SMLOUVA
Genentech, Inc. GC45428

TUTO SMLOUVU uzaviraji s G¢innosti ode dne
zvefejnéni smlouvy v Registru smluv (dale jen
,datum ucinnosti”’) a s platnosti od data podpisu
posledni smluvni strany, tyto smluvni strany:

Genentech, Inc.se sidlem 1 DNA Way South San
Francisco, CA 94080, USA

1CO: 94-2347624

(dale jen ,,Zadavatel”)

a

PPD Global Limited

se sidlem Granta Park, Great Abington, Cambridge,
CB21 6 GQ, Spojené Kralovstvi

(dale jen ,,PPD”)

jednajici vlastnim jménem a jako nezavisly dodavatel

jménem Zadavatele
ICO: 01564604

a

Fakultni nemocnice v Motole

se sidlem: V Uvalu 84, 150 06 Praha 5, Ceska
republika

ICO: 00064203

DIC: CZ00064203

zi{zena rozhodnutim ministra zdravotnictvi Ceské
republiky ze dne 25.11.1990

zastoupena: xxx, na zaklad¢ povéteni,
poskytovatel zdravotnich sluZeb

(dale jen ,,Zdravotnické zafizeni”)

a

XXX

(dale jen ,,Zkousejici")

(dale oznacCovana jako ,,Smlouva”) k provedeni
tohoto klinického hodnoceni:

xxx, dale jen ,,Klinické hodnoceni”)

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
Approved for Signatures EC_19Mar25

STATEMENT OF AGREEMENT
Genentech, Inc. GC45428

THIS AGREEMENT, made effective on the date of
the Registry of Contracts publication (“Effective
Date”), and executed as of the date of last signature
of the parties by and between:

Genentech, Inc. located at 1| DNA Way South San
Francisco, CA 94080, USA

ID number: 94-2347624

(“Sponsor”)

and

PPD Global Limited

having its offices at Granta Park, Great Abington,
Cambridge, CB21 6 GQ, United Kingdom
(“PPD”)

acting on its behalf and as an independent contractor
on behalf of Sponsor

ID number: 01564604

and

Fakultni nemocnice v Motole

located at: V Uvalu 84, 150 06 Praha 5, Czech
Republic

ID No.: 00064203

VAT No.: CZ00064203

Established by the decision of the Minister of
Health of the Czech Republic dated 25 November,
1990

Registered at the register court in Prague
Represented by: xxx, under delegation of the
employer, healthcare provider (“Institution”)

and

XXX
(“Investigator™)

(“Agreement”) for the conduct of the following
clinical trial:

xxx (“Trial”)
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Tato Smlouva byla podepsdna stim, Ze xxx
jmenovan Zkousejicim, ktery bude za Zdravotnické
zatizeni osobn¢ odpovédny za provadéni niZze
popsaného Klinického hodnoceni. Pokud Zkousejici
nemtize Klinické hodnoceni provadét nebo v ném
pokracovat, mize PPD od této Smlouvy s okamzitou
ucinnosti a bez dalsich zavazki odstoupit.

1.0 Uvod

PPD byla Zadavatelem tadn¢ zplnomocnéna k plnéni
ur¢itych povinnosti Zadavatele v ramci provadeéni
Klinického hodnoceni v souladu s podminkami této
Smlouvy a k uzavirani smluv o klinickém hodnoceni
se zdravotnickymi zafizenimi a zkousejicimi. PPD a
Zadavatel jsou poteSeni, Zze Zdravotnické zafizeni a
Zkousejici souhlasili s ucasti vtomto Klinickém
hodnoceni. Tato Smlouva stanovi podminky platné
pro provadeéni Klinického hodnoceni.

2.0 Provadéni Klinického hodnoceni

2.1 Zdravotnické zatizeni a Zkousejici zarucuji,
7e maji potiebné zkuSenosti, zpisobilost,
dostateCny pocet subjekti a zdroje
k profesionalnimu a odbornému provedeni
Klinického hodnoceni, a Ze Zdravotnické
zatizeni a ZkouSejici plné znaji platné
predpisy; déle se Zdravotnické zafizeni a
Zkousejici zavazuji, ze se nebudou podilet
na zadném jiném klinickém hodnoceni,
které by jim svou povahou branilo v plnéni
povinnosti v ramci Klinického hodnoceni
dle této Smlouvy.

2.2 Zdravotnické zafizeni a ZkouSejici se
zavazuji provadét Klinické hodnoceni
v souladu s:

2.2.1 Protokolem ¢islo xxx pod nazvem

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
Approved for Signatures EC_19Mar25

The Agreement has been signed with the
understanding that xxx. shall be appointed as the
Investigator being personally responsible on behalf
of the Institution for the performance of the Trial
described below. If Investigator is not available or
becomes unavailable to perform the Trial, PPD may
terminate this Agreement immediately without
further liability.

1.0 Introduction

PPD has been duly authorized by Sponsor, to carry
out certain obligations of the Sponsor in the conduct
of this Trial, consistent with the terms of this
Agreement, and to enter into clinical trial agreements
with institutions and investigators. PPD and Sponsor
are pleased that Institution and Investigator have
agreed to participate in this Trial. This Agreement
sets forth the terms and conditions applicable to the
conduct of this Trial.

2.0 Trial Conduct

2.1 Institution and Investigator warrant that they
have the experience, capabilities, adequate
subject population and resources to conduct
the Trial in a professional and competent
manner, and that Institution and Investigator
are fully aware of applicable regulations;
furthermore, Institution and Investigator
agree that they will not participate in any
other trial that by its nature will prevent
Institution and Investigator from fulfilling
their obligations in the Trial hereunder.

2.2 Institution and Investigator agree to carry

out the Trial in accordance with:

2.2.1 Protocol xxx entitled “xxx” (the
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»Xxx (dale oznaCovanym jako
,»Protokol”) a veskerymi jeho
naslednymi zménami schvalenymi

Zadavatelem, PPD, regulacnim
uradem.

2.2.2  vSemi platnymi zakony a predpisy,
véetné, ale bez omezeni na ty, které
se tykaji lidského vyzkumu a
ochrany dat

223 Pokyny pro spravnou klinickou

praxi (GCP) vydanymi Mezinarodni
konferenci o harmonizaci (ICH)
technickych pozadavki na registraci
humannich 1écivych pripravki a
jinymi obecné pfijimanymi pokyny
ICH, Evropskych spolecenstvi nebo
piislusnych organti Ceské republiky
(Statni ustav pro kontrolu 1&¢iv, dale
oznacovany jako “SUKL”), a.

2.2.4. Podminkami této Smlouvy.

23 V piipadé€ rozporu mezi Protokolem a touto
Smlouvou maji piednost ustanoveni této
Smlouvy.

3.0 Nabyti ucinnosti _a doba _platnosti

Smlouvy

3.1 Tato Smlouva nabyva uc¢innosti k Datu

uvefejnéni v Registru smluv a zistava
v platnosti a tuc¢innosti do dokonceni
Klinického hodnoceni nebo  zaniku
Smlouvy dle ¢l. 18.0 této Smlouvy.

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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23

3.0

3.1

“Protocol”) and any subsequent
amendments thereto approved by
the Sponsor, PPD and, the
Regulatory Authority;

2.2.2  all applicable laws and regulations,
including but not limited to those
related to human research and data
protection;

2.2.3 the Guideline for Good Clinical

Practice (GCP) of the International
Conference on  Harmonization
(ICH) of Technical Requirements
for the Registration of
Pharmaceuticals for Human Use
and with other generally accepted
applicable Guidelines of the ICH, or
the European Community or any
appropriate Czech Republic
authority or body (State Institute for
Drug Control, hereinafter referred to
as “SUKL”); and

2.2.4. the terms of this Agreement.
In the event of a conflict between the

Protocol and this Agreement, the terms of
this Agreement will govern.

Commencement and Duration

This Agreement will be effective on the
date of the Registry of Contracts
publication and shall continue until
completion or until terminated in
accordance with the provisions in Section
18.0 below.
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32

33

3.4

3.5

4.0

Klinické hodnoceni bude zahajeno, jakmile
Zdravotnické zafizeni a ZkousSejici ziskaji
souhlas regula¢nich organti. Odhaduje se,
ze globalni nabor pacient bude zahajen xxx
a jeho ukonceni se odhaduje xxx; dokonceni
celého Klinického hodnoceni se odhaduje
do xxx. Predpoklada se, Zze wve
Zdravotnickém zatizeni bude do Klinického
hodnoceni zafazeno xxx pacienti. Pokud se
v pribéhu Klinického hodnoceni ukaze, zZe
Zdravotnické zafizeni a Zkousejici nebudou
schopni Klinické hodnoceni dokoncit ve
stanoveném terminu, Zdravotnické zaiizeni
a Zkousejici o tom neprodlené¢ vyrozumi
PPD, aby se mohla piipadné zatidit jinak.
Zdravotnické zafizeni a ZkouSejici se
maximalné vynasnazi pouzivat nezavisly
l¢katsky Gsudek, pokud jde o miru, do jaké
kazdy pacient vyhovuje pozadavkim
Protokolu.

Strany se dohodly, ze zvySeni naboru nad xxx
pacienti nad bude vyzadovat pisemné
oznameni od ZkouSejictho a pisemné
potvrzeni a souhlas od PPD nebo
Zadavatele, ze ndbor ma pokracovat.

Strany vyslovné souhlasi s tim, ze formalni
dodatek k této Smlouvé nebude nutny k
prizpiisobeni poctu pacientdl zafazenych ve
Zdravotnickém zafizeni.

Po dokonceni nebo ukonceni Klinického
hodnoceni  Zdravotnické  zafizeni a
Zkousejici zpracuji veSkeré zpravy o
Klinickém hodnoceni, jak jsou stanoveny
PPD nebo Zadavatelem. Platby
Zdravotnickému zatizeni a Zkousejicimu
z4&visi na v€asném predlozeni zprav a/nebo
udaja spolecnosti PPD nebo Zadavateli.

Financ¢ni podpora

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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32

The Trial will be initiated as soon as
Institution and Investigator have received
approval of regulatory authorities. Patient
global recruitment is estimated to start in
xxx and estimated to be completed by xxx;
the entire Trial is estimated to be completed
by xxx. It is expected that xxx patients will
be enrolled at the Institution. If, during the
Trial, it becomes apparent that Institution
and Investigator will not be able to complete
the Trial on schedule, Institution and
Investigator will notify PPD immediately, as
it may be necessary to make alternative
arrangements. Institution and Investigator
will use best efforts in exercising
independent medical judgement as to the
compatibility of each patient with the
Protocol requirements.

3.3 The parties agree that an increase in enrolment

34

3.5

4.0

beyond xxx patients will require written
notification from the Investigator and
written confirmation and approval from
PPD or Sponsor that enrolment should
continue.

The parties explicitly agree that a formal
amendment to this Agreement will not be
necessary to adapt the number of patients
recruited at Institution.

Upon completion or termination of the Trial,

Institution and Investigator will prepare
any and all Trial reports as specified by
PPD or Sponsor. Payments to Institution
and Investigator are dependent on the
reports and/or data being submitted to PPD
or Sponsor in a timely manner.

Financial Support
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4.1

4.2

Zadavatel prostfednictvim PPD poskytne
finanéni  podporu  na  provadéni
Klinického hodnocenti v souladu
s podminkami Protokolu a tak, jak je
stanoveno v rozpoctu, ktery tvofi Piilohu
A a nedilnou soucast této Smlouvy (dale
jen ,,Rozpocet”). Zdravotnické zatizeni a
Zkousejici souhlasi s tim, ze platby PPD

v souvislosti s timto Klinickym
hodnocenim budou hrazeny piimo
Zdravotnickému  zafizeni v souladu

s touto Smlouvou, a PPD bude hradit
dalsi platby ZkouSejicimu na zakladeé
separatni  smlouvy se ZkousSejicim.
Zkousejici dale rozdéli odménu mezi
Cleny svého studijniho tymu. Veskeré
Castky, na které Zdravotnickému zatizeni
dle této Smlouvy nevznikl narok, avsak
byly jiz uhrazeny, musi byt vraceny PPD
bez vyzadani do jednoho (1) mésice od
navstévy PPD pfi uzavieni studijniho
centra. V pripadé predCasného zaniku
Smlouvy je Castka, ktera bude na zakladé
této Smlouvy uhrazena, omezena na
pomerné kracenou odmeénu.
Zdravotnickému  zafizeni  nebudou
uhrazena zadna plnéni provedena za
ucelem provadeéni Klinického
hodnoceni, kterd budou posouzena jako
poruseni Protokolu nebo této Smlouvy
nebo odchyleni se od nich.

Zdravotnické zafizeni timto bere na
védomi a souhlasi stim, Ze wveSkeré
platby, na které vznika narok dle této
Smlouvy, jsou platby prevadéné od
Zadavatele, a ze PPD nema na zakladé
této  Smlouvy  zddnou  platebni
povinnost, dokud PPD tyto platby
neobdrzi od Zadavatele. PPD se v mife,
jakou od ni lze spravedlivé pozadovat,
vynasnazi zajistit véasné obdrZeni
pribéznych plateb od Zadavatele.

Zdravotnické zafizeni bere na védomi, Ze
PPD uzavie se ZkouSejicim zvlastni
smlouvu 0 povinnostech/pInéni

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
Approved for Signatures EC_19Mar25

4.1

4.2

Sponsor, through PPD, will provide the
financial support for the conduct of the
Trial in accordance with the terms of the
Protocol and as set forth in the budget
attached hereto and incorporated herein
by reference as Exhibit A (the
“Budget”) to this Agreement. Institution
and Investigator agree that the payments
by PPD in connection with the Trial
shall be made payable directly to
Institution in accordance with the terms
hereunder, and separate payments shall
be made by PPD to Investigator based
on a separate agreement with
Investigator. Investigator further divide
the remuneration among the members of
his study team. Any amounts not due to
the Institution pursuant to this
Agreement, but already paid, shall be
returned to PPD without demand within
one (1) month of the site close-out visit
by PPD. In the event the Agreement is
terminated, the sum payable under this
Agreement will be limited to prorated
fees. Institution will not be paid for any
services performed for the conduct of
the Trial that are deemed violations of
or deviations from the Protocol or this
Agreement.

Institution hereby acknowledges
and agrees that payments due under
this Agreement are pass-through
payments from Sponsor and that
PPD shall have no payment
obligations hereunder until such
time as said payments are received
by PPD from Sponsor. PPD shall
exercise reasonable efforts to
ensure timely receipt of pass-
through payments from Sponsor.

Institution acknowledges that PPD
will conclude a separate agreement
with Investigator concerning the
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Zkousejictho pii provadéni Klinického
hodnoceni, a Ze uvedena smlouva mize
zahrnovat spravedlivou odménu za sluzby
poskytnuté  Zkousejicim; v Zadném
ptipad¢ vSak takova odména nebude ve
stejné vySi jako odmeéna uhrazena
Zdravotnickému  zafizeni dle  této
Smlouvy.

4.3 Zdravotnické zafizeni prohlasuje, Ze

odmeéna, kterou obdrzi dle této Smlouvy,
neni vy$$i nez be€znd trzni hodnota
sluzeb, které Zdravotnické zafizeni
poskytuje, a Ze Zdravotnické zatizeni
nedostdva zadné platby za tucelem

podnitit Zdravotnické zafizeni
k nakupu nebo predepisovani jakychkoli
léCiv,  zafizeni nebo  vyrobku.

Zdravotnické zafizeni a ZkousSejici se
zavazuji, ze Zdravotnické zatizeni a
Zkousejici nebudou zadnému
pacientovi, pojistovné ani statnimu
organu  uctovat zadné  polozky,
navstévy, sluzby nebo vydaje, které
poskytne nebo uhradi PPD nebo
Zadavatel.  Zdravotnické zafizeni a
Zkousejici se dale zavazuji, ze zadnému
statnimu  ufednikovi ani  zastupci
nepiedaji zadné penize ani hodnotné
véci s cilem nedovoleného ovliviiovani
ukont statni spravy.

4.4 Pokud by Zadavatel nebo PPD

pozadovali po Zdravotnickém zafizeni
a/nebo Zkousejicim dodate¢né Cinnosti
vztahujici se ke Klinickému hodnoceni
nad ramec aktivit uvedenych v této
smlouvé, kvili kterym musi byt
provedena platba Zdravotnickému
zafizeni, strany vyjednaji v dobré viie
dodatek k této smlouvé s dohodnutymi
upravami rozpoctu.

obligations/services of the
Investigator in conducting this Trial
and that such agreement may
include fair compensation for
services provided by Investigator;
however, in no event will such
compensation duplicate the
compensation made to the
Institution hereunder.

