SMLOUVA ]
O KLINICKEM HODNOCEN{

Mezi

Amgen s.r.o0.

se sidlem: Klimentska 1216/46, 11002, Praha 1,
Ceska republika

ICO: 27117804

DIC: CZ27117804

Zapsana v obchodnim rejstfiku vedeném u
Méstského soudu v Praze, oddil C, vlozka 97583
zastoupen: MUDr. Silvii Pritasilovou, Mgr. Martinou
Hauserovou, Mgr. Davidem Valou a MUDr. Petrem
Cyprem, prokuristy Spolecnosti. Kazdy prokurista
je opravnén cinit za spoleCnost pravni Ukony,
k nimz dochazi pfi provozu podniku spolecnosti,
pricemz kazdy prokurista jedna a podepisuje se za
spole¢nost spolecné s jednim dalSim prokuristou.

(dale jen ,Spolecnost")

A

Fakultni Thomayerova nemocnice

se sidlem: Videnska 800, 140 59 Praha 4 - Kr¢,
Ceska republika

ICO: 00064190

DIC: CZ00064190 5
zfizenad rozhodnutim ministra zdravotnictvi Ceské
republiky ze dne 25.11.1990, zapsana Vv
obchodnim rejstfiku vedeném Méstskym soudem v
Praze, oddil Pr, vlozka 1043

zastoupena: doc. MUDr. Zdefikem Benesem, CSc.,
feditelem

(dale jen ,Zdravotnické zarizeni")

A

XXXXXXXXXXXXXX

dat. Nar. XXXXXXX

bytem XXXXXXXXXXXXKKKXXKXXXXXXXXX

(dale jen ,Hlavni zkousejici”)

(Zdravotnické zafizeni a Hlavni zkousejici dale
spolecné oznacovani jako ,Smluvni partnefi”)

uzaviena nize uvedeného dne, mésice a roku
podle ustanoveni § 1746 odst. 2 zakona
¢. 89/2012 Sb., obcansky zakonik, ve znéni
pozdéjSich predpisd (dale jen ,obcansky
zakonik"), (dale jen ,Smlouva"):

Cislo smlouvy: 331686
Pracovisté: 21002

CLINICAL TRIAL AGREEMENT

Between

Amgen s.r.0.

Registered office: Klimentska 1216/46, 11002,
Praha 1, Czech Republic

ID No.: 27117804

VAT No.: CZ27117804

Registered with the Commercial Register kept by
the Méstsky soud v Praze, Section C, Insert 97583
Represented by: MUDr. Silvia Pritasilova, Mgr.
Martina Hauserovda, Mgr. David Vala a MUDr. Petr
Cypro, duly empowered for the purposes hereof.
Every proxy is empowered to do the legal acts on
behalf of the Company, which can happen by the
business of the Company, and every proxy acts
and signs on behalf of the Company together with
one another proxy.

(hereinafter referred to as the "Company”)
AND

Thomayer University Hospital

with its registered seat at: Videnska 800, 140 59
Praha 4 - Kr¢, Czech Republic

ID No.: 00064190

VAT No.: CZ00064190

Established by the decision of the Health Minister
of the Czech Republic from 25.11.1990,
Registered in Commercial Register of the
Municipal Court in Prague, Section Pr, insert 1043,
Company

Represented by: doc. MUDr. Zdenék Benes, CSc.,
director

(hereinafter referred to as the “Site”)

AND

XXXXXXXXXXXXXKXXX

date of birth XXXXXXX

address XXXXXXXXXXXKKXXKXXXXXXXX

(hereinafter referred to as the
Investigator”)

“Principal

(the Site and the Principal Investigator hereinafter
collectively referred to as the “Contracting
Partners”)

entered into on this day, month and year
pursuant to Section 1746 (2) of Act no. 89/2012
of Coll., the Civil Code, as amended (hereinafter
referred to as the “Civil Code”) (hereinafter
referred to as the "Agreement”)
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Preambule

VZHLEDEM K TOMU, ZE Spole¢nost pozadala
Smluvni partnery, aby provedli klinické hodnoceni
s hodnocenym  |éCivym  pfipravkem  AMG
552 (dale jen ,Hodnoceny Iék") s nazvem
"Study  Comparing Bemarituzumab plus
Chemotherapy with Placebo and Chemotherapy in
Previously Untreated Advanced Gastric or
Gastroesophageal Junction Cancer with FGFR2b
Overexpression  (FORTITUDE-101)" s Cislem
20210096 (dale jen ,Studie"), které je blize
popsano v protokolu ¢. 20210096, ktery bude
Smluvnim partnerlm predan Spolecnosti a ktery
mdZe byt Cas od Casu Spolecnosti jednostranné
doplnovan (dale jen jako ,Protokol").

VZHLEDEM KTOMU, ZE Smluvni partnefi
disponuji  znalostmi, zkuSenostmi a  zdroji
nezbytnymi  k provedeni Studie, dle jejich
nejlepsiho védomi maji pfistup k poZzadovanému
poctu subjektl hodnoceni dle kritérii pro zarazeni
nebo vyrazeni, jak jsou stanoveny v Protokolu, a
jsou ochotni Studii provést,

PROTO se smluvni strany (dale jen ,strany" nebo
~smluvni strany") dohodly nasledovné:

€l. 1 — PFedmét Smlouvy
1.1 Predmétem této Smlouvy je provedeni
Studie  ve Zdravotnickém  zafizeni a
rozdéleni povinnosti souvisejicich se Studii
mezi SpoleCnost a Smluvni partnery.
Predmétem této Smlouvy jsou zavazky
Smluvnich partnerd k provedeni Studie za
podminek sjednanych v této Smlouvé a
zavazek Spolecnost k Uhradé odmény za
fadné provedeni Studie. Jakékoli odchylky
od Protokolu a dodatky k Protokolu, véetné
avsak nejen jakéhokoli vySetfovani nebo
hodnoceni  doplnujicich  klinickych ¢
laboratornich parametrd, vyZzaduji predchozi
pisemny souhlas Spolecnost.
1.2 Jestlize principy uvedené
v harmonizovanych smérnicich ICH pro
spravnou klinickou praxi (dale jen "ICH
GCP") a tykajici se bezpecnosti Subjektl
(definovanych touto Smlouvou) vyZzaduiji
odchylku od Protokolu, bude postupovano
podle ICH GCP a odchylka bude
bezodkladné nahlasena dalSim stranam této

Cislo smlouvy: 331686
Pracovisté: 21002

Preamble

WHEREAS, the Company asked the Contracting
Partners to conduct a clinical trial involving the
study drug AMG 145 (hereinafter called the
“Study Drug”) named " Study Comparing
Bemarituzumab plus Chemotherapy with Placebo
and Chemotherapy in Previously Untreated
Advanced Gastric or Gastroesophageal Junction
Cancer with FGFR2b Overexpression (FORTITUDE-
101)" with the number 20170625 (hereinafter
referred to as the “Study”) as described in more
detail in protocol no. 20170625 which will be
provided to the Contracting Partners by the
Company and which may be from time to time
unilaterally updated by the Company (hereinafter
referred to as the “Protocol”).

