicating
Study Personal Data or a selection logic for Study
Personal Data or transfer of Study Personal Data to
third parties except and to the extent as
expressively stipulated by this Agreement or
approved prior in writing by the Sponsor, is
prohibited.

Masarykév onkologicky stav, | KNG
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zadavateli nebo spole¢nosti PRA v souladu s.
planem pozorovani (,,Data feSitelského centra®).

Zadavatel bude spravcem ve spojitosti s veskerym
zpracovanim  pseudonymizovanych  osobnich
udajii subjektt studie, které zdravotnické zatfizeni
nebo 1ékat jakymkoli zpiisobem oznamuje nebo
predava zadavateli (,,osobni Udaje studie) nebo
spole¢nosti PRA v souladu s planem pozorovani.

Pokud vtéto smlouvé neni uvedeno jinak,
zadavatel, spolecnost PRA a fesitelské centrum
plni v§echny piislusné pravni zavazky v souvislosti
s plathnymi z&konnymi ustanovenimi 0 ochrané
udajii, zejména sohledem na  zajiSténi
odpovidajicich opatfeni k ochrané osobnich udaja
podle ¢lanku 32 nafizeni GDPR, s cilem zachovat
davérnost  informaci o zdravotnim  stavu
a lékaiskych zaznamu subjektt studie a uchovavat
pisemné zaznamy vSech ¢innosti zpracovani
provadénych v souladu stouto smlouvou podle
pozadavka ¢lanku 30 nafizeni GDPR.

Zadavatel, spole¢nost PRA a feSitelské centrum
souhlasi, ze vSechny osobni udaje studie budou
zadavateli nebo spole¢nosti PRA (CRO) piedany
pouze v pseudonymizované podobé.

Resitelské centrum bude zpracovavat osobni udaje
studie vyhradng¢ za ucelem shromdzdéni ¢i vybéru,
pseudonymizace a pienosu osobnich udaju studie,
pouze dohodnutymi zplsoby a jen podle pokyni
zadavatele. Vyjimkou je ptipad, kdy platna
zakonna ustanoveni, at’ uz vnitrostatni, nebo unijni,
reSitelskému  centru nafizuji  jiny  zpusob
zpracovani. Resitelské centrum zadavatele o této
povinnosti uvédomi jesté pred zah4jenim Cinnosti
zpracovani. Zpracovani osobnich udaju studie
Kk jinym uceltim, duplikovani osobnich tdaju studie
¢i logiky vybéru u osobnich tdaji studie nebo
pfenos osobnich 0daju studie tfetim stranam,
vyjma a do rozsahu vyslovnych ustanoveni v této
smlouvé nebo predchoziho pisemného schvaleni
zadavatelem, je zakazano.

Revised May 2018
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The Site is responsible for and designated by the
Sponsor as the first point of contact for the Study
Subjects whose personal data is being processed
under this Agreement. In the event that the Sponsor
and/or PRA receives a request from a Study
Subject to exercise their rights as a data subject
according to the GDPR, as mentioned above, the
Sponsor or PRA will immediately forward the
request to the Institution or the Principal
Investigator directly. The Site will respond to
Study Subjects’ requests in accordance with
applicable law.

The parties shall notify each other promptly and
without undue delay (and in any case within
seventy-two (72) hours of discovery period
required under the GDPR) if either party becomes
aware of a personal data breach (as defined under
Article 4 subsection 12, Article 33 and 34 of the
GDPR) related to personal data processed under
this Contract. Each party shall be responsible for
any personal data breach that falls into the sphere
of such party and shall comply with the obligations.

The Site shall provide Sponsor or PRA with
curriculum vitae information of the Study Team for
the Sponsor’s Study documentation purposes and
ensure that the Study Team is informed about the
transfer and further processing of their personal
data contained in the curriculum vitae information
by the Sponsor and PRA according to Art. 13
GDPR via a Site Staff Privacy Policy Information.
PRA shall provide the Institution with a template
of such Site Staff Privacy Policy Information.

In the event that a competent supervisory authority
qualifies the data protection relationship of the
parties as of controller (Sponsor) to processor
(Site), the parties will enter into a data processing
agreement pursuant to Art. 28 GDPR.