4.3 Institution agrees that the compensation

received under this Agreement does not
exceed the fair market value of the
services Institution is providing, and
that no payments are being provided to
Institution for the purpose of inducing
Institution to purchase or prescribe any
drugs, devices or products. Institution
and Investigator agree that Institution
and Investigator will not bill any
patient, insurer, or governmental
agency for any items, visits, services or
expenses provided or paid for by PPD
or Sponsor. Institution and Investigator
further agree that Institution and
Investigator will not provide any money
or item of value to any government
official or representative to improperly
influence government actions.

4.4 In the event Sponsor or PPD requests

Institution and/or Investigator to
perform additional Trial-related
services beyond the activities specified
in this Agreement for which additional
payment may be due to Institution, the
parties shall negotiate in good faith an
amendment to this Agreement with
agreed upon budget modifications.

5.0 Duvérné informace a dusevni vlastnictvi 5.0 Confidential Information and Intellectual

Property

5.1. Zdravotnické zafizeni, jeho zaméstnanci a
zastupci, zejména Zkousejici, nevyzradi 5.1 Institution and its employees and

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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zadné treti osob€ udaje, zdznamy ani jiné
informace (dale souhrnné¢ oznacované
jako ,Informace*) predané
Zdravotnickému zatizeni nebo
Zkousejicimu Zadavatelem nebo PPD i
vytvotené v rdmci Klinického hodnoceni,
ani je nepouziji k jinym ucelim nez je
provadéni Klinického hodnoceni, bez
predchoziho pisemného souhlasu
Zadavatele (pfipadn¢ PPD). Tyto
Informace zlstavaji tajnym a divérnym
vlastnictvim  Zadavatele a  budou
vyzrazeny pouze ZkouSejicimu a tém
zaméstnancim Zdravotnického zafizeni,
ktefi je potfebuji znat. Tyto povinnosti
utajeni trvaji po dobu deseti (10) let po
dokonceni Klinického hodnoceni,
povinnost nevyzrazeni se vSak nevztahuje
na tyto Informace:

5.1.1 Informace, které jsou vefejné
dostupné nebo se jimi stanou bez
zavinéni Zdravotnického zatizeni
¢i Zkousejiciho;

5.1.2 Informace, které Zdravotnickému
zatizeni a/nebo Zkousejicimu
preda treti osoba, kterd je
opravnéna takové informace
predavat;

5.1.3 Informace, které Zdravotnické
zafizeni a/mebo ZkousSejici jiz
znaji, jak dokazuji jejich diivejsi
pisemné zaznamy, za podminky,
7Ze o tom Zdravotnické zafizeni
a/nebo  ZkouSejici  vyrozumi
Zadavatele (popt. PPD) do
dvaceti (20) dni od ptedani
prislusnych Informaci
Zdravotnickému zafizeni a/nebo
Zkousejicimu ze strany PPD

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
Approved for Signatures EC_19Mar25

agents, including but not limited to
the Investigator, shall not disclose to
any third party or use for any
purposes other than for the
performance of the Trial, any data,
records or other information
(hereinafter, collectively
"Information") disclosed to
Institution and Investigator by
Sponsor or PPD or generated as a
result of this Trial, without the prior
written consent of Sponsor (or PPD
as the case may be). Such
Information  shall remain the
confidential and proprietary property
of Sponsor and shall be disclosed
only to Investigator and Institution
employees or agents who have a
“need to  know”. These
confidentiality = obligations  shall
continue until ten (10) years after
completion of the Trial, but the
obligation of nondisclosure shall not
apply to the following Information:

5.1.1 Information that is or
becomes publicly available
through no  fault of
Institution or Investigator;

5.1.2  Information that is disclosed
to Institution and/or
Investigator by a third party
legally entitled to disclose
such information,;

5.1.3 Information that is already
known to Institution and/or
Investigator as shown by its
prior  written  records,
provided Institution and/or
Investigator  so  advise
Sponsor (or PPD as the case
may be) within twenty (20)
days after disclosure of the
Information to Institution
and/or Investigator by PPD
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5.2

53

nebo Zadavatele;

514 Informace predavané statnimu

organu nebo na zéakladé ptikazu
vydan¢ho piislusnym soudem,
za podminky, ze a) vyzrazeni
informaci  podléha  veskeré
dostupné statni nebo soudni
ochran¢ pro dany typ materiald;
b) Zadavatel je vyrozumén
pfiméfenou dobu predem; a c)
Zdravotnické zafizeni a
Zkousejici piijmou kroky, jaké
od nich lze  spravedlivé
pozadovat, aby rozsah
predavanych informaci omezili.

S veskerymi informacemi obsahujicimi
osobni udaje je tfeba nakladat v souladu
splatnymi  pfedpisy, zejména se
zakonem ¢. 525/2004 Sb. o ochrané
osobnich 1udaji, ve znéni pozdgjsich
predpisti, a nafizeni evropského
parlamentu a rady (EU) 2016/679 ze dne
27. dubna 2016 o ochran¢ fyzickych
osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu
téchto tdajl (obecné nafizeni o ochrané
osobnich udaji).

O veskerych vynalezech a objevech (bez
ohledu na to, zda mohou byt predmétem
patentu), inovacich, navrzich, napadech
a  zpravach  vytvofenych  nebo
vyvinutych Zdravotnickym zafizenim ¢i
Zkousejicim v rdmci Klinického
hodnoceni bude bezodkladné
informovdn Zadavatel, a stavaji se
vyhradnim vlastnictvim Zadavatele. Na
zadost a naklady Zadavatele jsou
Zdravotnické zatizeni a ZkouSejici
povinni podniknout takové kroky, jaké
bude Zadavatel povazovat za vhodné, k

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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5.2

53

or Sponsor;

5.1.4 Information disclosed to a
government authority or by
order of a court of
competent jurisdiction,
provided that a) such
disclosure is subject to all
applicable governmental or
judicial protection available
for like material; b)
reasonable advance notice
is given to Sponsor; and c)
Institution and Investigator
take reasonable steps to
limit the scope of such
disclosure.

All Information containing
personal data shall be handled in
accordance with all applicable law,
including, but not limited to the
Czech Republic Personal Data
Protection Act (Act no. 525/2004
Coll., as amended) and European
Union General Data Protection
Regulation 2016/679 on the
protection of individuals with
regard to the processing of personal
data and on the free movement of
such data (General Data Protection
Regulation).

Any inventions or discoveries
(whether patentable or not),
innovations, suggestions, ideas and
reports made or developed by
Institution or Investigator as a result
of this Trial shall be promptly
disclosed to Sponsor and shall
become the sole and exclusive
property of Sponsor. Upon
Sponsor's request and at Sponsor’s
expense, Institution and Investigator
shall take such actions as Sponsor
deems necessary or appropriate to
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6.0

7.0

ziskani patentu nebo jiné ochrany
vlastnictvi vySe uvedeného na jméno
Zadavatele.

54 PPD ani Zadavatel touto Smlouvou
neptrevadéji na Zdravotnické zatizeni ani
Zkousejictho prava k zadnému patentu,
autorskd prava ani jina vlastnickd prava
Zadavatele.

Po skonceni Klinického hodnoceni budou
veskeré materidly, informace a tudaje
v drzeni Zdravotnického zafizeni nebo
Zkousejictho neprodlené¢ vraceny PPD,
s vyjimkou téch, jejichz archivaci uklada
ICH GCP a prislusné¢ narodni ¢i mistni
predpisy.

Schvaleni regulaéniho organu

Pred zahajenim Klinického hodnoceni je nutno

ziskat  pisemny  souhlas s provadénim
Klinického  hodnoceni, schvaleni textu
Protokolu a informovaného souhlasu od

regulacniho organu. Kopie téchto souhlast, kde
jsou jasn¢ uvedeny kontrolované a schvalené
dokumenty  spolu s dalSimi  dokumenty
vyzadovanymi ICH-GCP, musi byt piedany
PPD diive, nez bude povoleno vydani
hodnoceného 1éciva. V kazdém souhlasu musi
byt uvedeno datum jeho vydani.

Hlaseni nezadoucich prihod a

nezadoucich acinku 1é¢iv

7.1

Zdravotnické zafizeni a Zkousejici jsou
povinni hlasit veskeré zavazné nezadouci
piihody (SAE) nebo zdvazné nezadouci
ucinky IécCiv, jak stanovi zakon o 1é¢ivech
a Protokol. PPD musi byt o kazdém
takovém hlaSeni nebo zameéru jeho
zaslani neprodlené vyrozumeéna.

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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6.0

7.0

obtain patent or other proprietary
protection in Sponsor's name with
respect to any of the foregoing.

54 Neither PPD nor Sponsor shall
transfer to Institution or Investigator
by operation of this Agreement any
patent right, copyright or other
proprietary right of Sponsor.

5.5 Upon termination of the Trial, all
such materials, information and data
in Institution or Investigator
custody, except as required for
archiving under ICH GCP and

applicable national and local
regulations, shall be promptly
delivered to PPD.

Regulatory Authority Approval

Written approvals for the conduct of the
Trial, the terms of the Protocol and the
Informed Consent must be obtained from a
regulatory  authority  prior to  the
commencement of the Trial. A copy of such
approvals, clearly identifying the documents
reviewed and approved along with other
such documents required by ICH-GCP, must
be provided to PPD before release of the
investigational product will be permitted.
Such approvals must indicate the date
approval was given.

and Adverse Drug

Adverse Event

Reactions Reporting

7.1 It is Institution and Investigator
responsibility to report any serious
adverse events (SAE) or serious
adverse drug reactions as required
by the Act on Pharmaceutical
Products and the Protocol. PPD shall
immediately be informed of any
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7.2

8.0

8.1

Zdravotnické zafizeni a Zkousejici jsou
povinni informovat PPD nebo Zadavatele
o zavazné nezadouci pithod¢ do 24 hodin
poté, co se o ni dozvédi, dle Protokolu
nebo pokynd PPD ¢i Zadavatele. Plati to
také pro vSechny piihody, které mohou
ovlivnit bezpec¢nost ucastnikl Klinického
hodnoceni nebo jeho provadéni.

Kontrola

Klinické hodnoceni bude monitorovat
spolecnosti  PPD  (nebo  pfipadné
Zadavatel)  a Zdravotnické  zafizeni
a Zkousejici 1ékaf souhlasi s tim, ze
budou sPPD aZadavatelem pii
monitorovani  klinického  hodnoceni
v maximalni mife spolupracovat. Pfi
kazdé monitorovaci navstévé musi byt
vyhrazen dostateCny casovy prostor
k diskusi a opravam zaznamti subjekt
hodnoceni (CRF). CRF budou Cditelné
a budou vyplnény do péti (5) pracovnich
dnti od kazdé navstévy pacienta nebo od
udalosti, ktera generuje udaje. Veskeré
zadosti  spolecnosti  PPD o ovéteni,
objasnéni nebo opravu udaji uvedenych
v CRF museji byt vyfizeny do péti (5)
pracovnich dnti od pfijeti takové zadosti.
Zadavatel a/nebo spolecnost PPD si
v piipad¢ zavazného nebo opakovaného
nesplnéni  ukoll stanovenych timto
Clankem 8.1 vyhrazuji pravo zadrzet
platbu. Na zdkladé oznameni zaslaného
s pfimérenym predstihem umozni
Zdravotnické zarizeni a Zkousejici 1ékar
spolecnosti PPD a Zadavateli provadét
audit vSech Zaznamii tykajicich se
klinického hodnoceni.

8.2 Zdravotnické zafizeni a ZkouSejici se
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8.0

7.2

such report or contemplated report.

Within 24 hours of first knowledge
of any SAE, Institution or
Investigator must notify PPD or
Sponsor in accordance with the
Protocol or as directed by PPD or
Sponsor. This applies also for any
event that could affect the safety of
the Trial participants or the conduct
of the Trial.

Monitoring

8.1

8.2

The Trial will be monitored by PPD
(or Sponsor as the case may be) and
Institution and Investigator agree to
cooperate with PPD and Sponsor in
all efforts to monitor the Trial. A
reasonable amount of time must be
set aside at each monitoring visit for
discussions and to make corrections
to the case record forms (CRF).
CRFs will be legible and completed
within five (5) business days of each
patient visit or data generating
event. Any requests by PPD for
verification, clarification or
correction of data furnished on a
CRF must be provided within five
(5) business days of receipt of such
request. Sponsor and/or PPD
reserves the right to withhold
payment in case of significant or
repeated failure to perform the tasks
set forth in this Section 8.1.
Institution and Investigator shall
allow PPD and Sponsor to audit all
Trial  related records  upon
reasonable advance notice.

Institution and Investigator agree to
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zavazuji, ze povedou dostate¢né zaznamy
tykajici  se  identifikace  subjektt,
klinickych zjisténi, laboratornich testti a
evidence piijmu a vydeje 1éCiva.
Zdravotnické zafizeni a ZkousSejici
umozni pfimy pfistup ke zdrojové
dokumentaci a dal$im zaznamim
pacientil potfebnym pro ucely kontroly a
auditu. Zdravotnické  zafizeni a
Zkousejici zarucuji, ze jsou dle zadkona
opravnéni predavat klinické tudaje a
zaznamy a informace tykajici se
Klinického hodnoceni PPD a Zadavateli.

Hodnocené 1é¢ivo

Zdravotnické zafizeni a Zkousejici jsou
povinni pouzivat Hodnocené 1éCivo a
veskeré srovnavaci piipravky poskytnuté
v souvislosti s Klinickym hodnocenim
vyhradn¢  pro  ucely  Klinického
hodnoceni. Zdravotnické zafizeni a
Zkousejici  jsou odpovédni za
zabezpeceni a evidenci vSech
hodnocenych 1€Civ, zafizeni a materialt
souvisejicich s Klinickym hodnocenim.
Zdravotnické zafizeni a ZkouSejici se
zavazuji nepouzitd hodnocend 1éCiva,
zafizeni a  materidly  souvisejici
s Klinickym hodnocenim  vratit po
skonceni Klinick¢ého hodnoceni nebo
vintervalech uréenych PPD  nebo
Zadavatelem, na naklady Zadavatele.
Zadavatel zajisti distribuci zésilky
hodnoceného  léciva do  Iékarny
Zdravotnického zafizeni, kde je Iékarnik
pfevezme a zkontroluje (jako jiné
zasilky - tzn. neni-li poSkozena, v
ptipadé¢  zvlaStnich pozadavkl na
transport, byly-li tyto pozadavky
dodrzeny, piijem zasilky potvrdi).
Zadavatel oznami tfi (3) dny pfedem
pfed dodénim, kdy bude zasilka do
lékarny predana, emailem Iékarnou
povéienému farmaceutovi. Zadavatel si
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maintain adequate records with
respect to subject identification,
clinical observations, laboratory
tests and drug receipt and
disposition. Institution and
Investigator will allow direct access
to source documents and other
patient  records needed for
monitoring, audit and inspection
purposes. Institution  and
Investigator warrant that Institution
and Investigator have the legal
authority to share the clinical data
and Trial-related records and
information with PPD and Sponsor.

Investigational Product

Institution and Investigator shall use
the investigational product and any
comparator products provided in
connection with the

Trial solely for the purpose of the
Trial. Institution and Investigator
are responsible for the security and
accountability of all investigational
products, devices and Trial-related
materials. Institution  and
Investigator agree to return unused
investigational products, devices
and Trial-related materials at the
end of the Trial, or at intervals, as
directed by PPD or the Sponsor, at
Sponsor’s expense.

Sponsor will arrange for the
distribution of the investigational
product to the pharmacy of the
Institution, where the
investigational product will be
received and inspected by a
delegated pharmacist (as with all
other shipments — for damage and
in case of special transportation
conditions, for the adherence to
these conditions, receipt
confirmation). Sponsor  will
provide a three (3) day advance
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10.0

10.2

zajisti likvidaci nevyuzitého
hodnoceného 1éciva na vlastni naklady.
Zadavatel zajisti dodavku hodnoceného
lé¢iva do Zdravotnického zafizeni na
jméno delegovan¢ho farmaceuta na
nasledujici adresu nize:

Nemoqniéni 1ékarna FN Motol, 5
V Uvalu 84, 150 06 Praha 5, Ceska
republika

Ochrana osobnich idaji / Zverejnéni

10.1 Zdravotnické zatizeni a ZkousSejici jsou

povinni dodrzovat a zajistit, aby
vSechny fyzické i pravnické osoby
poskytujici  plnéni jejich jménem
dodrzovaly vSechny platné zéakony,
pravidla, ptfedpisy a pokyny ve véci
ochrany osobnich udaji a lékatského
tajemstvi, natizeni evropského
parlamentu a rady (EU) 2016/679 ze
dne 27. dubna 2016 o ochrané fyzickych
osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu
téchto udaji (obecné nafizeni o ochrané
osobnich 1daji). Krom¢ toho bude
zpracovani osobnich udaji probihat v
souladu se Standardnimi smluvnimi
dolozkami mezi Zdravotnickym
zafizenim a Zadavatelem, které jsou
pfipojeny ktéto Smlouvé a jsou zde
zaclenény jako ptiloha B.