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary
for conducting the Study, have - to the best of their
knowledge - access to the required number of trial
subjects based on the inclusion or exclusion
criteria as laid down in the Protocol and are willing
to conduct the Study.

THEREFORE, the parties (hereinafter referred to
as the "Parties” or the “"Contracting Parties”)
have agreed as follows:

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Study at the Site and the
division of Study-related obligations among
the Company and the Contracting Partners.
The subject of the Agreement are covenants
of the Contracting Partners to conduct the
Study under the terms and conditions agreed
herein and the covenant of the Company to
pay remuneration for a duly conducted Study.
Any deviations from the Protocol or
amendments of the Protocol, including without
limitation, any investigation or evaluation of
additional clinical or laboratory parameters,
require the prior written approval of the
Company.

1.2 If principles outlined in the ICH Harmonized
Tripartite Guidelines for Good Clinical Practice
("ICH GCP") relating to the safety of Subjects
(as defined herein) require a deviation from
the Protocol, ICH GCP should be followed, and
the deviation shall immediately be reported to
the other parties of this Agreement. Site shall
also, within twenty-four (24) hours, notify

2
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Smlouvy. Poskytovatel rovnéz vyrozumi
béhem dvaceti ¢tyr (24) hodin Spole¢nost o
jakémkoliv Zavazném poruseni, o0 némz se
Poskytovatel dozvi. Pro UGcely tohoto
ustanoveni je "Zavazné poruseni"
definovano jako takové poruseni ICH GCP
nebo Protokolu, jez by mohlo ovlivnit (i)
zabezpeceni télesné nebo dusevni integrity
Subjektl (definovanych touto Smlouvou)
jakéhokoliv klinického hodnoceni nebo (ii)
védeckou hodnotu jakéhokoliv klinického
hodnoceni. Nad ramec toho Poskytovatel o
takové odchylce nebo takovémto poruseni
bezodkladné informuje etickou komisi (dale
jen "IRB/IEC") a jakykoliv spravni Urad, jak
to mohou Pfislusné predpisy (definované
touto Smlouvou) vyzadovat.

€l. 2 — Povinnosti Smluvnich partnerd

Company of any Serious Breach of which Site
becomes aware. For the purposes of this
provision, a "Serious Breach" shall mean a
breach of ICH GCP, breach of personal data
processed for the study or Study Protocol,
which is likely to affect (i) the safety of physical
or mental integrity of the Subjects of any
Study; or (ii) the scientific value of any Study.
In addition, Site shall promptly inform the
Institution Review Board or Independent
Ethics Committee ("IRB/IEC") and any
governmental authority as may be required by
Applicable Law (as defined herein) of such
deviation or breach.

Article 2 — Obligations of the Contracting

Partners

2.1. Smluvni partnefi se zavazuji provést a 2.1 The Contracting Partners shall conduct and
zdokumentovat  Studii hospodarné a document the Study in a diligent and efficient
s nalezitou odbornou péci v prisném manner in strict compliance with (a) the
souladu s (a) Protokolem; a (b) podminkami Protocol; and (b) the terms and conditions of
této Smlouvy; a (c) etickymi zasadami this Agreement; and (c) the ethical principles
Helsinské deklarace (verze z roku 1996); a of the Declaration of Helsinki (1996 Version);
(d) Harmonizovanym TFistrannym Guideline and (d) the ICH Harmonised Tripartite
ICH pro spravnou klinickou praxi vcetné Guideline for Good Clinical Practice as
jeho naslednych zmén a obecné pfijimanymi amended from time to time as well as
standardy spravné Kklinické praxe; a (e) generally accepted standards of Good Clinical
vSemi pfislusnymi pravnimi predpisy; a (f) Practice; and (e) all applicable legal
veskerymi prikazy a smérnicemi pfislusnych regulations; and (f) all orders and directives of
organl verejné moci a spravy a etickych competent public administration authorities
komisi, jsou-li takové (dale jen ,PFislusné and ethics committees, if any ("Applicable
predpisy"). Zdravotnické zafizeni se Law(s)"). The Site shall provide adequate
zavazuje poskytnout odpovidajici zdroje, resources, personnel and facilities for the
personal a vybaveni k provadéni Studie. performance of the Study.

2.2. Studie bude ve Zdravotnickém zafizeni 2.2 The Study at the Site shall be conducted by the
provadéna Hlavnim zkousejicim, ktery je Principal Investigator who shall be responsible
odpovédny za jeji radny pribéh. Hlavni for due course of the Study. The Principal
zkousejici je odpovédnym vedoucim skupiny Investigator is the responsible head of the
zkousejicich v pripadé, Ze Studie je group of investigators in case the Study is
ve Zdravotnickém zafizeni provadéna vicero conducted at the Site by several investigators
nez jednim zkouSejicim (takovi dalsi (such additional investigators hereinafter
zkousejici  se  dale oznacuji  jako referred to as “Investigators”). The Principal
.Zkousejici*).  Hlavni  zkouSejici je Investigator is responsible for the well-being of
odpovédny za blaho subjektd hodnoceni the trial subjects participating in the Study in
Ucastnicich se Studie z hlediska poskytovani terms of professional medical services
zdravotnich sluzeb na nalezité odborné provided.
drovni.

2.3. Hlavni zkousejici soucasné bude slouzit pro 2.3 The Principal Investigator will also serve as
Spolecnost jako kontaktni osoba the contact person for Company with regard
ve Zdravotnickém zafizeni ve vztahu ke to the Study at the Site, unless this
Studii, pokud neni nize vtéto Smlouvé Agreement specifies otherwise. The Principal
stanoveno jinak. Hlavni zkousejici provadi
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Studii vramci svého zaméstnaneckého
pomeéru ke Zdravotnickému zafizeni.