Masarykév onkologicky stav, | KNG
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Regitelské centrum nese odpovédnost a je
ustanoveno zadavatelem jako prvni kontaktni
misto pro subjekty studie, jejichZ osobni tidaje jsou
vsouladu stouto smlouvou zpracovavany.
V piipadé, ze zadavatel nebo spoleCnost PRA
obdrzi od subjektu studie zadost o uplatnéni prav
subjektu tidaju v souladu s natizenim GDPR, jak je
uvedeno vyse, zadavatel nebo spolecnost PRA tuto
zadost ihned preda piimo zdravotnickému zafizeni
nebo hlavnimu zkouSejicimu lékati. Resitelské
centrum na zadost subjektu studie odpovi
v souladu s platnym zakonem.

Smluvni strany se navzajem neprodlené a bez
zbytecného odkladu informuji (v kazdém piipadé
nejpozdéji ve 1hité sedmdesati dvou (72) hodin
vyzadované nafizenim GDPR), pokud kterakoli
znich zjisti, ze doSlo knaruseni bezpecnosti
osobnich udaji (podle definice v pododdilu 12
Clanku 4 aclankd 33 a 34 natizeni GDPR) ve
spojitosti s osobnimi Udaji zpracovavanymi podle
této smlouvy. Kazda strana ponese odpovédnost za
kazdé naruseni bezpecnosti osobnich tdaju, které
spada do kompetenci doty¢né strany, a bude
dodrzovat piislusné zavazky.

Resitelské centrum poskytne zadavateli nebo
spole¢nosti PRA Zivotopisné udaje studijniho tymu
pro ucely dokumentace zadavatelem a zajisti, aby
byl studijni tym informovan a pienosu a dal§im
zpracovani osobnich udaji jeho ¢lent obsazenych
v Zivotopisnych udajich zadavatelem a spolecnosti
PRA v souladu s ¢lankem 13 nafizeni GDPR, a to
formou informaci o zasadach ochrany osobnich
udajii persondlu feSitelského centra. Spolecnost
PRA poskytne zdravotnickému zafizeni Sablonu
takovych informaci o zasadach ochrany osobnich
udaju personalu fesitelske¢ho centra.

V pfipad¢, Ze ptislusny dozorovy orgéan kvalifikuje
vztah stran k ochrané¢ udaji jako spravce
(zadavatel) ke zpracovateli (feSitelské centrum),
strany uzaviou dohodu o zpracovani udaji podle
¢l. 28 GDPR.

Revised May 2018
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6. PUBLICATION.

Where the Study is conducted in the EEA, Sponsor
is required by law to publicly disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Institution and Physician. Institution and Physician
hereby consent to allow Sponsor or PRA to
disclose or allow any competent authority to
disclose their name as well as the address of the
Institution and name of the Physician where the
Observational Plan will be performed and its
results, following completion, in generally
available trial databases to the extent required by
any applicable laws and regulations.

(a) Site will refrain from publishing any data,
information or other results generated in
the course of the Study without prior
written approval by the Sponsor.

(b) Site shall not publish any press releases or
other public statements about the Study

without Sponsor’s prior written consent.

(c) The name of the Sponsor or PRA must not
be used in any advertising or other
material of Site without the Sponsor's or

PRA’s prior written authorization.

7. OWNERSHIP.

All documents, Observational Plan, data, know-
how, methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Physician pursuant to this
Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all information and data resulting
from the Study including Study results (“Study

Masarykév onkologicky stav, | KNG
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6. PUBLIKACE

V ptipadech, kdy je studie provadéna v zemich
Evropského  hospodaiského  prostoru, musi
zadavatel ze zakona zvefejnit provadéni studie
a publikovat souhrnné vysledky studie do 6 nebo
12 mésica (v zavislosti na typu Kklinického
hodnoceni) jeho provadéni ve vsech fesitelskych
centrech aucini tak bez dalsitho upozornéni
zdravotnickému zafizeni a lékafi. Zdravotnické
zafizeni alékaf timto souhlasi, Ze umozni
zadavateli nebo spole¢nosti PRA zpfistupnit nebo
umoznit  kterémukoli  pfislusnému  uUfadu
zpiistupnéni nazvu aadresy zdravotnického
zatizeni ajména lékafe, ktefi realizuji plan
pozorovani, a po jeho dokonéeni i jeho vysledky
vobecné dostupnych databazich klinickych
hodnoceni  vrozsahu pozadovaném  vSemi
prislusnymi zakony a predpisy.

(8) Resitelské centrum nebude zveiejiiovat
zadna data, informace ani jiné vysledky
ziskané v prubéhu studie bez piedchoziho
pisemného souhlasu zadavatele.

(b) Resitelské centrum nebude zveiejiiovat
zadné tiskové zpravy ani Cinit jind vefejna
prohlaseni v souvislosti se studii bez
predchoziho pisemného souhlasu
zadavatele.