Pied a v prubéhu Klinického hodnoceni
muze Zadavatel a/nebo PPD
shromazd’ovat osobni udaje (jak je
definovano v  platnych  pravnich
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10.0

notice prior to the delivery date
when the shipment will be
delivered by email to the delegated
pharmacist. Sponsor shall ensure
the disposal of the wunused
investigational product at
Sponsor’s expense. Sponsor will
arrange the shipment of the
investigational product to the
delegated pharmacist at the
Institution to the following address
below:

Hospital Pharmacy FN Motol,

V Uvalu 84, 150 06 Prague 5, Czech
Republic

Data Privacy / Publicity

10.1

10.2

Institution and Investigator shall
comply and shall require any of the
persons or entities performing
services on their behalf to comply,
with all applicable laws, rules,
regulations, and guidelines
governing the privacy of personal

data and patient health
information, including without
limitation, European  Union
General Data Protection
Regulation 2016/679. In

furtherance thereof, processing of
personal data will be in accordance
with Standard Contractual Clauses
between Institution and Sponsor,
attached hereto and incorporated
herein as Exhibit B.

Prior to and during the course of
the Trial, Sponsor and/or PPD may
collect personal data (as defined by
applicable data protection
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10.3

10.4

predpisech o ochran¢ udaji) tykajici se
Zkousejictho a zaméstnancli nebo
jiného  persondlu  Zdravotnického
zafizeni a Zkousejiciho (,,Osobni tdaje
centra®). Zadavatel by byl spravcem
téchto Osobnich daji centra. Kromé
toho, pokud PPD naklada s jakymikoli
Osobnimi Udaji centra podle této
Smlouvy zptisobem spravce udaji, pak
bude spolecnost PPD také spravcem
téchto Osobnich daji centra v rozsahu
tohoto nakladani.

Zdravotnické zatizeni i Zkousejici berou
na védomi, ze Zadavatel pouzivad a
zpracovava Osobni udaje centra a
Zkousejici souhlasi s tim, Ze poskytne
vSéem zaméstnancim a  personalu
zapojenym do Klinického hodnoceni
oznameni o ochran¢ osobnich udajii (ve
formé poskytnuté Zadavatelem), které
stanovi, jak Zadavatel pouziva a
zpracovava Osobni udaje centra pied tim,
nez se zaméstnanci a personal zapoji do
Klinického hodnoceni

PPD a Zadavatel mohou pouzivat
védecké, lékarské a jiné publikované
¢lanky uvadéjici nazev Zdravotnického
zafizeni a/nebo jméno Zkousejiciho,
odkazovat na n¢ a Sifit jejich pretisky
v souladu se vsemi platnymi
autorskopravnimi ptedpisy, za podminky,
Ze toto pouziti nepfedstavuje podporu
Zdravotnického zatizeni nebo
Zkousejictho pro zadny komercni
vyrobek nebo sluzbu.  Zdravotnické
zafizeni a/nebo Zkousejici nevyzradi
existenci této Smlouvy ani svou
spolupréci s PPD nebo Zadavatelem, ani
nepouziji ndzev Zadavatele nebo PPD
v zadném tiskovém prohlaseni, c¢lanku
nebo jiném prostfedku komunikace
s vefejnosti, bez vyslovného predchoziho
pisemného souhlasu strany, jejiz nazev

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
Approved for Signatures EC_19Mar25

10.3

10.4

legislation)  relating to  the
Investigator and the staff or other
personnel of the Institution and
Investigator ~ (“Site  Personal
Data”). Sponsor would be the data
controller for such Site Personal
Data. Additionally, if PPD deals
with any Site Personal Data under
this Agreement in the manner of a
data controller then PPD shall also
be a data controller of such Site
Personal Data, to the extent of such
dealings.

Institution and Investigator each
acknowledge the use and
processing of Site Personal Data
by the Sponsor, and Investigator
agrees to provide to all staff and
personnel involved in the Trial a
privacy notice (in a form provided
by Sponsor) which sets out how
the Sponsor uses and processes the
Site Personal Data, prior to such
staff and personnel’s involvement
in the Trial commencing.

PPD and Sponsor may use, refer to
and disseminate  reprints  of
scientific, medical and other
published articles which disclose the
name of Institution and/or
Investigator consistent with all
applicable copyright laws, provided
such use does not constitute an
endorsement of any commercial
product or service by Institution or
Investigator. Institution and/or
Investigator shall not disclose the
existence of this Agreement or its
association with PPD or Sponsor or
use the name of Sponsor or PPD in
any press release, article or other
method of communication with the
general public, without the express
prior written approval of the party
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10.5

11.0

ma byt zvefejnén.

Dale mize PPD a Zadavatel pouzit
kontaktni udaje Zdravotnického zatizeni
a ZkouSejictho a statut Klinického
hodnoceni ve zvlastnich bulletinech
tykajicich se Klinického hodnoceni a na
internetové siti pro ucely provadéni
tohoto Klinického hodnoceni. Bulletiny
mohou byt rozesilany vSem zacastnénym
centriim, a udaje zvefejnéné na internetu
jsou za ucelem poskytnuti informaci o
Klinickém  hodnoceni  potencialnim
pacientim, aby mohli zucastnéna centra
kontaktovat.

Souhlas pacienta

11.1

Od kazdého pacienta zafazen¢ho do
Klinického hodnoceni musi byt pied
zahajenim jakychkoli ukonti
souvisejicich s Klinickym hodnocenim
ziskdn informovany souhlas dle § 51,
odst. 2, pism. h) zékona ¢. 378/2007
Sb., ve znéni pozdéjsich predpist, a § 8
vyhlasky ¢. 226/2008 Sb. Pravidlem
PPD je ziskani pisemného
informovaného  souhlasu ve vSech
ptipadech. Metoda vysvétleni pacientovi
a ziskani jeho souhlasu musi byt
v souladu s pokyny etické komise a je
odpovédnosti Zkousejiciho. Jeden vytisk
informovaného souhlasu pacienta obdrzi
pro sebe kazdy pacient. Informovany
souhlas je nutny rovné€z pro pouziti a
uchovavani udaji o pacientech. Formular
informovaného souhlasu musi davat
PPD, Zadavateli a jeho zastupcim,
spolupracovnikim a dalS$im tfetim
osobam, vcetné statnich organd, které se
vsouladu se zidkonem podileji na
Klinickém  hodnoceni nebo  jeho
vyhodnoceni, pravo na plny piistup
kudajim  Klinického hodnoceni ¢i
porizovani jejich kopii, a k predavani
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10.5

11.0

whose name is the subject of the
potential disclosure.

In addition, PPD and Sponsor may
use Institution and Investigator
contact details and Trial status in
Trial specific newsletters and on the
worldwide web for the purpose of
conducting this Trial. Newsletters
may be distributed to all
participating sites and postings to
the worldwide web are for the
purpose of providing information to
potential patients regarding the Trial
giving them the ability to contact
participating sites.

Patient Consent

11.1

Informed consent must be obtained
from each patient enrolling in the
Trial prior to the commencement of
any Trial-related procedure pursuant
to § 51 par. 2 (h) of Act no.
378/2007 Coll., as amended, and §
8 Decree no. 226/2008 Coll. It is
the policy of PPD to obtain written
informed consent in all cases. The
method of explanation to the patient
and the obtaining of consent should
be conducted in accordance with
Ethics Committee instructions and
is the Investigator’s responsibility.
One print-out of the patient
informed consent should be given to
all patients to take with them. Such
informed consent will also be
required for the use and storage of
information regarding patients. The
informed consent form shall
authorize PPD, Sponsor and
Sponsor’s representatives,
collaborators and other third parties,
including regulatory authorities,
lawfully involved with or evaluating
the Trial to full access or obtain
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11.2

udajii Klinického hodnoceni do jinych
statd véetné USA.

Zdravotnické zafizeni a ZkouSejici
pouziji vzor informovaného souhlasu
predany Zadavatelem (pfipadné¢ PPD) k
pouziti v ramci Klinického hodnocent;
jakékoli zmény formulaie musi byt pred
jeho pouzitim schvaleny PPD a
Zadavatelem, pticemz schvaleni nebude
bezdtivodné odepieno.

12.0  Audity a kontroly statnich organu

Klinické hodnoceni mtize byt predmétem auditu
PPD a/nebo Zadavatele ¢i kontroly statnich
organi za uCelem doloZzeni autenticity
zaznamenanych udaji a dodrzeni Protokolu.
Zdravotnické zatizeni a ZkouSejici se zavazuji
PPD o jakékoli ocekavané kontrole ¢i auditu
neprodlené¢ informovat a predat PPD kopie
vSech dotazli, korespondence nebo sdéleni
zaslanych jakémukoli statnimu organu nebo od
né¢j obdrzenych a tykajicich se Klinického
hodnoceni, zejména pozadavkd na provedeni
kontroly v prostorach Zdravotnického zafizeni a
Zkousejiciho, a Zdravotnické zafizeni a
Zkousejici umozni PPD a Zadavateli byt
takovym kontrolam piitomni. Pacienti ticastnici
se Klinického hodnoceni musi byt pouceni, ze
jejich zdznamy mohou byt za timto Ucelem
prezkoumavany. Zadavatel ¢i PPD ozndmi
v ptiméfeném  predstihu  Zdravotnickému
zatizeni planovany audit Zadavatele nebo PPD.
Zdravotnické zafizeni a Zkousejici kazdy za
sebe prohlasuji, Ze u nich neprobihaji ani nemaji
byt zahajeny zadné audity statnich organt
zdivodu podezfeni na poruseni predpist,
Setfeni ani fizeni proti Zdravotnickému zafizeni,
Zkousejicimu ¢i nékterému z jejich
zamgstnancli nebo zastupcll  provadéjicich
¢innosti v ramci Klinického hodnoceni, které se
tykaji dodrzovani predpisi pii provadéni
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copies of Trial data, and to transfer
Trial data to other countries,
including the United States.

11.2  Institution and Investigator shall use
the informed consent form template
provided by Sponsor (or PPD as the
case may be) for use in the Trial and
any modifications to this form must
be approved by PPD and Sponsor
prior to its use, such approval not to
be unreasonably withheld.

12.0 Audits and
Inspections

Regulatory

This Trial may be audited by PPD and/or the
Sponsor or inspected by governmental or
regulatory authorities to document the
authenticity of recorded data and Protocol
adherence. Institution and Investigator agree
to notify PPD immediately of any proposed
inspection or audit and provide PPD copies
of any inquiries, correspondence, or
communications to and from any
governmental or regulatory authority relating
to the Trial, including, but not limited to,
requests for inspection of Institution’s and
Investigator’s facilities, and Institution and
Investigator shall permit PPD and Sponsor
to attend any such inspections. Patients
participating in the Trial should be informed
that their records may be reviewed for this
purpose. Sponsor or PPD shall provide
reasonable advance notice to the Institution
about Sponsor or PPD planned audits .
Institution and Investigator each represents
and warrants that there are no pending for-
cause regulatory audits, investigations or
proceedings involving Institution,
Investigator, or any of their employees or
agents performing Trial activities which
relate to compliance with laws regarding the
conduct of any clinical research.
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klinického vyzkumu.

13.0  Archivace

Veskera korespondence s etickou komisi a s
PPD a veskeré zaznamy vztahujici se ke
Klinickému hodnoceni, v¢etné kopii zaznami
subjekti hodnoceni, musi byt archivovany po
dobu alespont 25 (dvacetipéti) let, anebo déle,
pokud to  vyzaduji  vnitini  pravidla
Zdravotnického zatfizeni, anebo po takové delsi
obdobi, jaké stanovi momentalné platné pokyny
GCP a platné predpisy. O jakékoli zméné
adresy  nebo  premisténi  dokumentace
Klinického hodnoceni v pribé¢hu uvedeného
obdobi musi byt pisemné informovana PPD
nebo Zadavatel. Zadavatel bude informovat
Zdravotnické zatizeni nejpozdéji 6 (Sest) mésict
pred uplynutim doby archivace o tom, jakym
zpusobem bude s témito zdznamy a dokumenty
patiicimi ke Klinickému hodnoceni nalozeno, v
ptipadé, ze Zadavatel ve stanovené dob¢
Zdravotnické zafizeni informovat nebude, mé se
za to, Ze souhlasi se skartaci. V pfipad¢, ze bude
Zadavatel zadat o prodlouzeni doby archivace
ve Zdravotnickém zafizeni, je Zdravotnické
zatizeni opravnéno po Zadavateli pozadovat
umérné zpoplatnéni.

14.0  Publikace

Zdravotnické zatizeni a ZkouSejici berou na
védomi, Ze je Klinické hodnoceni provadéno
ve vice vyzkumnych centrech. Zdravotnické
zatizeni a ZkouSejici mohou vysledky
Klinického hodnoceni ze Zdravotnického
zatizeni publikovat nebo prezentovat, avSak az
po prvni publikaci nebo prezentaci, ktera se
bude tykat multicentrickych dat, anebo po
osmnacti (18) mésicich po dokonceni
Klinického hodnoceni, podle toho, co nastane
drive. Alespon Sedesat (60) dnt pied
predloZzenim rukopisu nebo jinych materiald
tykajicich ~ se  Klinického  hodnoceni
k publikaci nebo jejich prezentaci vydavateli,
lektorovi nebo jinym tfetim osobam pieda
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13.0 Records Retention

All correspondence with the ethics committee and
PPD and all records relating to the Trial, including
copies of the case record forms, should be
maintained for at least (twenty five) 25 years or
longer if required by institutional policy or such
longer period as specified by current GCP guidelines
and applicable law. Either PPD or the Sponsor must
be informed in writing of any change of address or
relocation of the Trial files during this period.
Sponsor shall inform the Institution at least six (6)
months before the expiry of the archiving period on
how these records and documents belonging to the
Trial will be disposed of; in the event that the
Sponsor does not inform the Institution within the
specified period, it shall be deemed to have agreed to
shredding. In the event that the Sponsor requests an
extension of the archiving period with the Institution,
the Institution shall be entitled to charge the Sponsor
a proportionate fee.

14.0  Publications

Institution and Investigator understand that
this Trial is being conducted at multiple
research sites. Institution and Investigator
are free to publish or present the Trial
results obtained at Institution, but only
after the first publication or presentation
that involves the multi-center data or
eighteen (18) months after the completion
of the Trial, whichever is first. At least
sixty (60) days prior to submitting or
presenting a manuscript or other materials
relating to the Trial to a publisher,
reviewer, or other outside persons,
Institution or Investigator shall provide to
Sponsor a copy of all such manuscripts and
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Zdravotnické  zafizeni nebo  Zkousejici
Zadavateli kopii takovych rukopisit a
materidlti a poskytne Zadavateli Sedesat (60)
dnti na kontrolu a pfipominkovani. Pokud to
Zadavatel pozaduje, jsou Zdravotnické zafizeni
a Zkousejici povinni ptfed ptedloZzenim C¢i
prezentaci materiall  odstranit  jakékoli
Informace (krom& vysledk Klinického
hodnoceni) a na zadost Zadavatele pozdrzet
publikaci o devadesat (90) dnti.

Smluvni strany souhlasi s uvefejnénim
redigované smlouvy podle pozadavkl nize
Zdravotnickym zafizenim za ucelem splnéni
povinnosti ulozenych mu platnou a uc¢innou
pravni upravou, a to zejména zakonem C.
340/2015 Sb., o registru smluv, ve znéni
pozdéjSich predpisi, a dale pokyny a
rozhodnutimi ~ Ministerstva  zdravotnictvi
Ceské republiky. Ve zvefejnéné smlouvé
nebudou zvefejnény osobni udaje fyzickych
osob, které nejsou vefejné dostupné ve
vetejném rejstiiku, dvérné informace dle této
smlouvy a dale pak obchodni tajemstvi, které
si smluvni strany sjednavajici ve smyslu
ustanoveni § 504 obcanského zakoniku takto:
(doporuceni: protokol a design Klinického
hodnoceni, detailni rozpocet, pocet subjektl
hodnoceni a jejich odménovani, délka trvani
Klinického hodnoceni, detailni informace o
pojisténi Zadavatele.) Za Ucelem uvetejnéni
této smlouvy ve smyslu tohoto odstavce
poskytne Zadavatel / PPD Zdravotnickému
zafizeni redigovanou verzi smlouvy ve
strojové Citelném formatu. (idealné v .pdf).
Uvetejnéni redigované smlouvy v registru
smluv provede Zdravotnické zafizeni, a o
uvefejnéni bude Zadavatele informovat na
emailové adrese L IE RN EAEES Druha
smluvni strana bere na Vedoml, VA4S
Zdravotnické  zafizeni  jakozto  statni
prispévkova organizace, je povinno na dotaz
tieti osoby poskytnout informace podle zékona
¢.106/1999 Sb., o svobodném pfistupu k
informacim, ve znéni pozd¢jsich predpisa.
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materials and allow Sponsor sixty (60)
days to review and comment on them. If
the Sponsor requests, Institution and
Investigator shall remove any Information
(other than Trial results) prior to
submitting or presenting the materials, and,
at the Sponsor’s request, shall postpone the
publication for ninety (90) days.