2.4. Zdravotnické zafizeni se zavazuje umoznit a

Hlavni zkousejici se zavazuje zajistit, aby
Zkousgjici a ostatni osoby zahrnuté do
provadéni Studie (dale jen ,Clenové
studijniho tymu") jednali v souladu
s podminkami této Smlouvy. Zdravotnické
zafizeni se  prostfednictvim  Hlavniho
zkousejiciho zavazuje zajistit, Ze pdvodni i
novi Clenové studijniho tymu jsou fadné
proskoleni, kvalifikovani a vzdélani, obzvlast
Ze se zUcCastnuji vSech Skolicich setkani o
Studii, vCetné Skoleni na spravnou klinickou
praxi vyzadovanych a zajiStovanych
Spolecnosti (Clenové studijniho tymu vsak
nemusi Skoleni na spravnou klinickou praxi
absolvovat, pokud se prokazi certifikdtem
z absolvovaného sSkoleni spravné klinické
praxe ne starSim 2 let k datu zahdjeni
Studie). SpoleCnost ma pravo odmitnout
konkrétni Cleny studijniho tymu, pokud se
SpoleCnost domniva, Ze nejsou pfislusné
vzdélani a/nebo kvalifikovani. Clenové
studijniho  tymu  jsou zaméstnanci
Zdravotnického zarizeni. Clenové studijniho
tymu a Hlavni zkousSejici se budou Ucastnit
Skoleni, které v souvislosti se Studii pro tyto
osoby Spolecnost zorganizuje a Zdravotnické
zarizeni je povinno takovou Ucast umoznit.
SpoleCnost nahradi pfimérené cestovni a
ubytovaci naklady souvisejici se vzdélavanim
podle tohoto ¢lanku, bude-li to tfeba, ale za

2.4 The Site shall

Investigator shall conduct the Study as part
of his or her employment at the Site.

allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Study
(hereinafter referred to as “Study Team
Members”) comply with the terms and
conditions of this Agreement. The Site shall
ensure through the Principal Investigator that
original and new Study Team Members are
appropriately trained, qualified and educated,
in particular that they participate in all training
sessions regarding the Study, including any
good clinical practice training required and
organized by the Company (Study Team
Members, who have a good clinical practice
certificate that is not older than two years as
of the first day of the Study, are not required
to participate in good clinical practice training).
The Company shall have the right to reject
specific Study Team Members, if the Company
deems them not appropriately educated
and/or qualified. Study Team Members are
employees of the Site. Study Team Members
and the Principal Investigator shall attend
trainings organized for them by the Company
in connection with the Study, and the Site shall
allow such persons to attend. The Company
shall reimburse reasonable travel and
accommodation costs, if applicable related to
the trainings under this article, but no
remuneration shall be provided to participants
or any other persons for attending such

Ucast na takovém vzdélavani nendlezi trainings.
Gcastnikdm ani  nikomu jinému Zadna
odména.

2.5. Zdravotnické zafizeni se zavazuje umoznit 2.5 The Site shall make it possible for the Principal
Hlavnimu zkousejicimu, ZkouSejicim a Investigator, Investigators and Study Team
Clen@m studijniho tymu, Gcastnit se podle Members, as required, to participate in
potreby setkani zkousejicich a Investigators’ meetings and teleconferences
telekonferenci uskutecfiovanych v pribéhu held in the course of the Study to the extent
Studie v rozsahu poZzadovaném Spole¢nosti. requested by the Company.

2.6. Kazdé smluvni  zajisténi kterékoli 2.6 Any subcontracting of any of the Site's

z povinnosti  Zdravotnického zafizeni na
zakladé této Smlouvy tfeti stranou vyzaduje
predchozi pisemny souhlas Spolecnosti.
Udéleni takového souhlasu je na vylutném
rozhodnuti SpolecCnosti. V pripadé
povoleného smluvniho zajisténi povinnosti
Zdravotnické zafizeni:

2.6.1 je povinno zajistit u subjektu, na néjz svou

povinnost prenasi, dodrzovani podminek,
(@) které jsou vzhledem k charakteru
pozadované sluzby relevantni a podobné

obligations under this Agreement to a third
party requires the prior written consent of the
Company. Granting of such consent shall be
within the Company’s sole discretion. In the
case that such consent is granted, the Site
shall:

2.6.1 make sure that such subcontractors observe

the terms and conditions (a) that are relevant
to the nature of requested services and
similar to the terms and conditions of this

Cislo smlouvy: 331686 4
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podminkdam této Smlouvy, vcetné, avsak
nejen, Ihdt k plnéni povinnosti, (b) na
zakladé kterych treti strana postoupi
veskera prava k vysledkdm své
dinnosti/Studie na Zdravotnické zafizeni
anebo Spolecnost a (c) dle kterych treti
strana umozni Spolecnosti nebo tretim
stranam smluvné opravnénym Spolecnosti a
prislusnym regulatornim Gfaddm provedeni
auditd a inspekci u takové treti strany, coz
souCasné neznamena omezeni povinnosti
Zdravotnického  zafizeni ve  vztahu
k auditdm a inspekcim; a

Agreement, including — without limitation -
the timelines for fulfilling obligations, (b)
based on which the third party shall assign
all rights with regard to the results of its
performance/the Study to the Site or the
Company and (c) based on which the third
party shall allow the Company or third parties
contracted by the Company and competent
regulatory authorities to perform audits and
inspections at such a third party’ site,
whereas this shall not limit the Site's
obligations with respect to audits and
inspections; and

2.6.2 bude nést odpovédnost za fadné plnéni 2.6.2 be responsible for due performance of all
vSech zajisténych nebo delegovanych delegated or subcontracted duties.
povinnosti.

2.7. Smluvni partnefi se zavazuji vynalozit 2.7 The Contracting Partners agree to make
veskeré Usili k zafazeni subjektd hodnoceni maximum efforts to enroll trial subjects in the
do Studie vsouladu s poZadavky na Study in accordance with the inclusion
zafazovani a |hitami  stanovenymi requirements and timelines set forth in the
v Protokolu. Soucasné lhity vztahujici se Protocol. The current timelines for
k provadéni Studie jsou nasleduiici: conducting the Study are as follows:

2.7.1 Predpokladany zacCatek naboru subjektl 2.7.1 Recruitment of trial subjects is expected to
hodnoceni je v 4.2022 predpokladané begin on 4.2022 and to be completed
ukonleni v 12.2023. Nabor subjektl by 12.2023. Recruitment of trial subjects is
hodnoceni se wvzdy Fidi aktualnimi always governed by current terms and
podminkami Protokolu. conditions of the Protocol.

2.7.2 Hlavni zkousejici souhlasi, Ze SpoleCnost 2.7.2The Principal Investigator agrees that the
mlze jednostranné kdykoli zménit pocet Company may unilaterally change the
subjektl hodnoceni, které Hlavni zkousejici number of trial subjects that the Principal
do Studie mdZe zafadit a/nebo casovy Investigator shall include in the Study and/or
harmonogram naboru, a to prostfednictvim the recruitment timeframe by issuing a
vydani pfislusného pokynu ke Studii. Takovy relevant instruction for the Study. Such an
pokyn se nedotkne jiz zafazenych subjekt( instruction shall not concern the already
hodnoceni. included trial subjects.