(c) Nazev zadavatele ani spole¢nosti PRA
nesmi byt pouzivan v reklam¢ ani dalSich
materidlech  feSitelského centra bez
predchoziho pisemného schvaleni

zadavatelem nebo spole¢nosti PRA.

7. VLASTNICTVI

Vsechny dokumenty, plan pozorovani, udaje,
know-how, metody, operace, vzorce, divérné
informace a materialy (jak jsou definovany niZe)
poskytnuté 1ékafi podle této smlouvy jsou
a zGstanou vlastnictvim zadavatele. Vyplnéné
zaznamy CRF, zé&véretnd zprava (pokud lze
uplatnit) a vSechny informace a data, které jsou
vysledkem studie, i jeji vysledky (,,adaje studie®)

Revised May 2018
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Data”), shall also be owned by Sponsor. The
Physician assigns (and shall require all Study Team
members to assign) to Sponsor all rights, title and
interest, if any, in and to such Study Data. Sponsor
shall not own subject medical records.

8. ACCESS TO CRF DATA

PRA will ensure that the Site and delegated
members of the Site’s study team

will have access to the CRF data throughout the
course of the study. After data base lock has
occurred and before Sites’s (or delegated study
team members’) access to the CRF is withdrawn,
PRA will transfer the CRF data and including an
audit trail as pdf files (per patient) burned on a
DVD via courier to the Institution. The Institution
will need to check if the received CRF data is
readable and will need to confirm the receipt of the
CRF data as well as its readability in written
format.

9. TERM; TERMINATION.

(a) This Agreement shall commence on the
Effective Date and shall continue in force
until the Study has been completed at the

Site.

This Agreement may be terminated by
PRA at any time and for any reason upon
thirty (30) days written notice, or
immediately upon written notice by any
party for health or safety reasons.

(b)

(c) Upon the effective date of termination of
this Agreement, an accounting shall be
conducted by the Site, subject to
verification by PRA. Following PRA’s

receipt of adequate documentation, PRA

Masarykév onkologicky stav, | KNG
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budou také vlastnictvim zadavatele. Lékai timto
postupuje (a bude vyzadovat od celého studijniho
tymu, aby postoupil) zadavateli vesSkera prava,
naroky asubjektivni prava (pokud existuji)
k pfedmétnym udajim studie. Zadavatel nebude
vlastnit zdravotni zaznamy subjektt.

8. PRISTUP K DATUM CRF

Spolecnost PRA zajisti, aby mélo feSitelské
centrum apovéteni Clenové studijniho tymu
tesitelského centra

ptistup k datim CRF po celou dobu konani studie.
Po uzamknuti databaze a pted odvolanim ptistupu
tesitelského centra (nebo povétenych clent
studijniho tymu) k zaznamim CRF spole¢nost
PRA pteda data CRF (v¢etné pomucky pro audit)
ve formatu PDF (pro kazdého pacienta) a vypalené
na disku  DVD  prostiednictvim  Kuryra
zdravotnickému zatizeni. Zdravotnické zatizeni
bude muset zkontrolovat, zda jsou obdrzena data
CRF ¢itelna, a pisemnou formou potvrdit ptijeti dat
CRF i jejich citelnost.

9. DOBA UCINNOSTI; UKONCENI
SMLOUVY

(@) Tato smlouva vstoupi Vv uc¢innost k datu
ucinnosti a zustane v uéinnosti do
dokonceni studie v fesitelském centru.

(b) Spole¢nost PRA mize tuto smlouvu kdykoli
a z jakéhokoli diavodu ukonéit pisemnym
oznédmenim s tficetidenni (30) vypovédni
lhatou. Kterakoli smluvni strana mtize tuto

smlouvu ukoncit pisemnym oznamenim

S okamzitou u€innosti, pokud ktomu
existuji zdravotni nebo bezpecnostni
divody.

(c) Kdatu ucinnosti ukonceni této smlouvy
zpracuje TeSitelské centrum vyuctovani,
které podléha kontrole spole¢nosti PRA. Po
obdrzeni odpovidajici dokumentace uhradi
spolecnost PRA nasledujici polozky:

Revised May 2018
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will pay for:

(i) all services properly rendered and
monies properly expended by the
Site, through the effective date of
termination which have not yet been
paid by PRA; and

(ii) non-cancelable obligations properly
incurred for the Study by the Site
prior to receipt of notice of
termination.

If the Site has been paid any amounts

which have not been earned hereunder as

of the date of termination, the Institution
shall promptly return to PRA all such
unearned funds within 30 days.