The parties agree to the publication of the
redacted Agreement pursuant to the
requriements below by the Institution in
order to fulfill the obligations imposed on
it by valid and effective legislation, in
particular by Act No. 340/2015 Coll., on
the Registry of Contracts, as amended, and
further by the instructions and decisions of
the Ministry of Health of the Czech
Republic. The published Agreement will
not disclose personal data of natural
persons that are not publicly available in
the public register, confidential
information according to this Agreement,
and trade secrets agreed by the contracting
parties in accordance with the provisions of
§ 504 of the Civil Code as follows:
(recommendation: the Trial protocol and
design, detailed budget, number of Trial
subjects and their remuneration, duration
of the Trial, detailed information on the
Sponsor's insurance.) In order to publish
this Agreement in the sense of this
paragraph, the Sponsor / PPD shall provide
the Institution with a redacted version of
the Agreement in a machine-readable
format. (ideally in .pdf). Publication of the
redacted Agreement in the Registry of
Contracts will be carried out by the
Institution, and the Sponsor will be notified
of the publication via email address
e ?Tv JiEEtE 0 The other contracting
parties acknowledge that the Institution, as
a state-subsidized organization, is obliged
to provide information at the request of a
third party in accordance with Act No.
106/1999 Coll.,, on free access to
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Smlouva bude uzaviena pouze poté, co se smluvni
strany dohodnou na konecné podobé a formatu
smlouvy urcené ke zvefejnéni v registru smluv
ministerstva (dale jen ,,konecny dokument®).

Smluvni strany berou na védomi, Ze nedojde k
inicializaci pracovisté, dokud nebude zvetejnén

kone¢ny dokument.

15.0 Nezavisly dodavatel

Zdravotnické zafizeni a ZkouSejici se zavazuji,
7ze vprubéhu své Cinnosti v souvislosti
s Klinickym hodnocenim budou putsobit jako
nezavisli dodavatelé bez opravnéni pfijimat
zavazky jménem PPD, a nikoli jako zastupci

nebo zaméstnanci PPD nebo Zadavatele.

16.0 Odpovédnost za vady vyrobku a nahrada

Skody

16.1 Zadavatel ujistuje, ze je Hodnocené
lé¢ivo vyrobeno za podminek spravné
vyrobni praxe, a za vyrobek pfejima

odskodni

Zdravotnické zafizeni a Zkousejiciho za

Skody na zdravi v podob¢ zdravotnich

problémti  zpiisobenych nebo udajné

zpusobenych postupy provadénymi dle

Protokolu, za podminky, ze Skoda na

zdravi neni zplsobena nedbalosti,

umyslnym porusenim povinnosti nebo
nedodrzenim Protokolu ¢i této Smlouvy.

Za tento slib odSkodnéni se Zdravotnické

zatizeni a Zkousejici zavazuji Zadavatele

a PPD neprodlené pisemné informovat o

vSech narocich a poskytnout plnou

soucinnost pii jejich feSeni. V piipade

Skody na zdravi spojené s Klinickym

Zadavatel

odpovédnost. Zadavatel

hodnocenim poskytne
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15.0

16.0

information, as amended.

The Agreement shall only be executed
after the parties have agreed the final form
and format of the Agreement for
publication on the Ministerial Contract
Registry (hereinafter “Final Document”).

The parties understand that the site shall

not be initiated until the Final Document
has been published.

Independent Contractor

During Institution’s and Investigator’s
activities in connection with the Trial,
Institution and Investigator agree that
it/he/she will act as an independent
contractor, without the capacity to legally
bind PPD, and not as an agent or employee
of PPD or the Sponsor.

Product Liability and Indemnification

16.1  The Sponsor assures the
investigational product is
manufactured under GMP
conditions and assumes liability for
the product. The Sponsor
indemnifies Institution and
Investigator against injuries,
deriving from the conditions caused
by or allegedly caused by the
procedures conducted under the
Protocol, provided the injury is not
a result of negligence, willful
misconduct or non-compliance

with  the Protocol or this
Agreement. In return for this
coverage, Institution and

Investigator agree to promptly
notify the Sponsor and PPD in
writing of any claim and to co-
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16.3.

16.2

16.4

subjektim nahradu $kody. Zadavatel a
PPD neptejimaji odpovédnost za zadny
pripad, v némz pacient nebo jeho fadn¢
opravnény zastupce neposkytli pisemny
informovany souhlas.

Zdravotnické zafizeni a Zkousejici se
zavazuji, ze Zadavatel a PPD neponesou
odpovédnost a Zdravotnické zafizeni a
Zkousejici Zadavatele a PPD odskodni a
ochrani proti Skoddm na majetku i na
zdravi, Wme, narokim, Zalobam,
rozsudkiim, pozadavkiim, nakladim ¢i
vydajim, vcetné zejména piiméfenych
nakladt na pravni zastoupeni
vynalozenych Zadavatelem nebo PPD,
v disledku  nedbalosti,  umysIného
poruseni povinnosti nebo poruseni této
Smlouvy Zdravotnickym zafizenim c¢i
Zkousejicim nebo jejich zaméstnanci a
zastupci, anebo v piipadech, kdy jsou
disledkem vyzkumné Cinnosti odporujici
ustanovenim  Protokolu  ¢i  jinym
informacim poskytnutym
Zdravotnickému zafizeni a Zkousejicimu
Zadavatelem nebo PPD.

PPD odSkodni a ochrani Zdravotnické
zatizeni a ZkousSejiciho proti Skodam na
majetku i na zdravi, Ojmé&, narokdm,
zalobam, rozsudkiim, pozadavkim,
nakladim ¢i vydajim, véetné zejména
pfiméfenych  nakladi na  pravni
zastoupeni vynalozenych Zdravotnickym
zafizenim nebo Zkousejicim v dtsledku
nedbalosti, umyslného poruseni
povinnosti nebo poruseni této Smlouvy
ze strany PPD.

Zdravotnické zafizeni prohlasuje,
ze ma dle § 45 odst. 2 pism. n) zakona
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16.2

16.3.

16.4

operate fully in the handling of the
claim. The Sponsor will provide
compensation to Trial subjects in
the event of Trial-related injury.
The Sponsor and PPD assume no
liability for any case in which
written informed consent was not
given by the patient or duly
authorized representative.

Institution and Investigator agree
that the Sponsor and PPD will not
be responsible for and that
Institution and Investigator shall
indemnify, defend and hold the
Sponsor and PPD harmless from
any and all losses, injuries, harm,

claims, actions,  judgements,
demands, costs or expenses,
including without limitation,

reasonable attorney’s fees incurred
by Sponsor or PPD as a result of
negligence, willful misconduct or
breach of this Agreement by
Institution or Investigator or their
employees’ and agents’ part, or if
they result from research activities
contrary to the provisions of the
Protocol or other information
provided to Institution and
Investigator by the Sponsor or PPD.

PPD shall indemnify, defend and
hold harmless Institution and
Investigator from any and all

losses, injuries, harm, claims,
actions, judgements, demands,
costs or expenses, including
without limitation, reasonable

attorney's  fees, incurred by
Institution or Investigator as a
result of PPD’s negligence or
wilful misconduct, or breach of
this Agreement.

The Institution declares that
according to § 45 par. n) of Act
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16.5

¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozdéjSich predpist, uzavienu
pojistnou  smlouvu na  pojiSténi
odpovédnosti za Skodu zplsobenou pii
poskytovani zdravotni péce. Dle § 45
odst. 2 pism. n) zakona ¢. 372/2011 Sb.,
o zdravotnich sluzbach, ve znéni
pozdéjsich predpisti, musi byt pojisténi
uzavieno po celou dobu, po kterou
zdravotnické zafizeni poskytuje
zdravotni péci

Zadavatel odpovida za zajiSténi pojiSténi
pro ucely Klinického hodnoceni
v souladu s ustanovenim § 52 odst. 3,
pism. f) zak. ¢. 378/2007 Sb., o
léc¢ivech, ve znéni pozdéjsich piedpist

Zadavatel a PPD nenesou hmotnou
odpovédnost a nepiejimaji neopravnéné
zaruky tykajici se vyrobku poskytnuté
Zdravotnickym zatfizenim, Zkousejicim
nebo jejich zaméstnanci a zastupci.

17. UbliZeni na zdravi.

17.1

Kromé odskodnéni stanoveného v casti
16.1 Zadavatel uhradi Zdravotnickému
zatizeni pfimétené naklady na okamzitou
lécbu jakékoli nezadouci reakce nebo
fyzického zranéni subjektu, které podle
rozumného  usudku  Zdravotnického
zatizeni a Zadavatele konkrétné¢ vyplyva
z hodnocené¢ho 1éCiva a nikoli z jiz
existujictho abnormalniho zdravotniho
stavu nebo zakladnitho onemocnéni
subjektu, ale pouze v piipadé, ze takové
vydaje nejsou hrazeny ze zdravotniho
pojisténi subjektu a pouze v rozsahu, v
jakém takové vydaje nelze pficist na
nedodrzeni podminek Protokolu a/nebo
nedbalosti ¢i pochybeni Zdravotnického
zatizeni nebo  ZkouSejictho  nebo
subjektu. Oddil 17 (ublizeni na zdravi)
pretrva po vyprSeni nebo ukonceni této
smlouvy po dobu tfi (3) mésict.
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16.5

No. 372/2011 Coll.,, on health
services, as amended, concluded an
insurance contract for liability
insurance for damage caused
during the provision of health care.
According to § 45 par. n) of Act
No. 372/2011 Coll., on health
services, as amended, the insurance
must be taken out for the entire
period during which the Institution
provides health care.

The Sponsor shall be responsible for
taking out insurance for the
purposes of the Trial in compliance
with the provisions of § 52 par. 3,
letter f) Act. No. 378/2007 Coll.,
on pharmaceuticals, as amended

The Sponsor and PPD will not be
liable for and are not a party to
unauthorized warranties made by

Institution, Investigator or
its/his/her employees and agents
relating to the product.

17. Trial Subject Injury

17.1 In addition to indemnity set out in

Section  16.1, Sponsor  will
reimburse  Institution for the
reasonable costs of immediate
treatment of any adverse reaction or
physical injury to a Trial subject
which, in the reasonable judgment
of Institution and  Sponsor,
specifically  results from the
investigational product and not from
a pre-existing abnormal medical
condition or underlying disease of
the Trial subject, but only if such
expenses are not paid for by the
Trial subject's medical insurance
and only to the extent such expenses
are not attributable to a failure to
adhere to the terms of the Protocol
and/or to the negligence or
misconduct of the Institution or
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18.0  Vypovéd’ Smlouvy

18.1 PPD a/nebo Zadavatel muze Smlouvu
vypovédét  pisemnym  oznamenim
s okamzitou uc¢innosti z téchto diivodi:

18.1.1 pokud Zadavatel Klinické
hodnoceni ukon¢i;

18.1.2 pii zaniku smlouvy mezi PPD a
Zadavatelem;

18.1.3 pokud je na zékladé¢ dostupnych
udaji treba  Klinické  hodnoceni
z jakéhokoli diivodu ukoncit, zejména
pro bezpecnost a blaho pacienti
zatazenych v Klinickém hodnocent;

18.1.4. bylo-li dosazeno celkového
cilového poctu subjektl, i kdyz nabor
ve Zdravotnickém zafizeni nebyl
ukoncen;

18.1.5. je-li zafazovani vyhovujicich
pacientl do Klinického hodnoceni prilis
pomalé na to, aby byly splnény
sjednané terminy;

18.1.6. pokud pfislusné mistni statni organy
odejmou  povoleni a souhlas
k provadéni Klinického hodnocenti;

18.1.7. pokud Zdravotnické zafizeni nebo
ZkouSejici  nedodrzuji  podminky
Protokolu nebo je zdznam tudaji i po
opakovanych upozornénich ze strany
Zadavatele ¢i PPD nepfesny nebo
neuplny;
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18.0

Investigator or Trial subject. Section
17 (Subject Injury) shall survive
expiration or termination of this
Agreement for three (3) months.

Termination

18.1  PPD and/or Sponsor may terminate

the Agreement, effective
immediately upon written
notification for any of the following
reasons:

18.1.1 if Sponsor terminates the Trial,

18.1.2 if PPD's agreement with the
Sponsor is terminated;

18.1.3 if  available data  supports
termination of the Trial for any reason,
including for the safety and welfare of
the Trial patients;

18.1.4 1if overall Trial enrollment has been
met, even if the enrollment at
Institution has not been completed;

18.1.5. if the entry of valid patients in the
Trial is too slow to meet the agreed
time schedule;

18.1.6. if authorization and approval to
conduct the Trial is withdrawn by the
competent local regulatory authorities;

18.1.7. if Institution or Investigator fail to
adhere to the terms of the Protocol or
data recording is even after repeated
warnings of the Sponsor or PPD
inaccurate or incomplete;

18.1.8 if Institution or Investigator default
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18.2

19.0

18.1.8 Pokud Zdravotnické zafizeni nebo

Zkousejici porusi nekterou podminku
této Smlouvy;

18.1.9 Smlouva mlze  zaniknout i
pisemnou  dohodou mezi PPD,
Zdravotnickym zatizenim a
Zkousejicim.

Po obdrzeni vypovedi jsou Zdravotnické
zatizeni a Zkousejici povinni neprodlené
ukonéit ndbor subjektd, fidit se
stanovenymi postupy pro ukonceni,
zajistit, aby byly provedeny vSechny
potfebné postupy pro dalsi sledovani
subjektli, a vynalozit pfiméiené Tsili
k minimalizaci dal$ich nakladu.

Zakaz vvkonu povolani

19.1 Zdravotnické zafizeni a ZkousSejici
prohlasuji, ze proti Zdravotnickému
zatizeni, Zkousejicimu, jejich

zamgstnancim ani zadné jiné osob¢
najaté Zdravotnickym zafizenim nebo
Zkousejicim  k provadéni  Klinického
hodnoceni dle této Smlouvy (i) neni
vedeno Setfeni FDA nebo mistnim
staitnim orgdnem za ucelem fizeni o
zakazu vykonu povolani, ani jim neni
ulozen zakaz dle amerického zakona
Generic Drug Enforcement Act z roku
1992, ve znéni pozdé¢jSich predpisit (21
U.S.C. §301 a nasl.), (ii) neni natfizeno
ustni jednani za Gcelem zékazu ucasti na
vyzkumu ani jim takovy zdkaz nebyl
FDA ulozZen dle amerického zakona 21
CFR § 31270 a nasledujicich
ustanoveni ani zadnym mistnim statnim
organem, (iii) nebylo jim odnato ani
pozastaveno l¢karské opravnéni nebo
jind  prislusnd  certifikace.  Dale
Zdravotnické zafizeni a ZkouSejici
prohlasuji, ze se Zdravotnické zafizeni
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on any term of this Agreement; or

18.1.9 by agreement, in writing, between

18.2

PPD, Institution and Investigator.

Upon receipt of notice of
termination, Institution and
Investigator ~ shall immediately
cease any subject recruitment,
follow the specified termination

procedures, ensure that any
required subject follow-up
procedures are completed, and

make all reasonable efforts to
minimize further costs.