2.8 Hlavni zkouSejici se zavazuje do Studie 2.8 The Principal Investigator agrees to include
zafadit pouze fadné zplsobilé subjekty in the Study only such trial subjects that are
hodnoceni v souladu s Protokolem. duly suitable for the Study in compliance with

the Protocol.

2.9 Smluvni partnefi se zavazuji zajistit, Ze 2.9 The Contracting Partners agree to ensure
Studie  bude  provadéna v souladu that the Study shall be conducted in
s povolenim nebo souhlasem k ohlaseni compliance with the approval or consent with
vydanym Statnim ustavem pro kontrolu IéCiv notification issued by the State Institute for
a souhlasy pfislusnych etickych komisi. Drug Control and approvals of the competent
Smluvni partnefi se zavazuji poskytnout ethics committees. The Contracting Partners
SpoleCnosti  soucinnost  pfi  pfipravé agree to cooperate with the Company in
dokument( tykajicich se Studie a predat preparing documents concerning the Study
SpoleCnosti nebo treti strané urcené and to immediately provide the Company or
Spolecnosti bezodkladné veskera prohlaseni a third party specified by the Company with
nezbytna k povoleni Studie regulatornimi all declarations necessary for the approval of
organy a/nebo etickymi komisemi, vcetné the Study by regulatory authorities and/or
avSak nejen (i) Prohlaseni o financnich ethics committees, including without
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zajmech, (i) CV a (iii) potvrzeni o
odpovidajicim vybaveni mista hodnoceni.
Smluvni partnefi se zavazuji zajistit, ze
poskytnuté dokumenty tykajici se Studie
jsou UpIné a spravné. Naptiklad, Prohlaseni
o financnich zajmech musi obsahovat
veSkeré financni vztahy mezi Hlavnim
zkousejicim a kterymkoli Clenem studijniho
tymu, a jejich finanéni zajmy, na jedné
strané a Spolecnosti anebo kteroukoli
spoleCnosti propojenou se Spolecnosti, na
strané druhé, vcetné — avSak nejen —
odmény nebo jiného financniho prospéchu
prijatého kazdym z nich od Spole¢nosti nebo
kterékoli ze spolecnosti propojenych se
Spolec¢nosti za konzultacni ¢innosti nebo jiné
sluzby nepokryté touto Smlouvou. Potvrzeni
o finantnich zajmech by méla byt
predlozena v pribehu Studie, pfi jeji zméné
a jeden rok po skonceni Studie.
~Propojenou osobou" se rozumi jakakoli
pravnicka osoba nebo spoleCnost, ktera
pfimo nebo nepfimo, prostfednictvim
jednoho ¢i vice prostrednikd, vykonava
kontrolu, je kontrolovana anebo je pod
spolecnou kontrolou se smluvni stranou.

limitation, if applicable, (i) Financial Interest
Declarations, (ii) CVs and (iii) confirmation of
adequate trial site facilities. The Contracting
Partners shall ensure that the provided Study
documents are complete and correct. For
example, the Financial Interest Declarations
shall contain all financial relations between,
and financial interests of, the Principal
Investigator and any Study Team Member,
on one hand, and the Company or any of the
Company’s affiliates, on the other hand,
including - but not limited to - remuneration
or other financial benefits received by each
of them from the Company or any of the
Company’s affiliates for consultations or
other services not covered in this Agreement.
The Financial Interest Declarations should be
submitted in the course of the Study, upon a
change in the Study and one year after
completion of the Study. “Affiliate” shall
mean any legal entity or company, which
directly or indirectly, through one or more
intermediaries, controls, is controlled by or is
under joint control with a Contracting Party.

2.10 Hlavni zkouSejici se zavazuje vSechny 2.10 The Principal Investigator agrees to
subjekty hodnoceni odpovidajicim appropriately inform all trial subjects of the
zplsobem informovat o cilech, metodach, aims, methods, expected benefits and
predpokladanych pfinosech a potencialnich potential risks of the Study and the

rizicich Studie a o okolnostech, za kterych by
jejich osobni Gdaje mohly byt zpfistupnény
Spole¢nosti, jejim Propojenym osobam,
prislusnym organdm, tfetim stranam, jez
poskytuiji sluzby Spolecnosti a/nebo etickym
komisim. Hlavni zkousejici se zavazuje
zajistit, Ze subjekty hodnoceni se zucastni
Studie teprve poté, co podepisi informovany
souhlas subjektu hodnoceni poskytnuty
Spole¢nosti.  Hlavni  zkousejici  uchova
original takového souhlasu ve zdravotnické
dokumentaci subjektu hodnoceni. Pokud
subjekt hodnoceni svij souhlas v priibéhu
Studie odvola, Smluvni partnefi nesmi ve
vztahu ktomuto subjektu hodnoceni
provést zadné dalsi |é¢ebné postupy v ramci
Studie vyjma pfipadnych opatteni tykajicich
se nasledného sledovani predepsanych
Protokolem, s nimiz subjekt hodnoceni
souhlasil. Veskera data, ktera budou od
subjektu hodnoceni ziskana jesté pred

circumstances under which their personal
data might be disclosed to the Company, its
Affiliates, competent authorities, third parties
providing services for the Company and/or
ethics committees. The Principal Investigator
agrees to ensure that the trial subjects shall
not participate in the Study until after they
sign their informed consent provided by the
Company. The Principal Investigator shall
keep the original of such consent in the trial
subjects’ medical records. If such consent is
revoked in the course of the Study, no further
Study-related medical procedures may be
performed by the Contracting Partners with
regard to the respective trial subject, except
for any Study-related follow-up monitoring
laid down in the Protocol and consented to
by the trial subject. All data obtained from
the study subject before his termination of
the participation in the study, can be
processed by the Company. consequential

ukoncenim jeho Ucasti, bude moci treatment of the trial subject, which is not
Spolecnost dale zpracovavat. Nasledna related to the Study, lies in the sole medical
Iécba subjektu hodnoceni, ktera nesouvisi se responsibility and legal liability of the
Studii, je vyhradni lékaiskou odpovédnosti a Contracting Partners.
pravni odpovédnosti Smluvnich partnerd.
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2.11 Smluvni partnefi se zavazuji zajistit, Zze 2.11 The Contracting Partners shall ensure that

subjekty hodnoceni zarazené do Studie se
ve Zdravotnickém zafizeni nebudou Ucastnit
specifického |éCebného programu dle § 49
zakona ¢. 378/2007 Sb., o léCivech (dale jen
.zakon o lécivech") ani jiného klinického
hodnoceni, pfi kterém by subjekty
hodnoceni  uzivaly v Ceské republice
neregistrovany lécivy pripravek v pribéhu
Studie ani béhem doby preruseni Studie
specifikované v Protokolu bez predchoziho
pisemného souhlasu Spolecnosti.

the trial subjects included in the Study do not
participate in a specific treatment program
according to Section 49 of Act No. 378/2007
Coll., on Medicinal Products (“Act on
Medicinal Products”) or in any other
clinical trial in which the trial subjects would
use medicinal products not registered in the
Czech Republic in the course of the Study or
during any suspension period specified in the
Protocol without the prior written consent of
the Company.