(d)

10. INSURANCE.

Institution represents and warrants that it possesses
and maintains, at its own expense and subject to
reasonable deductibles or retentions, liability
insurance for damages caused in connection with
the provision of the medical health care services.
Institution shall maintain such coverage for the
duration of the health care provision. Institution
shall provide Sponsor with proof of the above
insurance coverage upon request.

11. LIABILITY AND PATIENT
INJURIES.

The Site is and shall remain liable for any harm,
claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, omission or fault on the part of the
Institution, Physician or any Study Team members.

12. STATUS OF SPONSOR.

Sponsor is an intended third-party beneficiary to
this Agreement. To the extent applicable law does
not allow vesting of any rights directly in Sponsor
under this Agreement, such rights will vest in PRA,

Masarykév onkologicky stav, | KNG
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(i) vSechny tadné¢ poskytnuté sluzby
a penize fadné vynalozené feSitelskym
centrem do data ucinnosti ukonceni této
smlouvy, které dosud nebyly uhrazeny
spolecnosti PRA; a

(if)nezrusitelné zavazky fadné zahrnuté do
studie fesitelskym centrem pted pfijetim
vypovedi.

Jestlize  budou  feSitelskému  centru
vyplaceny jakékoli finan¢ni ¢astky, které
podle této smlouvy nebyly k datu ukonéeni
této smlouvy fadne zaslouzené,
zdravotnické zafizeni spolecnosti PRA vrati
veskeré nezaslouzené financni prosttedky
do 30 dni.

(d)

10. POJISTENI

Zdravotnické zatizeni prohlasuje a zarucuje, ze ma
a udrzuje, na své vlastni naklady a s pfiméfenou
spolutcasti, pojisténi své odpoveédnosti za Skody
zpusobené v  souvislosti s  poskytovanim
zdravotnich sluzeb. Zdravotnické zatizeni bude mit
takové pojisténi uzaviené po celou dobu
poskytovani zdravotnich sluzeb. Zdravotnické
zafizeni na vyzadani ptedlozi zadavateli osvédceni
0 pojisteéni.

11. ODPOVEDNOST ZA SKODU A UJMY
PACIENTA

Resitelské centrum nese a ponese odpovédnost za
veskeré Skody, pravni naroky, Zaloby nebo vydaje
(vCetn€ pravnich vydajt) vzniklé v disledku nebo
v souvislosti s nedbalosti, opomenutim nebo
chybou na stran¢ zdravotnického zafizeni, 1ékaie
nebo kteréhokoli ¢lena studijniho tymu.

12. POSTAVENI ZADAVATELE

Zadavatel je uréenou tieti stranou, v jejiz prospéch
je tato smlouva uzaviena. V rozsahu, do jakého
platny zadkon nepovoluje propUjceni prav piimo
zadavateli podle této smlouvy, budou tato prava

Revised May 2018
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on Sponsor’s behalf. proptjcena spolenosti PRA, ato jménem
zadavatele.

13. CERTIFICATIONS. 13. POTVRZENI

(a) The Institution and the Physician hereby (@) Zdravotnické zafizeni alékai timto
individually certify that they have not been samostatné potvrzuji, Ze nejsou vylouceni
debarred or disqualified from participating ani diskvalifikovani z ucasti v klinickych
in clinical research under any laws or vyzkumech podle zadného zakona ani
regulations. If during the term of this ptredpisu. Jestlize béhem doby ucinnosti
Agreement, the Institution or the této smlouvy bude zdravotnické zafizeni
Physician (i) becomes debarred or nebo 1ékat (i) vylouéen/o nebo
disqualified or (ii) receives notice or threat diskvalifikovan/o nebo  (ii)  obdrzi
of an action with respect to its debarment oznédmeni 0 zalobé nebo hrozbé Zaloby
or disqualification, the Institution and/or v souvislosti s vylou¢enim nebo
the Physician, as the case may be, shall diskvalifikaci, zdravotnické zafizeni nebo
notify PRA immediately. lékat  otom neprodlené¢ informuje

spole¢nost PRA.