19.0 Debarment Certification

19.1

Institution and Investigator
represent and warrant that neither
Institution, Investigator its/his/her
employees, nor any other person
retained by  Institution  or
Investigator to perform the Trial
pursuant to this Agreement, (i) is
under investigation by the FDA or
any local regulatory agency for
debarment action or is presently
debarred pursuant to the Generic
Drug Enforcement Act of 1992, as
amended (21 U.S.C. §301 et seq),
(i1) has a disqualification hearing
pending or has been disqualified
by the FDA pursuant to 21 CFR
Section 312.70 or its successor
provisions or any local regulatory
agency or (iii) does not have a
revoked or suspended medical
license or applicable certification.
In addition, Institution and
Investigator represent and warrant
that  neither  Institution  nor
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ani ZkousSejici nedopustili zadného
jednani ani ¢innosti, které by mohly vést
k nékterému z vyse uvedenych fizeni —
o zadkazu UcCasti na vyzkumu, zakazu
vykonu  povolani, odnéti  nebo
pozastaveni opravnéni. Pokud po dobu
platnosti této Smlouvy bude proti
Zdravotnickému zatizeni, Zkousejicimu
¢i jiné osobé zaméstnavané Ci jinak najaté
Zdravotnickym zafizenim ¢i
Zkousejicim  k provadéni Klinického
hodnoceni (i) zahajeno Setieni FDA za
ucelem zadkazu vykonu povolani nebo
ucasti na vyzkumu, (ii)) bude jim
vysloven zakaz vykonu povolani nebo
ucasti na vyzkumu, (iii) bude zahajeno
Setfeni, které muze vést k odnéti nebo
pozastaveni lékatrského opravnéni nebo
certifikatu, (iv) bude jim odnato c¢i
pozastaveno 1ékaiské opravnéni nebo
certifikat, nebo (v) se dopusti jednani ¢i
¢innosti, které by mohly  vést
k nékterému z vyse uvedenych fizeni —
o zékazu ucasti na vyzkumu, zékazu
vykonu  povolani, odnéti  nebo
pozastaveni opravnéni, ptislusna strana
o tom neprodlen¢ vyrozumi PPD.

19.2 Pro ucely této Smlouvy se odkazy
na FDA a na zdkon Generic Drug
Enforcement Act povazuji zaroven za
odkazy na jiné statni organy piislusné
k rozhodovani o predmétu daného
Klinického hodnoceni a jiné zakony a
predpisy vztahujici se na Klinické
hodnoceni.

Investigator have engaged in any
conduct or activity which could
lead to any of the above mentioned
disqualification, debarment,
revocation or suspension actions.
If during the term of this
Agreement Institution, Investigator
or any person employed or retained
by Institution or Investigator to
perform the Trial (i) come under
investigation by FDA  for
debarment action or
disqualification, (ii) are debarred
or disqualified, (iii) comes under
an investigation that may result in
the revocation or suspension of a
medical license or -certification,
(iv) medical license or certification
is revoked or suspended or (V)
engages in any conduct or activity
which could lead to any of the
above mentioned disqualification
or debarment, revocation or
suspension actions, said party shall
immediately notify PPD of same.

19.2 For the purposes of this
Agreement, reference to the FDA and
the Generic Drug Enforcement Act
shall also be deemed a reference to any
other governmental or regulatory
authorities having jurisdiction over the
subject matter of the particular Trial or
any other laws and regulations
applicable to the Trial.

20.0 Piedani finan¢nich udaju

V souladu s pozadavky predpisi USA se
Zdravotnické zatizeni a Zkousejici zavazuji,
ze za  kazdého  zkousSejiciho
spoluzkousejictho uvedeného v seznamu i
jinak urceného, ktery se pfimo podili na 1écbé
nebo vyhodnocovani subjektd vyzkumu,
Zdravotnické zafizeni a ZkouSejici neprodlené
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20.0 Financial Disclosure

In accordance with U.S. regulatory
requirements, Institution and Investigator
agree that, for each listed or identified
investigator or subinvestigator who is
directly involved in the treatment or
evaluation of research subjects, Institution
and Investigator shall promptly return to
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21.0

22.0

zaSlou PPD formulaf finanénich udaja
vyplnény a podepsany timto zkousejicim nebo
spoluzkousejicim, kde budou uvedeny
vSechny pfislusné finanéni zajmy téchto
zkousejicich, spoluzkousejicich a  jejich
manzell/manzelek a vyzivovanych déti.
Pokud PPD neobdrzi od kazdého z téchto
zkousejicich a spoluzkousejicich vyplnény
formular, muze pozastavit platby.
Zdravotnické zafizeni a ZkouSejici jsou
povinni zajistit, aby byly tyto formulare
neprodlené¢ prubézné aktualizovany tak, aby
zustaly spravné a tUpln€é po celou dobu
Klinického hodnoceni a dale po dobu jednoho
(1) roku po jeho dokonceni. Zdravotnické
zafizeni a ZkousSejici berou na védomi, ze
vyplnéné formulafe mohou byt kontrolovany
statnimi organy, Zadavatelem, PPD a jejich
zastupci.  Osobni  udaje  tykajici  se
Zkousejiciho a/nebo spoluzkousejicich (a
ptipadné jejich manzela/manzelky a/nebo
nezaopatfenych déti) nebudou pouzity k
zadnému jinému ucelu, nez je splnéni
regulacnich pozadavkd, a budou predany
regulatnim organim pouze v rozsahu
nezbytném pro plnéni této smlouvy a/nebo pro
podani marketingovych zadosti.

Preprava materialu

Zdravotnické zafizeni je odpovédné za
veskerou dokumentaci souvisejici s dovozem a
bude jednat jako dovozce vesSkerého materidlu,
ktery obdrzi podle této smlouvy. Pieprava
nebezpecnych latek a infekéniho materidlu
(v€etné infekénich vzorkd od subjektd)
podléha mistnim, narodnim a mezinarodnim
predpistim. Zdravotnické zafizeni a Zkousejici
jsou odpovédni za zajisténi, aby kazda osoba

provadeéjici baleni nebo manipulaci
s nebezpecnymi  latkami  ¢i  infekénim
materidlem za  ucelem  prepravy ze

Zdravotnického zatizeni dodrzovala platné
piedpisy.

Zavérecna ustanoveni
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PPD a financial disclosure form that has
been completed and signed by such
investigator or subinvestigator, which shall
disclose any applicable interests held by
those investigators or subinvestigators and
their spouses or dependent children. PPD
may withhold payments if it does not
receive a completed form from each such
investigator and subinvestigator.
Institution and Investigator shall ensure
that all such forms are promptly updated as
needed to maintain their accuracy and
completeness during the Trial and for one
(1) year after its completion. Institution
and Investigator acknkowledge that the
completed forms may be subject to review
by governmental or regulatory agencies,
Sponsor, PPD, and their agents, Personal
data relating to an investigator and/or
subinvestigator (and if applicable their
spouses and/or dependent children) will
not be used for any purpose other than the
compliance with regulatory requirements,
and will only be transferred to regulatory
bodies to the extent needed to perform this
Agreement  and/or  for  marketing
application submissions.

21.0 Shipping of Materials

22.0

Institution is responsible for all import
related documentation and will act as
importer for all material it receives
hereunder. The shipment of dangerous
goods and infectious materials (including
infectious subject specimens) is subject to
local, national, and international laws and
regulations. Institution and Investigator
are responsible for ensuring that each
individual who packages or handles any
dangerous goods or infectious materials for
shipping from Institution complies with all
applicable laws and regulations.

Miscellaneous
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221

22.2

Tato Smlouva zavazuje smluvni strany,
jejich statutarni zastupce, pravni nastupce
a nabyvatele jejich prav; muze byt
ménéna a dopliovana pouze pisemnymi
dodatky podepsanymi smluvnimi
stranami a nahrazuje vSechny predchozi
pisemné i ustni smlouvy a prohlaseni
mezi smluvnimi stranami ve véci svého
predmétu.  Zdravotnické zafizeni ani
Zkousejici nepfevedou zadna sva prava
ani povinnosti ztéto Smlouvy bez
pisemného souhlasu Zadavatele a/nebo
PPD. Zadavatel a/nebo PPD na Zzadost
Zadavatele mohou tuto Smlouvu prevést
na tfeti osobu, (a PPD na Zzadost
Zadavatele mize prevést sva prava a
povinnosti  ztéto  Smlouvy  na
Zadavatele), pficemz Zadavatel, resp.
PPD nenese odpovédnost za zadné
povinnosti a zavazky na zakladé této
Smlouvy, které vzniknou po dni

takového ptevodu, a Zdravotnické
zatizeni a ZkousSejici timto s uvedenym
pfevodem souhlasi. Zdravotnické

zafizeni a ZkousSejici budou o pievodu
neprodlené¢ informovani nabyvatelem.
Nevymahani kterékoli podminky této
Smlouvy neznamend vzdani se této
podminky. Bude-li kterakoli cast této
Smlouvy  oznaCena  soudem na
neucinnou, zlstane zbytek této Smlouvy
uc¢innym. VsSechny povinnosti obsazené
v této Smlouvé, které maji byt plnény po
jejim zaniku, zdstavaji v platnosti i po
zaniku této Smlouvy.

Vsechna oznameni, ktera maji nebo
mohou byt na zikladé této Smlouvy
¢inéna nékterou stranou této Smlouvy,
musi byt u¢inéna pisemné a jsou platna
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22.1

22.2

This Agreement shall be binding
upon the parties, their legal
representatives,  successors  and
assignees; may not be modified or
amended except by  written
instrument signed by the parties;
and supersedes all prior written and
oral agreements and representations
between the parties with respect to
the matter hereof. Neither
Institution nor Investigator shall
assign or transfer any rights or
obligations under this Agreement
without the written consent of
Sponsor and/or PPD.  Sponsor
may, and/or PPD may, upon
Sponsor’s request, assign this
Agreement to a third party, (and
PPD may, upon Sponsor’s request,
assign its rights and obligations
under this Agreement to Sponsor),
and Sponsor and/or PPD (as the
case may be) shall not be
responsible for any obligations or
liabilities under this Agreement
that arise after the date of the
assignment, and Institution and
Investigator hereby consents to
such an assignment. Institution
and Investigator will be given
prompt notice of such assignment
by the assignee. Failure to enforce
any term of this Agreement shall
not constitute a waiver of such
term. If any part of this
Agreement is found to be
unenforceable, the rest of this
Agreement will remain in effect.
All obligations contained herein as
to which performance is required
after termination shall survive
termination.

Any notice required or permitted to
be given hereunder by either party
hereto shall be in writing and shall
be deemed given on the date
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ke dni doruceni v piipadé osobniho
pfedani, zaslani wuzndvanou kuryrni
sluzbou ¢i faxem, anebo pét (5) dnil po
datu postovniho razitka v pfipadé
zaslani doporucenou nebo obdobnou
postou vyplacené¢ a s dorucenkou, na
adresu:

Pro PPD:

PPD Global Limited

Granta Park, Great Abington, Cambridge,
CB216 GQ Spojené Kralovstvi
Telefon: == A fain 2 0 I3 _‘ ol
Fax:] =i§&a e R
Attn.: Company Secretary

Kopie:

PPD Investigator Services, LLC

929 North Front Street

Wilmington, NC 28401, USA
Telefon: (910) 251-0081

Fax: 910 762 5820

K rukam: Assistant General Counsel

Zdravotnickému zafizeni: FN v Motole
Oddéleni klinickych studii

Adresa: V Uvalu 84, 150 06 Praha 5, Ceska
republika

XXX

Zkousejicimu:
XXX

Zadavateli:

Genentech, Inc.

1 DNA Way, South San Francisco
CA 94080 USA

Email 53R A
V kopii pro:xxx

received if delivered personally, by
recognized overnight courier, or by
facsimile, or five (5) days after the
date postmarked if sent by
registered or certified mail, return
receipt requested postage prepaid,
to the following address:

If to PPD:
PPD Global Limited
Granta Park, Great Abington, Cambridge,
CB21 6 GQ United Kingdom
Telephone: # .}—F}”"\.{u“ RS ._-..@me
Facsimile: 4’1 &" SIS A ety

Attn.: Company Secretary

With copy to:

PPD Investigator Services, LLC
929 North Front Street
Wilmington, NC 28401, USA
Telephone: (910) 251-0081
Facsimile: 910 762 5820

Attn.: Assistant General Counsel

If to Institution: Faculty Hospital v Motole
Clinical Trial Department

Address: V Uvalu 84, 150 06 Prague 5,
Czech Republic

XXX

If to Investigator:
XXX

If to Sponsor:

Genentech, Inc.

1 DNA Way

South San_ Francisco, CA 94080, USA
email: €2k —?‘*E-_.":,, : 4&“?“&-:"?“ i
With a copy to: xxx

Any party may change its notice address and

Kterakoli smluvni strana miize zménit svou adresu contact person by giving notice of same in the
pro oznamovani a kontaktni osobu ozndmenim manner herein provided.
ucinénym zplsobem zde stanovenym.
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223 Spory tykajici se této Smlouvy, které se
strandm nepodafi vyiesit smirné, budou feseny dle
prava Ceské republiky ptred soudy Ceské republiky.

224  Tato Smlouva a jeji nasledné dodatky
budou wuzavieny elektronicky. Smluvni strany
souhlasi s tim, Ze podepsani této smlouvy vyménou
podpisit  elektronickym  podpisem  (jak je
definovano nize) bude mit stejnou pravni silu a
ucinek jako vyména originalnich podpist. Podle
této smlouvy se elektronickymi podpisy rozumi
podpis, ktery se skldda z jednoho nebo vice
pismen, znaki, ¢isel nebo jinych symboli v
digitalni podobé zaclenénych do elektronického
dokumentu, pfipojenych k nému nebo s nim
spojenych, ktery (a) je pro danou podepisujici
osobu jedinecny; b) technologie nebo postup
pouzity k podpisu je pod vyhradni kontrolou osoby,
ktera podpis provadi; c¢) technologii nebo postup
lze pouzit k identifikaci osoby, ktera technologii
nebo postup pouziva; a d) elektronicky podpis lze
propojit s elektronickym dokumentem takovym
zpaisobem, ze jej lze pouzit k urfeni, zda byl
elektronicky dokument zménén od doby, kdy byl
elektronicky  podpis  zaclenén, pfipojen k
elektronickému dokumentu nebo s nim spojen..

Priloha A: Rozpocet
Ptiloha B: Standardni smluvni dolozky
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22.3  Disputes regarding this agreement which the
parties fail to settle amicably will be settled in
accordance with Czech Republic legislation in a
Czech Republic court of law.

224  This Agreement, and any subsequent
amendment(s), will be executed electronically. The
Parties agree that execution of this Agreement by
exchanging e-Signature (as defined below)
signatures shall have the same legal force and
effect as the exchange of original signatures.
Pursuant to this Agreement, e-Signatures shall
mean a signature that consists of one or more
letters, characters, numbers or other symbols in
digital form incorporated in, attached to or
associated with the electronic document, that (a) is
unique to the person making the signature; (b) the
technology or process used to make the signature is
under the sole control of the person making the
signature; (c) the technology or process can be used
to identify the person using the technology or
process; and (d) the electronic signature can be
linked with an electronic document in such a way
that it can be used to determine whether the
electronic document has been changed since the
electronic signature was incorporated in, attached
to or associated with the electronic document.

Exhibit A: Budget
Exhibit B: Standard Contractual Clauses
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ZADAVATEL/ SPONSOR
Genentech, Inc.

Podepsal/By: PPD Global Limited on behalf of Genentech, Inc.

Podepsal/By:
Jméno/Name:
Funkce/Title:

PPD/PPD
PPD Global Limited

Podepsal/By:
Jméno/Name:
Funkce/Title:

ZDRAVOTNICKE ZARIZENI / INSTITUTION

Podepsal/By:
Jméno/Name:
Funkce/Title:

ZKOUSEJICI / INVESTIGATOR

Podepsal/By:
Jméno/Name:
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Piiloha A
Rozpocet

Exhibit A
Budget

ke Smlouvé mezi:

Zdravotnické zarizeni: Fakultni nemocnice v
Motole
ZKousejich: it

to an Agreement between:

Institution: Fakultni nemocnice v Motole

i ‘_'.?\a-'i. i a"v;'
Investigator:: e @

,.q_rﬂl.""

Zadavatel: Genentech, Inc.

Sponsor: Genentech, Inc.