2.12 Pokud v priibéhu Studie ve Zdravotnickém 2.121If in the course of the Study at the Site trial
zarizeni dojde k poskozeni zdravi subjektu subjects' health is harmed, the Contracting
hodnoceni, Smluvni partnefi se zavazuji Partners shall inform the Company of any
informovat o kazdé takové udalosti such event (i) in case of any serious adverse
SpoleCnost (i) v pfipadé zavazného effect and/or serious adverse events and/or,
nezadouciho Ucinku  a/nebo  zavainé if applicable, in case of pregnancy, within 24
nezadouci pFihody a/nebo v pfipadech hours at the latest and (ii) in case of any
téhotenstvi, jsou-li takové, nejpozdeji do 24 adverse effect and/or adverse event
hodin a (ii) v pfipadé nezadouciho Gcinku immediately within the timelines specified in
a/nebo nezadouci prfihody neprodlené the Protocol and other instructions on safety-
vramci Ihit stanovenych v Protokolu a related data reporting provided by the
jinych pokynech danych Spolecnosti o Company. Such reporting must also include
hldseni dat tykajicich se bezpecnosti. an assessment of causality. Any other harm
Soucasti takového hlaseni musi byt také to health of trial subjects or any serious
posouzeni pricinné souvislosti. O jakémkoliv breach of the Protocol or good clinical
jiném poskozeni zdravi subjektu hodnoceni practice guidelines must be reported to the
nebo jakémkoliv zavazném  poruSeni Company without undue delay.

Protokolu nebo pokynd spravné klinické
praxe musi Smluvni partnefi informovat
Spolec¢nost bez zbytecného odkladu.

2.13 Smluvni partnefi se zavazuji bez zbytetného 2.13 The Contracting Partners agree to
prodleni zodpovédét vSechny dotazy immediately answer any questions of the
SpoleCnosti  nebo  osob  povéfenych Company or persons authorized by the
SpoleCnosti  tykajici se dokumentace Company regarding adverse  event
nezadouci udalosti. Toto zahrnuje zejména documentation. This includes - but is not
aktivni nasledné sledovani a objasnéni limited to - active follow-up monitoring and
pfislusnych ~ nesrovnalosti v hlasenich clarification of relevant inconsistencies in
nezadoucich prihod a pfipadl téhotenstvi. adverse event and pregnancy reports. For
Za Ucelem hlaseni nezadoucich pfihod a the purposes of adverse event and
pripadt téhotenstvi jsou Smluvni partnefi pregnancy reporting, the Contracting
povinni pouzivat formulafe poskytnuté Partners must use the forms provided by the
Spolecnosti, jsou-li takové. Company, if applicable.

2.14 Béhem a po skonceni Studie se zavazuji 2.14 During and after completion of the Study, the
Smluvni partnefi predlozit Spolecnosti Contracting Partners shall submit to the
veskeré dokumenty prijaté od Uradd, Company all documents received from
etickych  komisi  a/nebo  pfislusnych authorities, ethics committee/s, and/or
regulatornich organd tykajici se jakychkoli competent regulatory authorities regarding
souhlasd nebo povoleni nebo pfislusné any consent or authorization or safety-
komunikace vztahujici se k bezpecnosti ve related communication with respect to the
vztahu ke Studii do 24 hodin od jejich Study within 24 hours following their receipt.
obdrzeni.
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2.15 Smluvni partnefi se zavazuji pouzivat 2.15 The Contracting Partners agree to use the
Hodnoceny lék vyhradné pro Ucely Study Drug exclusively for the purposes of
provadéni Studie a pouze zplsobem conducting the Study and only as specified in
specifikovanym v Protokolu.  Smluvni the Protocol. The Contracting Partners are

2.16

2.17

2.18

partnefi jsou odpovédni za Fadné prijimani,
pouzivani, nakladani, skladovani a vedeni
dikladné a presné evidence zachazeni s
Hodnocenym lékem v pribéhu Studie
v souladu s pozadavky spravné Kklinické
praxe, spravné lékarenské praxe a
Protokolem. Navic se Smluvni partnefi
zavazuiji vratit anebo zajistit fadnou likvidaci
nepouzitého Hodnoceného Iéku, pokud si
Spolec¢nost likvidaci vyzadala (na naklady
Spole¢nosti), a tuto likvidaci fadné
zdokumentovat. V pfipadé nacatého a
nespotiebovaného  Hodnoceného  léku,
jehoz forma podani je infuze, zajisti Smluvni
partnefi likvidaci ihned po pripravé Cdi
Upravé Hodnoceného léku.

Zdravotnické zafizeni se timto zavazuje
zajistit uskladnéni, pfipravu, kontrolu a
distribuci Hodnoceného léku v souladu s
ustanovenim Protokolu, platnych zakond a v
souladu se vSemi ustanovenimi pokynu LEK-
12 Statniho dstavu pro kontrolu [éciv.
Smluvni  partnefi nebudou vyZadovat
zaplaceni Hodnoceného léku nebo jakékoliv
sluzby hrazené Spolecnosti podle této
Smlouvy po subjektu hodnoceni nebo treti
strané, jako je napfiklad zdravotni
pojistovna.

Zdravotnické zafizeni se zavazuje jmenovat
dostatecny pocet zastupcl, ktefi splnuji
kvalifikacni pozadavky na vykon povolani
farmaceuta ve smyslu zakona ¢. 95/2004
Sb., o podminkach ziskavani a uznavani

2.16

2.17

responsible for the proper receipt, use,
handling, storage and keeping detailed and
accurate records of handling of the Study
Drug in the course of the Study pursuant to
the requirements of good clinical practice,
good pharmacy practice and Protocol. The
Contracting Partners agree to return any
unused Study Drug or properly liquidate any
unused Study Drug, provided that the
Company requested such liquidation (at the
expense of the Company), and properly
document such liquidation. The Contracting
Partners shall immediately liquidate any
unfinished or unused Study Drug
administered by infusion immediately after
its preparation or modification.