(b) The Institution and the Physician hereby (b) Zdravotnické zafizeni alékai timto
individually certify that they have not and samostatné potvrzuji, ze nevyuzivaji ani
will not use in any capacity the services of nevyuziji sluzby Zadné fyzické ani
any individual or entity which has been pravnické osoby, ktera byla vyloucena
debarred or disqualified from participating nebo diskvalifikovana Z Gcasti
in clinical research under any laws or v klinickych vyzkumech podle jakéhokoli
regulations. In the event that the zakona ¢ pfedpisu.  Jestlize  se
Institution or the Physician becomes zdravotnické zafizeni nebo 1ékat dozvi
aware of the debarment, threatened 0 vylou€eni, hrozicim vylouéeni nebo
debarment, disqualification or threatened diskvalifikaci ¢i hrozici diskvalifikaci
disqualification of any such individual or kterékoli fyzické ¢i pravnické osoby,
entity, the Institution and/or the Physician, zdravotnické zafizeni nebo 1ékai o tom
as the case may be, shall notify PRA neprodlené informuje spole¢nost PRA.
immediately.

(c) The Institution and Physician individually (c) Zdravotnické zafizeni a 1ékaf se jednotlivé

warrant and promise that, in connection
with this Agreement, (i) it/he/she has not
and will not (directly or indirectly) make
any improper payment or offer (or
authorizing another to pay or offer) money
or anything of value to a government
official or any other person connected with
the provision of services under this
Agreement, in order to improperly
influence any act or decision of such
official or person, to induce such official

zarucuji a slibuji, ze ve spojeni s touto
smlouvou (i) neprovedli ani neprovedou
(pfimo ¢i nepfimo) zadnou nevhodnou
platbu ani nabidku (ani provedenim této
platby ¢i nabidky nepovéii jinou osobu)
penéz ani Cehokoli hodnotného statnimu
ufednikovi nebo jiné osobé spojené
s poskytovanim  sluzeb podle této
smlouvy, aby nepatii¢né ovlivnili jednani
nebo rozhodnuti takové osoby, aby
motivovali doty¢nou osobu k provedeni
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or person to do or omit to do any act in
violation of his or her relevant duty, to
obtain any improper advantage, to procure
improper performance of a function or
activity associated with this Agreement or
in the case of a government official, to
induce such official to use his or her
influence improperly to affect or influence
any act or decision of a government and
(i) it/he/she has not and will not (directly
or indirectly) request, accept or receive
money or anything of value to procure
improper performance of a function or
activity associated with this Agreement.

14. ASSIGNABILITY.

Site may not assign any of its rights or delegate any
performance under this Agreement, voluntarily or
involuntarily, whether by merger, consolidation,
dissolution, operation of law, or any other manner
except with the prior written consent of PRA, and
any purported assignment or delegation without
PRA’s written consent is void.

15. NOTICES.

With the exception of Study funds paid by PRA
pursuant to Section 2 hereof, all notices required or
permitted to be given under this Agreement shall
be in writing and shall be (a) delivered personally,
(b) sent by certified mail, or (c) sent by a
nationally-recognised courier guaranteeing next-
day delivery, to the recipients below. The parties
agree that changes to the addresses below for
receipt of notices under this Section may be
effected by a letter signed by the relevant party and
does not require an amendment to this Agreement
signed by all parties:

If to PRA:
Pharmaceutical Research Associates CZ, s.r.o.
c/o Pharm Research Associates (UK) Ltd

Masarykév onkologicky stav, | KNG
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nebo neprovedeni ¢innosti v rozporu
s jejimi  pracovnimi povinnostmi, aby
ziskali nepatficnou vyhodu, aby zajistili
nepatficné plnéni funkce nebo c¢innosti
v souvislosti s touto smlouvou nebo aby
pfiméli  statntho Gfednika nepatficné
vyuzit svého vlivu s cilem ovlivnit jednani
nebo rozhodovani statniho ufadu, a (ii)
nepozadovali ani nepiijali nebo nebudou
pozadovat ani pfijimat (pfimo ¢i nepiimo)
z4dné penize ani cokoli hodnotného za
ucelem nepatiicného plnéni funkce nebo
¢innosti ve spojitosti s touto smlouvou.

14. POSTUPITELNOST

Resitelské centrum nesmi postoupit zadna ze svych
prav podle této smlouvy ani delegovat plnéni této
smlouvy dobrovolné ani nedobrovolné, at jiz
slouc¢enim, konsolidaci, likvidaci, plsobenim
prava, ¢i jinym zpasobem, bez piedchoziho
pisemného souhlasu spolec¢nosti PRA; jakékoli
Gdajné postoupeni nebo delegovani bez pisemného
souhlasu spole¢nosti PRA je neplatné.