Protokol ¢. GC45428

Protocol #: GC45428

Platby: Platby se budou poukazovat na tucet
prijemce plateb (dale jen ,,pFijemce plateb*):

Payments: Payments should be made to the
following account of the payee (further, the
“Payee”):

03, Ceska republika/ Czech Republic
Cislo uétu/Acct. no.: 17937051/0710

VS/Reference no.: ¢islo faktury/ Invoice number

Email pro potieby plateb/ email for payment purposes: 3

Pfijemce plateb/Payee Name: Fakultni nemocnice v Motole
Néazev a adresa banky/Bank name and address: Ceska narodni banka, Na Ptikopé 28, Praha 1, 115

IBAN: CZ42 0710 0000 0000 1793 7051SWIFT: CNBACZPP

s

Faktury: Vsechny originaly faktur tykajici se
Klinického hodnoceni musi byt piedlozeny
k proplaceni spolecnosti PPD (a jako platce na
nich musi byt uvedena spole¢nost PPD) na nize
uvedenou adresu amusi obsahovat pfesny
rozpis  vSech  poplatkd,  doprovodnych
dokumentti, variabilni symbol faktury a
bankovni udaje uvedené v této priloze A vcetné
Cisla uctu a IBAN. Splatnost faktur je
Ctyficetpét (45) dni ode dne obdrzeni faktury

spolecnosti PPD.
Kalkulace  uskute¢nénych  navstév  bude
vytvofena  Zadavatelem a  odsouhlasena

ZkouSejicim. Jednotlivé platby musi byt vzdy
jednoznacné oznaceny Cislem faktury ptijemce
plateb uvedenym v poli variabilniho symbolu
(VS). V piipadé dosl¢é platby bez oznaceni VS
neni mozné platbu pfiradit ke konkrétni faktuie
a tato platba nebude pfijemcem plateb
akceptovana. Platby budou probihat dle potieby

Invoices: All original invoices pertaining to the
Trial must be submitted for reimbursement to
PPD (and must reference PPD as the invoicee)
at the following address and shall include a
correct itemization for all fees, supporting
documentation, and a site invoice reference
number and bank details listed in this Exhibit A
including account number and IBAN. The
invoice due date is forty-five (45) days from the
day the invoice is received by PPD.

The calculation of visits will be made by the
Sponsor and approved by the Investigator.
Individual payments must always be clearly
marked with the Payee's invoice number listed
in the variable symbol (VS) field. In the case of
an incoming payment without a VS mark, it is
not possible to assign the payment to a specific
invoice and this payment will not be accepted
by the Payee. Payments will be made quarterly,
but no later than to 30 November of the current

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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nejpozdéji vSak vzdy k 30. 11. bézného roku.

year.

Fakturacni adresa/Invoicing address:

Faktury by mély byt adresovany emailem na:/
Invoices should be addressed by email to:

""E ."-\.l\.. 1; &'."“ﬁr*-j_ iﬁ"u':‘. i
v kopn / In copy _!_.",f

;
s
""?.-E%EH' A

'\.Alr

Nebou postou na:/ or via mail at

PPD Global Limited, Granta Park, Great
Abington, Cambridge, CB21 6GQ, UK
Invoices should quote PPD Global Limited's
VAT number: GB 443 0878 47

PG R
o

-«..-t\_m{:_.-!."

a ptidélenému monitorovi spolecnosti PPD (je-li zndm)/ And to assigned PPD monitor (if known)

Nabor: Zdravotnické zafizeni a Zkousejici
berou na védomi, Ze se jedna o Klinické
hodnoceni vypracované pro vyhodnoceni
daného pocétu subjekti. Ocekava se, ze
Zkousejici vynalozi veskeré usili k naboru, jak
je uvedeno ve Smlouvé. Jakmile bude dokoncen
nabor cilového poctu subjektii pro celé Klinické
hodnoceni, budou o tom Zdravotnické zafizeni a
Zkousejici informovani a budou instruovani,
aby jiz neprovad¢li nabor dalSich subjektt.

Enrollment: The Institution and Investigator
acknowledge that this is a Trial designed to
evaluate a set number of subjects. The
Investigator will be expected to apply best
efforts for enrollment as provided for under the
Agreement. When enrollment of the target
number of subjects for the entire Trial is
complete, the Institution and Investigator will be
notified and instructed not to continue enrolling
subjects.

Platby v ramci Klinického hodnoceni budou
realizovany nasledovné:

The Trial shall be payable as follows:

Naklady na subjekt: Prijemci plateb bude
poskytnuta platba za dokonceny a hodnotitelny
subjekt, jak je definovano nize, a sice na
zaklad¢ plateb uvedenych v tabulkach plateb
nize. Platby se budou provadét Cctvrtletné
v Ceskych korunach abudou se zaklddat na
poctu  dokonenych navstév, potvrzenych
v elektronickych zaznamech subjektu (eCRF)
a doruceni spravng vyplnéné faktury
S rozepsanymi polozkami. Dokonceny
a hodnotitelny subjekt je definovan nasledovné:
(i) vSechny postupy musi byt provedeny
v souladu s protokolem a smérnicemi ICH GCP,
(i1) pacient bude zafazen pouze na zakladé
kritérii pro zafazeni/vyfazeni a (iii) veSkeré
udaje budou pfesné a upln¢ zdokumentovany.
V pripadé, Ze subjekt hodnoceni nedokonci

Cost Per Subject: The Payee will be paid per
completed and evaluable subject as defined
below based on the rates set forth in the Tables
of Payments below. Payments will be made on a
quarterly basis in CZK and will be based on
completed visits verified in the subject
electronic case report forms (¢CRFs) and receipt
of correct and itemized invoice. A complete and
evaluable subject is defined as follows: (i) all
procedures must be performed according to the
Protocol and ICH GCP guidelines, (ii) a patient
will only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately and completely. In the
event that a subject does not complete all visits
as specified in the Protocol, PPD shall only be
obligated to make payment for such subject on a

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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vSechny navstévy tak, jak je uvedeno
v protokolu, spole¢nost PPD bude povinna
uhradit za takovy subjekt pouze pomérnou Cast
dokonc¢enych navstév dle eCRF.

pro-rated, completed visit, and eCRF basis.

DPH a jiné dané. Spolecnost PPD bude kromée
plateb hradit i DPH podle pozadavkl
vnitrostatnich zakont. V pfipadech, kdy je
vyzadovana faktura s uvedenim DPH, budou
platby provedeny teprve poté, co spolecnost
PPD obdrzi platnou fakturu s DPH. V situacich,
kdy se DPH neuplatiiuje, bude pted provedenim
platby podle této Smlouvy i nadéle vyzadovana
faktura.

VAT and Other Taxes: PPD will pay VAT in
addition to the payments as required by national
laws. Where a VAT invoice is required,
payments will only be made once PPD has
received the valid VAT invoice. In situations
where VAT is not applicable, an invoice will
still be required before any payment is made
under this Agreement.

Neuspésné skriningy: U téch subjektd, které
podepsaly informovany souhlas, podstoupily
vSechny skriningové procedury podle protokolu
a nasledné nejsou zplsobilé pro studii
(,,neuspésny skrining®), Zadavatel nebo PPD
zaplati za vSechny subjekty, které neuspéji ve
skriningu, pifi stanovené sazb¢ neuspésné
skriningové navstévy dale v tabulce 1.
Zdravotnické zafizeni kontaktuje Zadavatele
nebo PPD se zadosti o povoleni pied
pokra¢ovanim ve skriningu nad pocet subjektd
povolenych v tabulce 1 a Zadavatel nebo PPD
muze povolit dal$i netspésné skriningy, pokud
to povazuje za piimérené.

Screen Failures: For those Subjects who have
signed an informed consent, undergone all
screening procedures pursuant to the Protocol
and are subsequently not eligible for the Study
(“Screen Failures”), Sponsor or PPD will pay
for all subjects who fail screening at the
Screening Failure Visit rate set forth in Table 1.
Institution shall contact Sponsor or PPD for
authorization prior to continuing screening in
excess of the number of Subjects allowed in
Table 1, and Sponsor or PPD may allow
additional Screen Failures if deemed reasonable.

Lékarenské poplatky:

Platby za sluzby provadéné Iékarnou
Zdravotnického zafizeni budou probihat 2 x
rocng. Zastupce 1ékdrny: xxx - piipravi podklad
k fakturaci za sluzby lékarny provedené v
Klinickém hodnoceni, jez jsou uvedeny v této
Smlouve, a zaSle je ke schvaleni odpovédné
osobé  Zadavatele  (pfidéleny  monitor)
Schvéleny podklad k  fakturaci  bude
odpovédnym zéastupcem Zadavatele zaslan do
finan¢ni uétarny Zdravotnického zafizeni xxx
Na zaklad¢ podkladu piipravi financni uctarna
Zdravotnického zafizeni fakturu, kterou zasSle
Zadavateli dle instrukci uvedenych v této
Smlouve.

Pharmacy Fees:

Payments for services performed by the
pharmacy of the Institution will be made twice a
year. Pharmacy representative: xxx prepares the
basis for invoicing for the pharmacy services
performed in the Trial, which are listed in the
Agreement, and sends them for approval to the
responsible person of the Sponsor (assigned
CRA). The approved invoice document will be
sent by the responsible representative of the
Sponsor to the financial accounting department
of the Institution xxx). On the basis of the
document, the financial accounting department
of the Institution will prepare an invoice, which
it will send to the Sponsor according to the
instructions given in this Agreement.

1. Start-up lékarensky poplatek: Piijemci
plateb bude proplacen jednorazovy pausalni
start-up 1ékarensky poplatek dle tabulky
rozpoctu nize po podpisu smlouvy.

1. Pharmacy start-up fee - The Payee
will receive reimbursement of a one-time paid
Flat Start-up Pharmacy Fee according to the
budget table below after the Agreement

GC45428_SOA 19Mar25 PPD/xxx/ FN v Motole
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2. Dalsi lékarenské poplatky: Pfijemci
plateb budou proplaceny dal§i Iékarenské
poplatky ve vysi uvedené v tabulkach plateb
nize.

signature.

2. Other Pharmacy Fees: The Payee will
receive reimbursement of the other Pharmacy
Fees payable in the amount listed in the Table
of Payments below.

Nahrada  subjektim: Néklady  subjekta
hodnoceni na stravu a/nebo cestovné do a z
mista navstévy v Klinickém hodnoceni budou
dle pozadavkll protokolu kazdému subjektu
hodnoceni za jednu navstévu nahrazeny dle
schvalen¢ho informovaného souhlasu — viz
tabulka Nahrady subjektim nize. Za vedeni
zdznami o platbach nahrad subjektim bude
zodpoveédny Zkousejici.

Nahrady  cestovnich  vydaji  subjektim
hodnoceni budou vyplaceny prostfednictvim
finanéni Gc¢tarny Zdravotnického zafizeni ze
zalohy poskytnuté Zadavatelem k témto uceltim.
Zdravotnické zafizeni je po vycerpani zalohy
opravnéno pozadovat umérné navySeni zalohy
Zadavatelem pro zajisténi vyplaceni cestovnich
nahrad subjektim hodnoceni, pokud bude
zéloha vycCerpana. Pfi ukonceni Klinického
hodnoceni bude piebytek vracen na Ucet
Zadavatele. Vyse poskytnuté zalohy bude xxx
K¢.

Subject Reimbursement: Subject costs incurred
for meals and/or transportation to and from Trial
visits as required by Protocol shall be
reimbursed to each subject per visit according to
the approved informed consent — see Subject
Reimbursement table below. The Investigator
shall be responsible for keeping an accounting
log of Subject reimbursement payments.

Reimbursement to Subjects will be paid through
the Institution's financial accounting department
from an deposit provided by Sponsor for these
purposes. After the deposit has been used up,
the Institution is entitled to request a
proportional increase of the deposit by Sponsor
to ensure the payment of reimbursement to
Subjects. At the end of the Trial, the surplus will
be returned to the Sponsor's account. The
amount of the provided deposit will be CZK
XXX.

Neplanované nav§tévy: Neplanovana navstéva
se definuje jako takova navstéva subjektu, ktera
neni vyslovné uvedena v protokolu, jejiz
absolvovani je vSak vradmci Klinického
hodnoceni nutné. Neplanované navstévy budou
uhrazeny  pauséalni castkou  uvedenou
v tabulkdch plateb nize, na zaklad¢ doruceni
spravné  vyplnéné faktury s rozepsanymi
polozkami. Vysetfeni provedena v neplanované
navstéveé dle protokolu a neuvedend v platbé
pausalni ¢astkou budou fakturovana dle tabulky
samostatné¢ fakturovatelné polozky.

Unscheduled Visits: An Unscheduled Visit is
defined as a subject visit which is not expressly
set forth in the Protocol but is otherwise
required for the Trial. Unscheduled Visits will
be reimbursed in the lump-sum amount listed in
the Tables of Payment below upon receipt of a
correct and itemized invoice. Examinations
performed in an Unscheduled Visit according to
the Protocol and not specified in the lump sum
payment will be invoiced according to the table
of separately Invoiceable items.

Start-up poplatek: Jednordzovd nevratna
platba fakturovana piijemcem plateb po podpisu
smlouvy.

Dalsi platby poplatki budou provedeny podle
nize uvedené tabulky plateb.

Start-up Fee: A one-time non-refundable fee
invoiced by the Payee after the Agreement
signature.

Other fees payments will be made upon the
Table of Payments listed below

Treti stramy: Piijemce plateb je plng
zodpovédny za uhrady tietim strandm a za kryti

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
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vlastnich  nakladd  souvisejicich s timto
Klinickym hodnocenim, a to v€etné nakladi na
lé¢bu v pfipadé vyskytu ujmy na zdravi
subjekti vznikl¢ v dasledku jejich tucasti v
Klinickém hodnoceni, s vyjimkou nakladu,
které jsou hrazeny na zaklad¢ této smlouvy nebo
jejiho pisemného dodatku.

expenses connected with the Trial, including costs
for therapy in the event of injury to health of the
subjects resulting from their participation in the
Trial, with the exception of expenses reimbursed
on the basis of this Agreement or a written
amendment to it.

Poplatky centralni laboratofi: Poplatky
centrdlni laboratofi budou hrazeny Zadavatelem
mimo tuto smlouvu.

Central Laboratory Fees: Central Laboratory
costs will be paid by the Sponsor apart from this
Agreement.

Poplatky lokalni laboratofi: budou-li provedena

Local Laboratory Fees: if local laboratory

vySeteni v lokalni laboratofi, budou fakturovana | examinations are performed, they will be
dle tabulky ,Samostatn¢ fakturovatelné | invoiced according to the table of “Separately
polozky* Invoiceable items”

Dalsi fakturovatelné procedury. Procedury,
které jsou provadény dle pozadavkll Protokolu,
jsou zahrnuty do rozpoétu jako soucast
tabulky Fakturovatelné polozky nize. Pfijemce
plateb vystavi fakturu Zadavateli, spolecnosti
PPD nebo pfipadné tieti strané za dodatecné
postupy, které jsou nezbytné pro Klinické
hodnoceni, ale které nebyly zahrnuty do plateb za
navstévy. Pokud je vySe uvedena v tabulce
Fakturovatelné polozky prekroCena, dalsi postupy
by mély byt pred odeslanim faktury piedem
pisemn¢ schvaleny.

Additional Invoiced Procedures. Procedures
performed as required per the Protocol are
included in the budget as part of Table
Invoiceable items below. Payee shall invoice to
Sponsor, PPD, or third party as applicable; those
additional procedures which are necessary per the
Trial, but which have not been incorporated into
the visit payments. If the quantity included on
Table Invoiceable items is surpassed, additional
procedures should have prior written approval
before an invoice is submitted.

Vybaveni: Bude uzaviena separatni smlouva o
vypujcce.

Equipment: Separate Equipment Loan
Agreement will be concluded.

Zavérecna platba: Zavérecna platba bude
realizovana po dokonceni zavérecné navstévy a
obdrzeni nasledujicich dokumenti spolec¢nosti
PPD: (i) veskeré dokumentace ke Klinickému
hodnoceni, (ii) ptehledu veskerého neuzitého
hodnoceného 1éciva, (iii) vSech vyplnénych a
spravnych eCRF/dotazi a (iv) veSkerych
doplnénych pozadavkl k vysvétleni ze strany
PPD ¢i Zadavatele, tykajicich se daji nebo
zdaznaml Klinického hodnoceni. Na vzneseni
namitek vici jakymkoliv nesrovnalostem
v platbach realizovanych v pribc¢hu Klinického
hodnoceni bude mit piijemce plateb lhttu tficeti
(30) dni od doruceni zavérecné platby.

Final Payment: The final payment will be
payable upon completion of the close-out visit
and upon PPD’s receipt of the following: (i) all
Trial documentation, (ii) the accountability of
all unused Study Drug, (iii) all completed and
correct eCRFs/queries, and (iv) any clarification
requests made by PPD or Sponsor regarding
Trial data or records. The Payee will have thirty
(30) days from the receipt of final payment to
dispute any payment discrepancies during the
course of the Trial.

Bez obdrieni piedchoziho pisemného souhlasu
ze strany Zadavatele &i PPD nebudou brdany

No other additional funding requests will be
considered without the prior written consent of
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v potaz Zadné dalSi poZadavky na poskytnuti
finanénich prostiedkii.

Sponsor or PPD.