The Site hereby agrees to ensure that the
Study Drug is stored, prepared, inspected
and distributed in compliance with the
Protocol, the applicable law and all provisions
of the LEK-12 guideline issued by the State
Institute for Drug Control. The Contracting
Partners shall not charge any trial subject or
third party, such as a health insurance
company, for the Study Drug or for any
services paid for by the Company under this
Agreement.

The Site agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the position of
a pharmacist pursuant to Act no. 95/2004
Coll., on conditions for acquisition and

odborné zplsobilosti a specializované recognition of professional qualifications
zplsobilosti k vykonu zdravotnického and specialized qualifications for physicians,
povolani Iékare, zubniho lékare dentists and pharmacists, as amended, or

a farmaceuta, ve znéni pozdéjsich predpisd,
nebo farmaceutického asistenta ve smyslu
zakona ¢ 96/2004 Sb.,
o nelékarskych zdravotnickych povolanich,
ve znéni pozdéjsich predpisl. Tito zastupci
budou odpovédni za nakladani
s Hodnocenym Iékem a za vedeni
souvisejicich zaznam@ a dokumentace.
Ihned po jmenovani tohoto zastupce nebo

for pharmaceutical assistants pursuant to
Act no. 96/2004 of Coll., on non-medical
health professions, as amended. These
representatives shall be responsible for
handling the Study Drug and for keeping
related records and documentation.
Immediately after the appointment of the
representative(s), the Site shall notify the
Company in writing about the first and last

zastupcl, oznami Zdravotnické zafizeni name and contact details of such
SpoleCnosti pisemné jméno a prijmeni appointees.
povéfenych osob ¢ osob, spolu s

prislusnymi kontaktnimi informacemi.

Hlavni zkouSejici se zavazuje odebirat
Hodnoceny lék v souladu s Protokolem, a to

2.18 The Principal Investigator agrees to draw

the Study Drug in compliance with the

Cislo smlouvy: 331686 8
Pracovisté: 21002

Confidential Clinical Trials



2.19

2.20

2.21

v davkovani potfebném pro kazdou
jednotlivou navstévu subjektu hodnoceni.

Kdykoli o to Spole¢nost pozada, zavazuiji se
Smluvni partnefi podat hlaseni o postupu ve
Studii ve Zdravotnickém zafizeni vcetné
Udajl o zarazovani subjektl hodnoceni.

Hlavni zkousejici je povinen shromazdovat
data a vkladat je do 5 pracovnich dni od
navstévy  subjektu hodnoceni  do
elektronickych zaznamovych listd (dale jen
~CRF") v souladu s nalezitostmi
stanovenymi v Protokolu. Hlavni zkousSejici
se zavazuje pravidelné predavat Spolecnosti
CRF a veskerou dokumentaci vyzadovanou
Protokolem, aby je Spole¢nost mohla pifimo
¢i prostrednictvim jiného subjektu priibézné
zpracovavat. V pripadé prodleni delSim nez
10 pracovnich dnd s vkladanim udajb je
SpoleCnost  opravnéna, na  zakladé
pisemného oznameni doruc¢eného Hlavnimu
zkousejicimu, zastavit zarazovani subjektd
hodnoceni Hlavnim zkousejicim az do doby,
kdy je vkladani Udaj& aktualizované. Pokud
bude mit toto za nasledek prodleni v
zafazovani subjektl hodnoceni, Spole¢nosti
prislusi prava stanovena v ¢l. 12.4. Ve Ih(té
5 pracovnich dnll po oSetfeni posledniho ze
subjektl hodnoceni, musi byt dokonceno
vloZzeni  vesSkerych  zbyvajicich  CRF,
souvisejici dokumentace a rovnéz nepouzité
CRF v listinné podobé, jsou-li takové, musi
byt pfedany Spolecnosti anebo na pozadani
Spole¢nosti zni¢eny. Smluvni partnefi se
zavazuji  poskytovat  soucinnost  pfi
pohotovém objasnovani jakychkoli dotazl
tykajicich se Udajd v CRF a vénovat se témto
dotazim a zodpovidat je nejpozdéji ve Ihité
[5 (péti)] pracovnich dnd. Spole¢nost mlze
pozadovat odpovédi i v kratSim Casovém
Useku s ohledem na klicova stadia Studie,
jako napt. Cista databaze. Smluvni partnefi
se ddle na zadost SpoleCnosti zavazuji

2.19

Protocol and in doses required for every
visit of the trial subject.

The Contracting Partners agree to report on
the progress of the Study at the Site,
including information about the enrolment
of trial subjects, upon the Company’s
request.

2.20 The Principal Investigator must collect data

and enter them within 5 working days of the
visit in the electronic case report forms
(hereinafter referred to as “CRFs”) in
accordance with the requirements set forth
in the Protocol. The Principal Investigator
agrees to regularly forward CRFs and any
documentation required in the Protocol to
the Company so that the Company could
process them directly or through another
entity on a continuous basis. In case of a
delay with data entering for more than 10
working days, the Company shall have the
right by giving written notice to the Principal
Investigator to stop the recruitment of trial
subjects by the Principal Investigator until
data entering is up to date. If this results in
a delay with recruiting trial subjects, the
Company shall have the rights set forth in
Article 12.4. Within five working days of the
last trial subject’s treatment, all outstanding
CRFs must be entered and related
documentation as well as unused paper
CREFs, if applicable, must be forwarded to the
Company or destroyed upon the Company’s
request. The Contracting Partners agree to
assist in promptly clarifying any questions
concerning CRF data and to address and
answer such questions within five (5)
working days. The Company may request
answers sooner than that due to key Study
milestones, such as a clean database.
Furthermore, the Contracting Partners agree
to reasonably assist in preparing the overall
Study report upon the Company’s request.
The Site shall ensure that CRFs shall not be

poskytovat pfiméfenou soucinnost pfi available to any persons other than Study
pripravé  celkové zpravy o  Studii. Team Members and the Principal
Zdravotnické zafizeni zajisti, Zze CRF Investigator and that access to CRFs, if they

nebudou pfistupné nikomu jinému neZ
Clenim studijniho tymu a Hlavnimu
zkousejicimu a pfistup k nim, pokud budou
v elektronické podobé, bude chranén
pristupovym jménem a heslem.

Hlavni zkouSejici je povinen zajistit, ze
vSechny CRF poskytnuté SpoleCnosti jsou
pravdivé, presné a fadné vyplnény a Ze jsou
vérnym odrazem skuteCnych vysledkd

are in electronic form, shall be protected by
user name and password.