15. OZNAMENI

S vyjimkou castek zaplacenych spolecnosti PRA
podle casti 2 této smlouvy budou vSechna
oznameni, ktera je tieba nebo mozno piedat podle
této smlouvy, ucinéna pisemnou formou a budou
(a) dorucena osobn¢, (b) odeslana doporucenou
postou nebo (c) odeslana narodné uznavanou
kuryrni sluzbou zaru¢ujici dodavku nasledujici den
didle uvedenym pfijemcim. Smluvni strany
souhlasi, Ze zmény nize uvedenych adres urcenych
K pfijeti oznameni podle této ¢asti smlouvy mohou
byt provedeny dopisem podepsanym piislusnou
smluvni stranou a nevyzaduji vytvoteni dodatku
k této smlouvé podepsaného vSemi smluvnimi
stranami:

Oznameni pro spolecnost PRA:
Pharmaceutical Research Associates CZ, s.r.0.
c/o Pharm Research Associates (UK) Ltd

Revised May 2018
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500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

If to the Institution:

Masaryktv onkologicky ustav
Zluty kopec 7

656 53 Brno

Czech Republic

Attention: IS

If to the Physician:

Masarykiv onkologicky ustav
Zluty kopec 7

656 53 Brno

Czech Republic

Attention:

If to the Sponsor:

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strasse 1

61352 Bad Homburg

Germany

Attention: |

16. USE OF NAMES.

The Institution and Physician shall not use the
name, symbols and/or trademarks of PRA or the
Sponsor in any form of publicity in connection
with the Study unless explicitly approved by PRA
or the Sponsor in advance. Institution and
Physician agree that, in accordance with applicable
law, Sponsor may make public the amount of
funding provided hereunder for the conduct of the
Study and may identify Institution and Physician as
part of this disclosure.

17. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS
(@) The Institution and Physician shall

maintain IT and organisational security
measures sufficient to protect the personal

Masarykév onkologicky stav, | KNG
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500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

United Kingdom

K rukam: Director of Global Contracts

Oznameni pro zdravotnické zafizeni:

Masarykiv onkologicky tstav
Zluty kopec 7

656 53 Brno

Ceska republika

K rukam: [

Oznameni pro lékarte:

Masarykiv onkologicky ustav
Zluty kopec 7

656 53 Brno

Ceska republika

K rukéam:

Oznémeni pro zadavatele:
Fresenius Kabi Deutschland GmbH
Else-Kroner-Strasse 1

61352 Bad Homburg

Némecko

K rukam: |

16. POUZIVANI JMEN A NAZVU

Zdravotnické zafizeni a lékaf nepouZziji v zadné
formé zvetejnéni v souvislosti se studii nazev,
symboly ani ochranné znamky spole¢nosti PRA ¢i
zadavatele bez ptredchoziho vyslovného souhlasu
spole¢nosti PRA nebo zadavatele. Zdravotnické
zafizeni a lékai souhlasi, Ze zadavatel mize
v souladu s pfislusnymi zakony zvefejnit finan¢ni
Castku poskytnutou na zakladé této smlouvy
k provedeni studie auvést zdravotnické zafizeni
a 1¢kare jako soucast tohoto zvetejnéni.

17. ZABEZPECENiASYSTEMY ]
INFORMACNICH TECHNOLOGII

(@) Zdravotnické zafizeni alékaf budou
uplatiovat takova bezpecnostni opatieni ve
vztahu KkIT aorganizaci, kterd jsou

Revised May 2018
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information, when in their possession and
whilst being transferred to PRA, Sponsor
or other third parties. The Institution and
Physician shall ensure that all Study Team
members comply with the obligations
imposed upon them by applicable data
protection laws and specifically, the
removal of patient personal identifiers
from any communications external to the
site unless necessary for safety purposes or
required by law.

(b) If this Agreement is signed electronically,
Institution and Physician shall ensure that
they have adequate software in place for
such signature to create a legally binding

Agreement.

(c) Mobile health (mHealth) applications,
where used in the pursuit or provision of
the services, shall comply with applicable
electronic security requirements, medical
device legislation, if applicable and all
applicable data protection laws to ensure
the security of all confidential and patient
personal information transmitted in this
manner. Study data obtained through
mobile applications shall be securely
stored as long as required by applicable

legislation and regulations.

18. WAIVER; SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. If any terms or conditions of this
Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected.

Masarykév onkologicky stav, | KNG
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dostate¢na k ochrané osobnich udajii, pokud
takové Udaje maji v drzeni a kdykoli je
predavaji spolecnosti PRA, zadavateli nebo
jinym tfetim stranam. Zdravotnické zatizeni
alékar zajisti, aby vSichni clenové
studijniho tymu plnili své povinnosti, které
jim stanovuji pfislusné zakony o ochrané
dat. Konkrétné¢ se jednd o odstranéni
osobnich identifikacnich udaji pacientl
z veskeré komunikace mimo feSitelské
centrum, pokud jejich uvedeni neni nutné
z hlediska  bezpeCnosti  nebo  neni
vyzadovano zakonem.