Tabulky plateb / Tables of Payments

XXX
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Piiloha B/ Exhibit B

Exhibit B
STANDARD CONTRACTUAL CLAUSES

MODULE ONE: Transfer controller to controller
SECTION 1
Clause 1 Purpose and scope

(a) The purpose of these standard contractual clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of the European Parliament and of the Council of
27 April 2016 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) for the
transfer of personal data to a third country.

(b) The Parties:

(i)  the natural or legal person(s), public authority/ies, agency/ies or other body/ies
(hereinafter ‘entity/ies’) transferring the personal data, as listed in Annex LA
(hereinafter each ‘data exporter’), and

(i1))  the entity/ies in a third country receiving the personal data from the data exporter,
directly or indirectly via another entity also Party to these Clauses, as listed in Annex
I.A (hereinafter each ‘data importer’)

have agreed to these standard contractual clauses (hereinafter: ‘Clauses’).

(c) These Clauses apply with respect to the transfer of personal data as specified in Annex I.B.

(d) The Appendix to these Clauses containing the Annexes referred to therein forms an integral
part of these Clauses.

Clause 2 Effect and invariability of the Clauses

(a) These Clauses set out appropriate safeguards, including enforceable data subject rights and
effective legal remedies, pursuant to Article 46(1) and Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers from controllers to processors and/or processors
to processors, standard contractual clauses pursuant to Article 28(7) of Regulation (EU)
2016/679, provided they are not modified, except to select the appropriate Module(s) or to
add or update information in the Appendix. This does not prevent the Parties from including
the standard contractual clauses laid down in these Clauses in a wider contract and/or to add
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other clauses or additional safeguards, provided that they do not contradict, directly or
indirectly, these Clauses or prejudice the fundamental rights or freedoms of data subjects.

(b) These Clauses are without prejudice to obligations to which the data exporter is subject by
virtue of Regulation (EU) 2016/679.

Clause 3 Third-party beneficiaries

(a) Data subjects may invoke and enforce these Clauses, as third-party beneficiaries, against the
data exporter and/or data importer, with the following exceptions:

) Clause 1, Clause 2, Clause 3, Clause 6, Clause 7;
(ii)  Clause 8 — Clause 8.5 (e) and Clause 8.9(b); Clause 9 — [Intentionally Omitted]
(iii))  Clause 12 — Clause 12(a) and (d);Clause 13;
(iv)  Clause 15.1(c), (d) and (e);
(v)  Clause 16(e);
(vi)  Clause 18(a) and (b).

(b) Paragraph (a) is without prejudice to rights of data subjects under Regulation (EU) 2016/679.

Clause 4 Interpretation

(a) Where these Clauses use terms that are defined in Regulation (EU) 2016/679, those terms
shall have the same meaning as in that Regulation.

(b) These Clauses shall be read and interpreted in the light of the provisions of Regulation (EU)
2016/679.

(¢) These Clauses shall not be interpreted in a way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

Clause 5 Hierarchy
In the event of a contradiction between these Clauses and the provisions of related agreements
between the Parties, existing at the time these Clauses are agreed or entered into thereafter, these
Clauses shall prevail.

Clause 6 Description of the transfer(s)

The details of the transfer(s), and in particular the categories of personal data that are transferred and
the purpose(s) for which they are transferred, are specified in Annex I.B.

Clause 7 — Optional - Docking clause
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(a) An entity that is not a Party to these Clauses may, with the agreement of the Parties, accede to
these Clauses at any time, either as a data exporter or as a data importer, by completing the
Appendix and signing Annex [.A.

(b) Once it has completed the Appendix and signed Annex I.A, the acceding entity shall become
a Party to these Clauses and have the rights and obligations of a data exporter or data importer
in accordance with its designation in Annex L. A.

(c) The acceding entity shall have no rights or obligations arising under these Clauses from the
period prior to becoming a Party.

SECTION II - OBLIGATIONS OF THE PARTIES
Clause 8 Data protection safeguards

The data exporter warrants that it has used reasonable efforts to determine that the data importer is
able, through the implementation of appropriate technical and organisational measures, to satisfy its
obligations under these Clauses.

8.1 Purpose limitation

The data importer shall process the personal data only for the specific purpose(s) of the transfer, as set
out in Annex I.B. It may only process the personal data for another purpose:

(i)  where it has obtained the data subject’s prior consent;

(i)  where necessary for the establishment, exercise or defence of legal claims in the
context of specific administrative, regulatory or judicial proceedings; or

(i)  where necessary in order to protect the vital interests of the data subject or of another
natural person.

8.2 Transparency

(a) In order to enable data subjects to effectively exercise their rights pursuant to Clause 10, the
data importer shall inform them, either directly or through the data exporter:

(i)  ofits identity and contact details;

(ii))  of the categories of personal data processed;

(iii))  of the right to obtain a copy of these Clauses;

(iv)  where it intends to onward transfer the personal data to any third party/ies, of the
recipient or categories of recipients (as appropriate with a view to providing
meaningful information), the purpose of such onward transfer and the ground
therefore pursuant to Clause 8.7.
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(b) Paragraph (a) shall not apply where the data subject already has the information, including
when such information has already been provided by the data exporter, or providing the
information proves impossible or would involve a disproportionate effort for the data
importer. In the latter case, the data importer shall, to the extent possible, make the
information publicly available.

(c) On request, the Parties shall make a copy of these Clauses, including the Appendix as
completed by them, available to the data subject free of charge. To the extent necessary to
protect business secrets or other confidential information, including personal data, the Parties
may redact part of the text of the Appendix prior to sharing a copy, but shall provide a
meaningful summary where the data subject would otherwise not be able to understand its
content or exercise his/her rights. On request, the Parties shall provide the data subject with
the reasons for the redactions, to the extent possible without revealing the redacted
information.

(d) Paragraphs (a) to (c) are without prejudice to the obligations of the data exporter under
Articles 13 and 14 of Regulation (EU) 2016/679.

8.3 Accuracy and data minimisation

(a) Each Party shall ensure that the personal data is accurate and, where necessary, kept up to
date. The data importer shall take every reasonable step to ensure that personal data that is
inaccurate, having regard to the purpose(s) of processing, is erased or rectified without delay.

(b) If one of the Parties becomes aware that the personal data it has transferred or received is
inaccurate, or has become outdated, it shall inform the other Party without undue delay.

(c) The data importer shall ensure that the personal data is adequate, relevant and limited to what
is necessary in relation to the purpose(s) of processing.

8.4 Storage limitation

The data importer shall retain the personal data for no longer than necessary for the purpose(s) for
which it is processed. It shall put in place appropriate technical or organisational measures to ensure
compliance with this obligation, including erasure or anonymisation of the data and all back-ups at the
end of the retention period.

8.5 Security of processing

(a) The data importer and, during transmission, also the data exporter shall implement
appropriate technical and organisational measures to ensure the security of the personal data,
including protection against a breach of security leading to accidental or unlawful destruction,
loss, alteration, unauthorised disclosure or access (hereinafter ‘personal data breach’). In
assessing the appropriate level of security, they shall take due account of the state of the art,
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(b)

(©)

(d)

(e)

®

(2

the costs of implementation, the nature, scope, context and purpose(s) of processing and the
risks involved in the processing for the data subject. The Parties shall in particular consider
having recourse to encryption or pseudonymisation, including during transmission, where the
purpose of processing can be fulfilled in that manner.

The Parties have agreed on the technical and organisational measures set out in Annex II. The
data importer shall carry out regular checks to ensure that these measures continue to provide
an appropriate level of security.

The data importer shall ensure that persons authorised to process the personal data have
committed themselves to confidentiality or are under an appropriate statutory obligation of
confidentiality.

In the event of a personal data breach concerning personal data processed by the data importer
under these Clauses, the data importer shall take appropriate measures to address the personal
data breach, including measures to mitigate its possible adverse effects.

In case of a personal data breach that is likely to result in a risk to the rights and freedoms of
natural persons, the data importer shall without undue delay notify both the data exporter and
the competent supervisory authority pursuant to Clause 13. Such notification shall contain i) a
description of the nature of the breach (including, where possible, categories and approximate
number of data subjects and personal data records concerned), ii) its likely consequences, iii)
the measures taken or proposed to address the breach, and iv) the details of a contact point
from whom more information can be obtained. To the extent it is not possible for the data
importer to provide all the information at the same time, it may do so in phases without undue
further delay.

In case of a personal data breach that is likely to result in a high risk to the rights and
freedoms of natural persons, the data importer shall also notify without undue delay the data
subjects concerned of the personal data breach and its nature, if necessary in cooperation with
the data exporter, together with the information referred to in paragraph (e), points ii) to iv),
unless the data importer has implemented measures to significantly reduce the risk to the
rights or freedoms of natural persons, or notification would involve disproportionate efforts.
In the latter case, the data importer shall instead issue a public communication or take a
similar measure to inform the public of the personal data breach.

The data importer shall document all relevant facts relating to the personal data breach,
including its effects and any remedial action taken, and keep a record thereof.

8.6 Sensitive data

Where the transfer involves personal data revealing racial or ethnic origin, political opinions, religious
or philosophical beliefs, or trade union membership, genetic data, or biometric data for the purpose of
uniquely identifying a natural person, data concerning health or a person’s sex life or sexual
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orientation, or data relating to criminal convictions or offences (hereinafter ‘sensitive data’), the data
importer shall apply specific restrictions and/or additional safeguards adapted to the specific nature of
the data and the risks involved. This may include restricting the personnel permitted to access the
personal data, additional security measures (such as pseudonymisation) and/or additional restrictions
with respect to further disclosure.

8.7 Onward transfers

The data importer shall not disclose the personal data to a third party located outside the European
Union (in the same country as the data importer or in another third country, hereinafter ‘onward
transfer’) unless the third party is or agrees to be bound by these Clauses, under the appropriate
Module. Otherwise, an onward transfer by the data importer may only take place if:

(i) it is to a country benefitting from an adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the onward transfer;

(il)  the third party otherwise ensures appropriate safeguards pursuant to Articles 46 or 47
of Regulation (EU) 2016/679 with respect to the processing in question;

(iii)  the third party enters into a binding instrument with the data importer ensuring the
same level of data protection as under these Clauses, and the data importer provides a
copy of these safeguards to the data exporter;

(iv)  itis necessary for the establishment, exercise or defence of legal claims in the context
of specific administrative, regulatory or judicial proceedings;

(v) it is necessary in order to protect the vital interests of the data subject or of another
natural person; or

(vi)  where none of the other conditions apply, the data importer has obtained the explicit
consent of the data subject for an onward transfer in a specific situation, after having
informed him/her of its purpose(s), the identity of the recipient and the possible risks
of such transfer to him/her due to the lack of appropriate data protection safeguards.
In this case, the data importer shall inform the data exporter and, at the request of the
latter, shall transmit to it a copy of the information provided to the data subject.

Any onward transfer is subject to compliance by the data importer with all the other safeguards under
these Clauses, in particular purpose limitation.

8.8 Processing under the authority of the data importer

The data importer shall ensure that any person acting under its authority, including a processor,
processes the data only on its instructions.

8.9 Documentation and compliance

(a) Each Party shall be able to demonstrate compliance with its obligations under these Clauses.
In particular, the data importer shall keep appropriate documentation of the processing
activities carried out under its responsibility.
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(b) The data importer shall make such documentation available to the competent supervisory
authority on request.

Clause 9 Use of sub-processors
[Clause 9: Intentionally Omitted]

Clause 10 Data subject rights

(a) The data importer, where relevant with the assistance of the data exporter, shall deal with any
enquiries and requests it receives from a data subject relating to the processing of his/her
personal data and the exercise of his/her rights under these Clauses without undue delay and
at the latest within one month of the receipt of the enquiry or request. The data importer shall
take appropriate measures to facilitate such enquiries, requests and the exercise of data
subject rights. Any information provided to the data subject shall be in an intelligible and
easily accessible form, using clear and plain language.

(b) In particular, upon request by the data subject the data importer shall, free of charge:

(i) provide confirmation to the data subject as to whether personal data concerning
him/her is being processed and, where this is the case, a copy of the data relating to
him/her and the information in Annex I; if personal data has been or will be onward
transferred, provide information on recipients or categories of recipients (as
appropriate with a view to providing meaningful information) to which the personal
data has been or will be onward transferred, the purpose of such onward transfers and
their ground pursuant to Clause 8.7; and provide information on the right to lodge a
complaint with a supervisory authority in accordance with Clause 12(c)(i);

(i)  rectify inaccurate or incomplete data concerning the data subject;

(i)  erase personal data concerning the data subject if such data is being or has been
processed in violation of any of these Clauses ensuring third-party beneficiary rights,
or if the data subject withdraws the consent on which the processing is based.

(c) Where the data importer processes the personal data for direct marketing purposes, it shall
cease processing for such purposes if the data subject objects to it.

(d) The data importer shall not make a decision based solely on the automated processing of the
personal data transferred (hereinafter ‘automated decision’), which would produce legal
effects concerning the data subject or similarly significantly affect him/her, unless with the
explicit consent of the data subject or if authorised to do so under the laws of the country of
destination, provided that such laws lays down suitable measures to safeguard the data
subject’s rights and legitimate interests. In this case, the data importer shall, where necessary
in cooperation with the data exporter:
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(i) inform the data subject about the envisaged automated decision, the envisaged
consequences and the logic involved; and

(i)  implement suitable safeguards, at least by enabling the data subject to contest the
decision, express his/her point of view and obtain review by a human being.

(¢) Where requests from a data subject are excessive, in particular because of their repetitive
character, the data importer may either charge a reasonable fee taking into account the
administrative costs of granting the request or refuse to act on the request.

(f) The data importer may refuse a data subject’s request if such refusal is allowed under the laws
of the country of destination and is necessary and proportionate in a democratic society to
protect one of the objectives listed in Article 23(1) of Regulation (EU) 2016/679.

(g) If the data importer intends to refuse a data subject’s request, it shall inform the data subject
of the reasons for the refusal and the possibility of lodging a complaint with the competent
supervisory authority and/or seeking judicial redress.

Clause 11 Redress

(a) The data importer shall inform data subjects in a transparent and easily accessible format,
through individual notice or on its website, of a contact point authorised to handle complaints.
It shall deal promptly with any complaints it receives from a data subject.

(b) In case of a dispute between a data subject and one of the Parties as regards compliance with
these Clauses, that Party shall use its best efforts to resolve the issue amicably in a timely
fashion. The Parties shall keep each other informed about such disputes and, where
appropriate, cooperate in resolving them.

(c) Where the data subject invokes a third-party beneficiary right pursuant to Clause 3, the data
importer shall accept the decision of the data subject to:

(1) lodge a complaint with the supervisory authority in the Member State of his/her
habitual residence or place of work, or the competent supervisory authority pursuant
to Clause 13;

(i)  refer the dispute to the competent courts within the meaning of Clause 18.

(d) The Parties accept that the data subject may be represented by a not-for-profit body,
organisation or association under the conditions set out in Article 80(1) of Regulation (EU)
2016/679.

(e) The data importer shall abide by a decision that is binding under the applicable EU or
Member State law.
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(f) The data importer agrees that the choice made by the data subject will not prejudice his/her
substantive and procedural rights to seek remedies in accordance with applicable laws.

Clause 12 Liability

(a) Each Party shall be liable to the other Party/ies for any damages it causes the other Party/ies
by any breach of these Clauses.

(b) Each Party shall be liable to the data subject, and the data subject shall be entitled to receive
compensation, for any material or non-material damages that the Party causes the data subject
by breaching the third-party beneficiary rights under these Clauses. This is without prejudice
to the liability of the data exporter under Regulation (EU) 2016/679.

(c) Where more than one Party is responsible for any damage caused to the data subject as a
result of a breach of these Clauses, all responsible Parties shall be jointly and severally liable
and the data subject is entitled to bring an action in court against any of these Parties.

(d) The Parties agree that if one Party is held liable under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part of the compensation corresponding to its/their
responsibility for the damage.

(e) The data importer may not invoke the conduct of a processor or sub-processor to avoid its
own liability.

Clause 13 Supervision

(a) The supervisory authority with responsibility for ensuring compliance by the data exporter
with Regulation (EU) 2016/679 as regards the data transfer, as indicated in Annex 1.C, shall
act as competent supervisory authority.

(b) The data importer agrees to submit itself to the jurisdiction of and cooperate with the
competent supervisory authority in any procedures aimed at ensuring compliance with these
Clauses. In particular, the data importer agrees to respond to enquiries, submit to audits and
comply with the measures adopted by the supervisory authority, including remedial and
compensatory measures. It shall provide the supervisory authority with written confirmation
that the necessary actions have been taken.