2.21 The Principal Investigator shall ensure that all

CRFs submitted to the Company are true,
complete, correct and accurate and reflect
the actual results of the Study. The Principal
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Studie. Hlavni zkousejici se rovnéz zavazuje
predat Spolecnosti kopie vsSech zprav,
vCetné vsSech aktualizaci a zmén, které si
vyzadala etickd komise. Kromé toho musi
Hlavni zkouSejici nebo spoluzkousejici
prekontrolovat spravnost a Uplnost dat
vlozenych do EDC a elektronicky eCRF
podepsat do 20 dnll od navstévy Subjektu.

Investigator also agrees to provide the
Company with copies of all reports, including
all updates and changes, that were
requested by the ethics committee. In
addition, Principal Investigator or sub-
investigator shall review data entered into
EDC for accuracy and completness, and
apply electronic signature within 20 business
days of Subject visit.

2.22 Zdravotnické zafizeni se zavazuje uchovavat 2.22 The Site shall keep all electronic and other
veskerou elektronickou i jinou dokumentaci, documents, including without limitation,
vCetné zdrojové dokumentace a slozky source documents and the Investigator’s files
Zkousejiciho, vyzadovanych ICH predpisy a required by ICH guidelines and applicable
prisluSnymi pravnimi predpisy upravujicimi laws regulating Study performance for the
provadéni Studie, po delsi z nasledujicich longer of the two following periods: 1) fifteen
dvou dob: 1) patnact (15) let po skonceni (15) years after the end of the Study, or 2)
Studie nebo 2) jakoukoli delSi dobu pro any longer documentation archiving period
archivaci dokumentace stanovenou laid down in applicable legal regulations.
prislusnymi pravnimi predpisy. Studijni Study documentation must be kept in a
dokumentace musi byt uchovavana na suitable location and manner, and the Site
vhodném misté a vhodnym zplisobem a must keep record of the location where Study
Zdravotnické zafizeni je povinno vést documentation is stored to ensure that it is
zaznamy o misté, kde je dokumentace readily available upon the request of the
Studie uchovavana, aby tato byla pohotové Company'’s appointed representative, the
k dispozici na Zadost povéreného zastupce ethics committee, an auditor or competent
Spolec¢nosti, etické komise, auditora nebo authorities. The Site must notify the
pfislusnych Ufadd. Zdravotnické zafizeni je Company in the event that the Site plans to
povinno Spole¢nost informovat v pfipad€, ze archive Study documentation outside of its
planuje archivovat dokumentaci Studie own premises.
mimo své vlastni prostory.

2.23 Smluvni partnefi jsou si védomi, Ze 2.23 The Contracting Partners understand that the
Spole¢nost nebo jejim jménem treti strana Company or a third party on behalf of the
dbkladné monitoruje provadéni Studie a Company closely monitors the performance
pravidelné navstévuje Zdravotnické zafizeni. of the Study and regularly visits the Site. The
Smluvni partnefi se zavazuji pfimérené Contracting Partners agree to appropriately
podporovat tyto monitorovaci aktivity, support such monitoring activities, including
véetné ale bez omezeni, poskytnutim without limitation, by providing the
pfistupu povéfenému zastupci Spolec¢nosti Company’s appointed representative with
do prostor a kdatdm dle potfeby a access to the facilities and data as necessary
spolupracovat se  Spole¢nosti  nebo and to cooperate with the Company or the
prislusnou tfeti stranou v tomto ohledu. Na relevant third party in this regard. The
zadost Spolecnosti jsou Hlavni zkousejici a Principal Investigator and Study Team
Clenové studijniho tymu povinni se zdcastnit Members must participate in personal
osobni diskuze. discussions upon the request of the

Company.

2.24 Spolecnost a statni organy, jako je napf. 2.24 The Company and government authorities,
Ufad pro potraviny a léky Spojenych statu such as for example the US Food and Drug
americkych (,FDA") maji pravo provadét Administration (the "FDA") have the right to
audit ¢ inspekci zdznamd Smluvnich audit or inspect the Contracting Partners’
partnerl, veskeré jiné dokumentace a records, any and all other documentation and
prostor souvisejicich s provadénim Studie, a the facility relating to the Study at any time
to kdykoli v préibéhu a/nebo po dobu 25 let during the Study and/or for another 25 years
po skonceni Studie a bez jakychkoli narokd after completion of the Study and without the
Smluvnich partnerd na zvlastni platbu. Contracting Partners’ right to special
Takovy audit & inspekci je Spolecnost payment. The Company must announce such
povinna  pfiméfené predem  ohlasit audit or inspection sufficiently in advance,
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v pfipadé, Ze je provadén SpoleCnosti.
Smluvni partnefi jsou povinni poskytovat
Spolecnosti, ji povéfenym zastupclm nebo
veskerym statnim organlim soucinnost pfi
pInéni jejich Uloh v souladu s Protokolem a
podniknout veskeré primérené kroky
pozadované SpoleCnosti nebo statnimi
organy za ucelem odstranéni nedostatkd
zjisténych béhem auditu nebo inspekce.

provided that it is carried out by the
Company. The Contracting Partners must
assist the Company, its designated
representatives or all government authorities
in performing their tasks pursuant to the
Protocol and take any and all reasonable
actions requested by the Company or
government  authorities to  remedy
deficiencies noted during an audit or
inspection.

2.25 Smluvni partnefi se zavazuiji, Ze béhem a po 2.25 The Contracting Partners shall, during and
skonceni  Studie, umozni a budou after the Study, allow and support any
podporovat veskeré kontroly odpovédnych inspections of responsible authorities without
Uradl bez jakychkoli narokd na zvlastni any right to special payment or
odménu ¢i nahradu. Smluvni partnefi jsou reimbursement. The Contracting Partners
povinni informovat Spolecnost o kazdé must inform the Company about any such
takové inspekci ¢i zaméru takovou inspekci inspection or the intent to conduct such
provést ihned poté, co se o nich dozvi. inspection as soon as the Company learns
Smluvni partnefi se zavazuji umoznit, aby about it. The Contracting Partners shall allow
Spolecnost mohla byt pfitomna na kazdé the Company to be present at any inspection
inspekci provadéné urady nebo podobnymi conducted by authorities or similar
institucemi. Pfed vyjadienim se k nalezdm institutions. Prior to responding to the
takové inspekce, budou-li néjaké, jsou findings of any such inspection, if any, the
Smluvni partnefi povinni odpovéd’ posoudit Contracting Partners must review and
a prodiskutovat se Spolecnosti. Smluvni discuss such response with the Company.
partnefi bez zbyte¢ného odkladu poskytnou The Contracting Partners shall promptly
Spolecnosti kopie jakychkoliv zjisténi nebo provide the Company with copies of any
kontrol odpovédnych Ufadd ve vztahu ke findings or inspections of responsible
Studii. authorities in relation to the Study.