(b) Je-li tato smlouva podepséana elektronicky,
zdravotnické zafizeni a lékatr zajisti, aby
méli k dispozici odpovidajici software
nezbytny Kk vytvofeni tohoto podpisu, tak

aby smlouva byla pravné zavazna.

(c) Jsou-li  vramci poskytovani  sluzeb
pouzivany mobilni zdravotni aplikace
(mHealth), musi odpovidat pfislusnym
pozadavkim na elektronickou bezpecnost,
pripadné legislativé tykajici se lékatskych
zafizeni avSem piislusSnym zakoniim
0 ochrané¢ dat, tak aby byla =zajiSténa
bezpecnost vsech divérnych a osobnich
informaci pacientd, které jsou timto
zpisobem pienaseny. Udaje ze studie
ziskané prostifednictvim mobilnich aplikaci
musi byt bezpecné uloZeny tak dlouho, jak
to vyzaduje prislusna legislativa a predpisy.

18. ZREKNUTI SE PRAV:
ODDELITELNOST

Z4dné zieknuti se jakékoli podminky této smlouvy,
at’ jiz skutkem, nebo jakkoli jinak pii jedné nebo
vice pfilezitostech, nebude povazovano za
vV budoucnu platné nebo trvajici zieknuti se této
nebo jakékoli jiné podminky této smlouvy. Pokud
budou jakékoli podminky této  smlouvy
povazovany za neplatné, nezékonné nebo
nevymahatelné, ostatni podminky této smlouvy tim
nebudou dotceny.

Revised May 2018
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19. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits attached
hereto, constitutes the full understanding of the
parties with respect to the subject matter hereof and
a complete and exclusive statement of the terms of
their agreement, and no terms, conditions,
understanding or agreement purporting to amend,
modify, vary or waive the terms of this Agreement
shall be binding unless made in writing and signed
by an authorised representative of each party
hereto. This Agreement and any amendment hereto
shall be executed in three (3) counterparts when
each party shall receive one counterpart. In the
event of any discrepancy between the English and
Czech versions, the Czech version shall prevail.

20. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided herein,
termination of this Agreement shall not relieve any
party hereto from any obligation under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

21. GOVERNING LAW.

This Agreement shall be governed by the laws of
the Czech Republic, so the conflict rules of private
international law do not apply.

22. REGISTER OF CONTRACTS

Sponsor through PRA agrees with the publication
of this Agreement and its requirements by

Masarykév onkologicky stav, | KNG
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19. CELA SMLOUVA: PRILOHY:
SMLUVNI STRANY

Tato smlouva vcetné priloh pfipojenych k ni
pfedstavuje plné porozuméni smluvnich stran
S ohledem na pfedmét této smlouvy a predstavuje
Uplny a vyhradni vy¢et smluvnich podminek mezi
témito stranami. Zadné podminky, ujednani ani
dohoda mezi smluvnimi stranami, u nichz bude
zamér zménit, upravit nebo vypustit podminky této
smlouvy, nevstoupi Vv platnost, dokud nebudou
uzavieny pisemné a podepsany opravnénymi
zastupci vSech smluvnich stran. Tato smlouva
a jakykoli dodatek k ni budou vyhotoveny ve tiech
(3) stejnopisech, pii¢emz kazda smluvni strana
obdrzi po jednom. V pfipadé rozporu mezi
anglickou a ¢eskou verzi ma prednost Ceska verze.

20. PRETRVVAVA,HCI' POVINNOST:
POKRACOVANI PLATNOSTI
USTANOVENI

S vyjimkou piipadd, kdy je vtéto smlouvé
vyslovné ujednano jinak, ukonéeni G¢innosti této
smlouvy nezbavuje zadnou ze smluvnich stran
zadnych zavazkl podle této smlouvy, které vzesly
¢ vznikly ze  skuteCnosti  a okolnosti
predchazejicich tomuto ukonceni. Ustanoveni této
smlouvy, jejichz povaha ptedpoklada ptetrvani
zavazku, pretrvaji i po vyprSeni nebo ukonceni
ucinnosti této smlouvy.

21. ROZHODNE PRAVO

Rozhodnym pravem pro tuto smlouvu je Ceské
pravo, koliznich normy mezinarodniho préava
soukromého se tedy neuplatni.