SECTION III - LOCAL LAWS AND OBLIGATIONS IN CASE OF ACCESS BY PUBLIC
AUTHORITIES

Clause 14 Local laws and practices affecting compliance with the Clauses
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(a) The Parties warrant that they have no reason to believe that the laws and practices in the third
country of destination applicable to the processing of the personal data by the data importer,
including any requirements to disclose personal data or measures authorising access by public
authorities, prevent the data importer from fulfilling its obligations under these Clauses. This
is based on the understanding that laws and practices that respect the essence of the
fundamental rights and freedoms and do not exceed what is necessary and proportionate in a
democratic society to safeguard one of the objectives listed in Article 23(1) of Regulation
(EU) 2016/679, are not in contradiction with these Clauses.

(b) The Parties declare that in providing the warranty in paragraph (a), they have taken due
account in particular of the following elements:

(i)  the specific circumstances of the transfer, including the length of the processing
chain, the number of actors involved and the transmission channels used; intended
onward transfers; the type of recipient; the purpose of processing; the categories and
format of the transferred personal data; the economic sector in which the transfer
occurs; the storage location of the data transferred;

(ii))  the laws and practices of the third country of destination— including those requiring
the disclosure of data to public authorities or authorising access by such authorities —
relevant in light of the specific circumstances of the transfer, and the applicable
limitations and safeguards;

(iii))  any relevant contractual, technical or organisational safeguards put in place to
supplement the safeguards under these Clauses, including measures applied during
transmission and to the processing of the personal data in the country of destination.

(c) The data importer warrants that, in carrying out the assessment under paragraph (b), it has
made its best efforts to provide the data exporter with relevant information and agrees that it
will continue to cooperate with the data exporter in ensuring compliance with these Clauses.

(d) The Parties agree to document the assessment under paragraph (b) and make it available to
the competent supervisory authority on request.

(e) The data importer agrees to notify the data exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has reason to believe that it is or has become
subject to laws or practices not in line with the requirements under paragraph (a), including
following a change in the laws of the third country or a measure (such as a disclosure request)
indicating an application of such laws in practice that is not in line with the requirements in
paragraph (a).

(f) Following a notification pursuant to paragraph (e), or if the data exporter otherwise has reason
to believe that the data importer can no longer fulfil its obligations under these Clauses, the
data exporter shall promptly identify appropriate measures (e.g. technical or organisational
measures to ensure security and confidentiality) to be adopted by the data exporter and/or data
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importer to address the situation . The data exporter shall suspend the data transfer if it
considers that no appropriate safeguards for such transfer can be ensured, or if instructed by
the competent supervisory authority to do so. In this case, the data exporter shall be entitled to
terminate the contract, insofar as it concerns the processing of personal data under these
Clauses. If the contract involves more than two Parties, the data exporter may exercise this
right to termination only with respect to the relevant Party, unless the Parties have agreed
otherwise. Where the contract is terminated pursuant to this Clause, Clause 16(d) and (e) shall

apply.

Clause 15 Obligations of the data importer in case of access by public authorities

15.1 Notification

(a)

(b)

(©)

(d)

The data importer agrees to notify the data exporter and, where possible, the data subject
promptly (if necessary with the help of the data exporter) if it:

(i) receives a legally binding request from a public authority, including judicial
authorities, under the laws of the country of destination for the disclosure of personal
data transferred pursuant to these Clauses; such notification shall include information
about the personal data requested, the requesting authority, the legal basis for the
request and the response provided; or

(il))  becomes aware of any direct access by public authorities to personal data transferred
pursuant to these Clauses in accordance with the laws of the country of destination;
such notification shall include all information available to the importer.

If the data importer is prohibited from notifying the data exporter and/or the data subject
under the laws of the country of destination, the data importer agrees to use its best efforts to
obtain a waiver of the prohibition, with a view to communicating as much information as
possible, as soon as possible. The data importer agrees to document its best efforts in order to
be able to demonstrate them on request of the data exporter.

Where permissible under the laws of the country of destination, the data importer agrees to
provide the data exporter, at regular intervals for the duration of the contract, with as much
relevant information as possible on the requests received (in particular, number of requests,
type of data requested, requesting authority/ies, whether requests have been challenged and
the outcome of such challenges, etc.).

The data importer agrees to preserve the information pursuant to paragraphs (a) to (c) for the
duration of the contract and make it available to the competent supervisory authority on
request.
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(e) Paragraphs (a) to (c) are without prejudice to the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data exporter promptly where it is unable to comply
with these Clauses.

15.2 Review of legality and data minimisation

(a) The data importer agrees to review the legality of the request for disclosure, in particular
whether it remains within the powers granted to the requesting public authority, and to
challenge the request if, after careful assessment, it concludes that there are reasonable
grounds to consider that the request is unlawful under the laws of the country of destination,
applicable obligations under international law and principles of international comity. The data
importer shall, under the same conditions, pursue possibilities of appeal. When challenging a
request, the data importer shall seek interim measures with a view to suspending the effects of
the request until the competent judicial authority has decided on its merits. It shall not
disclose the personal data requested until required to do so under the applicable procedural
rules. These requirements are without prejudice to the obligations of the data importer under
Clause 14(e).

(b) The data importer agrees to document its legal assessment and any challenge to the request
for disclosure and, to the extent permissible under the laws of the country of destination,
make the documentation available to the data exporter. It shall also make it available to the
competent supervisory authority on request.

(c) The data importer agrees to provide the minimum amount of information permissible when
responding to a request for disclosure, based on a reasonable interpretation of the request.

SECTION IV — FINAL PROVISIONS
Clause 16 Non-compliance with the Clauses and termination

(a) The data importer shall promptly inform the data exporter if it is unable to comply with these
Clauses, for whatever reason.

(b) In the event that the data importer is in breach of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend the transfer of personal data to the data
importer until compliance is again ensured or the contract is terminated. This is without
prejudice to Clause 14(f).

(c) The data exporter shall be entitled to terminate the contract, insofar as it concerns the
processing of personal data under these Clauses, where:

(1)  the data exporter has suspended the transfer of personal data to the data importer
pursuant to paragraph (b) and compliance with these Clauses is not restored within a
reasonable time and in any event within one month of suspension;
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(i)  the data importer is in substantial or persistent breach of these Clauses; or
(iii))  the data importer fails to comply with a binding decision of a competent court or
supervisory authority regarding its obligations under these Clauses.

In these cases, it shall inform the competent supervisory authority of such non-compliance.
Where the contract involves more than two Parties, the data exporter may exercise this right
to termination only with respect to the relevant Party, unless the Parties have agreed
otherwise.

(d) Personal data that has been transferred prior to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data exporter immediately be returned to the data
exporter or deleted in its entirety. The same shall apply to any copies of the data. The data
importer shall certify the deletion of the data to the data exporter. Until the data is deleted or
returned, the data importer shall continue to ensure compliance with these Clauses. In case of
local laws applicable to the data importer that prohibit the return or deletion of the transferred
personal data, the data importer warrants that it will continue to ensure compliance with these
Clauses and will only process the data to the extent and for as long as required under that
local law.

(e) Either Party may revoke its agreement to be bound by these Clauses where (i) the European
Commission adopts a decision pursuant to Article 45(3) of Regulation (EU) 2016/679 that
covers the transfer of personal data to which these Clauses apply; or (ii) Regulation (EU)
2016/679 becomes part of the legal framework of the country to which the personal data is
transferred. This is without prejudice to other obligations applying to the processing in
question under Regulation (EU) 2016/679.

Clause 17 Governing law

These Clauses shall be governed by the law of one of the EU Member States, provided such law
allows for third-party beneficiary rights. The Parties agree that this shall be the law of Czech
Republic.

Clause 18 Choice of forum and jurisdiction

(a) Any dispute arising from these Clauses shall be resolved by the courts of an EU Member
State.

(b) The Parties agree that those shall be the local court in Czech Republic.

(c) A data subject may also bring legal proceedings against the data exporter and/or data importer
before the courts of the Member State in which he/she has his/her habitual residence.

(d) The Parties agree to submit themselves to the jurisdiction of such courts.
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APPENDIX

ANNEX 1
A. LIST OF PARTIES

Data exporter(s):

Name: Fakultni nemocnice v Motole
Address: V Uvalu 84, 150 06 Praha 5, Czech Republic

_ Contact person s name, position and contact details: xxx, e-maili 7 iyt ti gl

LT S
Hraia -.:-_...I-h";% i

Activities relevant to the data transferred under these Clauses:

In connection with its performance of the clinical study, capturing Study Subjects’ coded personal
data in the eCRF, in accordance with the clinical study protocol, and mandatory safety monitoring, as
specifically described in the clinical study protocol. [Collecting and transferring certain personal data
related to the Study Staff and the personal data of the Data Exporter’s representatives signing the
SCCs and the Statement of Agreement.]

[Fakultni nemocnice v Motole]

Signature: No signature is requried here. The SCC are incorporated into the Agreement as an Exhibit
under Section 10.1 of the Agreement, which expressly refers to the Standard Contractual Clauses as an
Exhibit. See Institution’s signature in the Agreement.

Name:

Title:

Date

Role: controller

2. Data importer(s):

Name: Genentech, Inc. (“Sponsor™)
Address: 1 DNA Way, South San Francisco, CA 94080, USA

Contact person’s name, position and contact details:
SR BT T

Rt e e e

The EU representative of Genentech is Roche Privacy GmbH, Emil-Barell-Str. 1, D-79639 Grenzach-

Wyhlen, Germany.
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Activities relevant to the data transferred under these Clauses:
To allow Sponsor to evaluate the efficacy and safety of GDC-8264 in preventing cardiac surgery
associated acute kidney injury and major adverse kidney events pursuant to the objectives of the

research

as described in detail in the clinical study protocol (“Study”).

For Sponsor

Sponsor:

Signature: No signature is requried here. The SCC are incorporated into the Agreement as an Exhibit
under Section 10.1 of the Agreement, which expressly refers to the Standard Contractual Clauses as an
Exhibit. See Sponsor’s signature in the Agreement.

Name:

Title:

Date

Role: controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data is transferred

Current, past and future patients and research subjects and/or their relatives who have
consented to participation in the Study sponsored by Sponsor ("Study Subjects")

Current, past and future clinical investigators and potential clinical investigators, sub-
investigators, pharmacists, physicians and other health care professionals who may be
involved in the conduct of the Study sponsored by Sponsor (“Study Personnel”) and other
data of the hospital staff that can be communicated to establish a communication channel in
the management of the Study, for example: billing contact person, etc.

Natural persons who sign the Statement of Agreement and the SCCs on behalf of the Data
Exporter.

Categories of personal data transferred

With respect to Study Subjects — coded personal data required by the Study protocol. Year
of birth and/or age, personal identification code assigned to Study Subjects in order to
anonymize the Study subject, description of characteristics of physical features of the body,
medical condition, medical images and scans (such as X-ray and study results), drugs and
other treatments administered during the Study, electronic diaries.
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2. With respect to Study Personnel, hospital staff contact and professional data that may be
necessary for the management of the Study including names, job title, contact information
(including email address, phone number, fax number, postal address), work experience,
qualifications, publications, resumes, educational background, performance information,
staff capabilities, and other information relating to conducting clinical trials

3. Contact details of the Data Exporter’s representatives that sign the Statement of Agreement
and the SCCs.

Sensitive data transferred (if applicable) and applied restrictions or safeguards that fully take into
consideration the nature of the data and the risks involved, such as for instance strict purpose
limitation, access restrictions (including access only for staff having followed specialised training),
keeping a record of access to the data, restrictions for onward transfers or additional security
measures.

Category Applicable Details (if applicable)
Coded personal data revealing race or ethnic X
origin

personal data revealing political opinions

personal data revealing religion or beliefs

personal data revealing trade-union membership

Coded genetic data

Coded data concerning health

eltalle

Coded data concerning sex life

data concerning criminal convictions or related
security measures

The frequency of the transfer (e.g. whether the data is transferred on a one-off or continuous
basis).

Continuous while the Study is ongoing
Nature of the processing
Includes operations, including but not limited to, collection, recording, organization, structuring,

storage, adaptation or alteration, retrieval, consultation, use, disclosure by transmission, dissemination
or otherwise making available, alignment or combination, restriction, erasure or destruction of data.

Purpose(s) of the data transfer and further processing
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Data will be used and shared for the purposes of the Study and for research related to the
disease or condition being analyzed in the Study.

Data may be used to screen data subjects to identify whether you they are suitable candidates
for the Study.

Data subjects’ medical record and Study data will be used and shared to monitor the Study and
to make sure that it is being conducted in accordance with applicable laws.

Data will be used and shared for the purposes of safety reporting.

Data will be used and shared to enable Study data to be archived and stored in accordance with
applicable legal requirements.

Data may be disclosed to national authorities in the event of an inspection.

Data may be used for secondary research purposes to advance science and public health.

c. The Study Personnel data is processed in order to communicate with respect to the Study, for the
conduct and interpretation of the Study, review by governmental or regulatory agencies, Sponsor,
PPD, and their agents, and affiliates and collaborators, satisfying legal or regulatory requirements
including documentation and retention, publication on www.clinicaltrials.gov and websites and
databases that serve a comparable purpose, and storage in databases for use in selecting sites in future
clinical trials.

d. The purpose of collecting data from the signing parties is the signing of the Statement of
Agreement and the SCCs.

The period for which the personal data will be retained, or, if that is not possible, the criteria
used to determine that period

Data will be retained at least 25 years after the final Study results have been reported or for the length
of time required by applicable laws, whichever is longer.

For transfers to (sub-) processors, also specify subject matter, nature and duration of the
processing
[Intentionally Omitted]

C. COMPETENT SUPERVISORY AUTHORITY

Identify the competent supervisory authority/ies in accordance with Clause 13
o Swiss Federal Data Protection and Information Commissioner (FDPIC), insofar as the data

transfer is governed by the Swiss Federal Act on Data Protection (FADP) as now or as may
become effective and/or amended.

e LfDI Baden-Wiirttemberg insofar as the data transfer is governed by the Regulation (EU)
2016/679
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ANNEX II

TECHNICAL AND ORGANISATIONAL MEASURES INCLUDING TECHNICAL AND
ORGANISATIONAL MEASURES TO ENSURE THE SECURITY OF THE DATA

1. Confidentiality (Article 32 Paragraph 1 Point b GDPR)
® Physical Access Control

No unauthorised access to Data Processing Facilities, e.g.: magnetic or chip cards, keys,
electronic door openers, facility security services and/or entrance security staff, alarm
systems, video/CCTV Systems

® Electronic Access Control

No unauthorised use of the Data Processing and Data Storage Systems, e.g.: (secure)
passwords, automatic blocking/locking mechanisms, two-factor authentication, encryption of
data carriers/storage media

® Internal Access Control (permissions for user rights of access to and amendment of data)

No unauthorised Reading, Copying, Changes or Deletions of Data within the system, e.g.
rights authorisation concept, need-based rights of access, logging of system access events

® Isolation Control

The isolated Processing of Data, which is collected for differing purposes, e.g. multiple client
support, sandboxing;

® Pseudonymisation (Article 32 Paragraph 1 Point a GDPR; Article 25 Paragraph 1 GDPR)

The processing of personal data in such a method/way, that the data cannot be associated with
a specific Data Subject without the assistance of additional Information, provided that this
additional information is stored separately, and is subject to appropriate technical and
organisational measures.

2. Integrity (Article 32 Paragraph 1 Point b GDPR)
® Data Transfer Control

No unauthorised Reading, Copying, Changes or Deletions of Data with electronic transfer or
transport, e.g.: Encryption, Virtual Private Networks (VPN), electronic signature;
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® Data Entry Control
Verification, whether and by whom personal data is entered into a Data Processing System, is
changed or deleted, e.g.: Logging, Document Management
3. Availability and Resilience (Article 32 Paragraph 1 Point b GDPR)
® Availability Control

Prevention of accidental or wilful destruction or loss, e.g.: Backup Strategy (online/offline;
on-site/off-site), Uninterruptible Power Supply (UPS), virus protection, firewall, reporting
procedures and contingency planning

® Rapid Recovery (Article 32 Paragraph 1 Point ¢ GDPR) (Article 32 Paragraph 1 Point ¢
GDPR);
4. Procedures for regular testing, assessment and evaluation (Article 32 Paragraph 1 Point d
GDPR; Article 25 Paragraph 1 GDPR)
® Data Protection Management;
® Incident Response Management;
® Data Protection by Design and Default (Article 25 Paragraph 2 GDPR);

® Order or Contract Control

No third party data processing as per Article 28 GDPR without corresponding instructions
from Genentech, e.g.: clear and unambiguous contractual arrangements, formalised Order
Management, strict controls on the selection of the Service Provider, duty of pre-evaluation,
supervisory follow-up checks.

ANNEX III

[Annex III: Intentionally Omitted]
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