22, REGISTR SMLUV

Zadavatel  prostfednictvim  PRA  souhlasi
S uvetfejnénim této smlouvy a jejich nalezitosti

Revised May 2018
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Institution to fulfil the obligations imposed by the
applicable and legislation in effect, namely Act No.
340/2015 Coll., on the Registry of Agreements, as
amended, and Act No. 106/1999 Coll., On Free
Access to Information, as amended. The Parties
agree that, no later than on the date of signing of
this Agreement, the Institution will publish the
Agreement version specifically prepared and
provided to the Institution for this purpose by PRA.
Notwithstanding the foregoing, all financial and
budget information shall be redacted prior to any
publication of the Agreement in the public domain,
except if the Institution has an obligation to
disclose the total amount of Institution”s budget.

SIGNATURES APPEAR ON FOLLOWING
PAGE

Masarykév onkologicky stav, | KNG
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zdravotnickym zafizenim za ucelem splnéni
povinnosti uloZenych ji platnou a u¢innou pravni
upravou, a to zejména zakonem ¢. 340/2015 Sb., o
registru smluv, ve znéni pozdé&jSich pifedpist a
zakonem ¢. 106/1999 Sb., o svobodném piistupu
k informacim, ve znéni pozdé&jSich predpisi.
Smluvni strany se dohodly, Ze nejpozdé&ji v den
uzavieni této smlouvy zdravotnické zafizeni
uvefejni verzi této smlouvy, kterou mu za timto
ucelem pfipravi a poskytne PRA. Nehledé¢ na
pfedchozi ustanoveni, veSkeré finanni a
rozpo¢tové informace budou redigovany pied
jakoukoli publikaci této smlouvy na vefejnosti,
vyjma pfipadid, kdy ma zdravotnické zafizeni
povinnost oznamit celkovou castku rozpoctu
zdravotnického zatizeni.

PODPISY  JSOU 5
NASLEDUJICI STRANE

UVEDENY NA

Revised May 2018

Page 18 of 22

EAPA Master Institution & Physician Non-Interventional Study Agreement



%% PRAHEALTHSCIENCES

Confidential

Czech Republic/Institution & Physician Non-Interventional Study Agreement

IN WITNESS WHEREOF, the parties have
caused this Agreement to be executed by their duly
authorised representatives on the date(s) indicated
below, but effective for all purposes as of the
Effective Date.

Pharmaceutical Research Associates CZ, s.r.o.

By:/
Podepsan/a:
Authorised Signature/
Podpis opravnéné osoby

Name:/

Jméno: I

Title:/ Authorized Representative

Pozice: based on Power of
Attorney/ Povéieny
zastupce na zaklad¢ plné
maoci

Date:/ 8.7.2020

Datum:

PHYSICIAN/ LEKAR

By:/

Podepsan/a:

Name:/

omeno: A 0

Title:/

Pozice: Physician/ Lékar

Date:/

Datum: 12. 8. 2020

Masarykév onkologicky stav, | KNG
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NA DUKAZ CEHOZ smluvni strany uzaviely
tuto smlouvu prostiednictvim svych opravnénych
zastupct v den uvedeny (ve dnech uvedenych) nize
s ucinnosti pro vSechny ucely k datu u¢innosti.

INSTITUTION/ . )
ZDRAVOTNICKE ZARIZENI

By:/

Podepsan/a:

Authorised Signature/
Podpis opravnéné osoby

Name:/ prof. MUDr. Marek

Jméno: Svoboda, Ph.D.

Title:/

Pozice: Director / Reditel

Date:/

14. 8. 202
Datum: 8.2020

Revised May 2018
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kuran
8. 7. 2020

kuran
12. 8. 2020

kuran
14. 8. 2020
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EXHIBIT A PRILOHA A
PAYMENT TERMS PLATEBNI PODMINKY

[Exhibit A is kept blank based on non-disclosure [Piiloha A je ponechana prazdna dle ujednani o
agreement in accordance with Article 22 Register  nezvetejiovani v souladu s ¢lankem ¢&. 22 Registr
of Contracts] smiuv]
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EXHIBIT B PRILOHA B
BUDGET ROZPOCET

[Exhibit B is kept blank based on non-disclosure [Piiloha B je ponechéana prazdna dle ujednani o
agreement in accordance with Article 22 Register  nezvetejiiovani v souladu s ¢lankem ¢&. 22 Registr
of Contracts] smiuv]
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EXHIBIT C PRILOHA C ]
EQUIPMENT PROVIDED TO SITE VYBAVENI POSKYTNUTE
RESITELSKEMU CENTRU
Not provided. Neposkytovano
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