2.26 Smluvni partnefi nesmi védomé vyuzivat 2.26 The Contracting Partners may not knowingly
sluzeb, bez ohledu na jejich objem, Zadnych use the services, regardless of their volume,
osob, jim bylo poskytovani téchto sluzeb of any person prohibited to provide such
zakdzano FDA nebo kterymkoli jinym services by the FDA or any other competent
pfislusnym organem v priibéhu provadéni authority in the course of the Study.
Studie. Smluvni partnefi dale zavazné Furthermore, the Contracting Partners
prohlasuji, ze dle jejich znalosti ani jim ani represent and warrant that, as far as they
jejich  zaméstnancdm, zmocnéncdm i know, neither them nor their employees,
zastupclm, ktefi se Ucastni provadéni agents or representatives, who are involved
Studie, nebylo zakdzano provadét cinnosti, in the Study, have been prohibited by the
jez jsou provadéné v ramci Studie, ze strany FDA or any other competent authority to
FDA ¢ jiného organu, ani podle jejich perform the activities that are performed
nejlepsiho  védomi v soucasné  dobé during the Study, nor that they are currently,
neprobiha zadné fizeni tykajici se takového to the best of their knowledge, the subject of
zakazu ve vztahu k témto osobam, zejména proceedings concerning such prohibition by
na zakladé (i) United States 21 U.S.C. the FDA or any other authority, in particular
§ 335a a (ii) Hlavy 21 Code of Federal on the basis of (i) United States 21 U.S.C.
Regulation § 312.70. Smluvni partnefi se Section 335a and (ii) Title 21 Code of Federal
zavazuji v prlibéhu Studie a po dobu 3 let po Regulation, Section 312.70. During the Study
jejim ukonceni ihned informovat Spolec¢nost, and for a period of 3 years after its
pokud se dozvi, Ze bude zahajeno takové completion, the Contracting Partners agree
fizeni ve vztahu k Hlavnimu zkouSejicimu, to promptly notify the Company about any
Zdravotnickému zarizeni Ci jeho such proceedings initiated against the
zaméstnanclm. Smluvni partnefi dale Principal Investigator, the Site or its
zaruCuji a zavazuiji se, Ze dle jejich znalosti employees. Furthermore, the Contracting
nejsou  subjektem  predchozich  ani Partners represent and warrant that, as far
probihajicich Setfeni, vyzev, upozornéni as they know, they are not the subject of any
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2.27

2.28

nebo vymahani rozhodnuti organl statni
spravy vztahujicich se ke klinickému

past or current investigations, inquiries,
warnings or enforced decisions of public

hodnoceni, které by nebyly oznameny administration authorities that concern the
SpoleCnosti.  V pfipadé, Ze nastane clinical trial and have not been disclosed to
skutecnost podle predchozi véty ve vztahu the Company. The Contracting Partners shall
ke Studii, Smluvni partnefi to bez notify the Company about the fact described

zbytec¢ného odkladu sdéli Spolec¢nosti.

V ptipadé, Ze Hlavni zkousSejici v pribéhu
Studie ukon¢i pracovnépravni vztah se
Zdravotnickym  zafizenim, Zdravotnické
zafizeni je povinno o této skutecnosti
informovat Spolecnost neprodlené poté, co
se o tom dozvi, a soucasné navrhnout fadné
kvalifikovanou osobu jako nového hlavniho
zkousejiciho. Spolecnost ma pravo vznést
namitky vici tomuto nahrazeni. Novy hlavni
zkousejici se pisemné zavazuje k dodrzovani
podminek sjednanych v této Smlouvé.
Pokud Zdravotnické zafizeni a Spolecnost
nejsou schopni domluvit se na osobé
nového hlavniho zkousejiciho anebo pokud
novy hlavni zkousejici neni ochoten zavazat
se k podminkdm  stanovenym  touto
Smlouvou, Spole¢nost je opravnéna
vypovédét tuto Smlouvu v souladu s cl.
12.5. Zdravotnické zafizeni a Hlavni
zkousejici jsou povinni neprodlené pisemné
informovat Spole¢nost o vSech zménach,
Igteré maji vliv na dostupnost zdrojti a/nebo
Clent studijniho tymu provadéjiciho Studii.

Smluvni partnefi se zavazuji pfimo a
neprodlené informovat Spole¢nost nebo jeji
zastupce v pripadé, ze subjekt hodnoceni
Ucastnici se Studie oznami ¢i vyjadii nazor,
Ze doslo k poskozeni jeho zdravi v dlsledku
Ucasti ve Studii, a Ze ma proto pravo na
finan¢ni ndhradu.

2.27

in the previous sentence without undue
delay.

In the event that the Principal Investigator
terminates his or her employment at the Site,
the Site shall inform the Company as soon as
it learns about it and shall propose a duly
qualified person acting as a new principal
investigator. The Company shall have the
right to object to such replacement. The new
principal investigator shall agree in writing to
the terms and conditions stipulated in this
Agreement. If the Site and the Company are
unable to agree on the new principal
investigator or if the new principal
investigator is unwilling to agree to the terms
and conditions stipulated in this Agreement,
the Company shall have the right to
terminate this Agreement in accordance with
Article 12.5. The Site and the Principal
Investigator must immediately inform the
Company in writing about any and all
changes having an impact on the availability
of resources and/or Study Team Members
conducting the Study.

2.28 The Contracting Partners agree to inform the

Company or its representatives directly and
immediately in the case that a trial subject
participating in the Study announces or
opines that his or her health has been
damaged due to his or her participation in the
Study and that he/she is therefore entitled to
financial compensation.

2.29 Smluvni partnefi se zavazuji umoznit 2.29 The Contracting Partners agree to allow
smluvnim vyzkumnym organizacim, research organizations contracted by the
smluvné zajisténym SpoleCnosti nebo Company or any of its Affiliates to exercise

2.30

kteroukoli z Propojenych osob, aby jménem
Spolec¢nosti vykonavaly kterékoli z prav a
povinnosti SpoleCnosti na zakladé této
Smlouvy, v pfipadé, Ze se prokazi
povérenim ¢i plnou moci, ze které jejich
opravnéni vykonavat prava a povinnosti
SpoleCnosti vyplyva. Smluvni partnefi se
zavazuji spolupracovat s témito smluvnimi
vyzkumnymi organizacemi.

Smluvni partnefi se zavazuji poskytovat
zdravotni sluzby subjekt@im, jejichz ucast ve
Studii neskoncila, v pfipadé castecného

2.30

any of the Company’s rights and to perform
any of the Company’s obligations under this
Agreement on behalf of the Company,
provided that they have authorization or a
power of attorney to exercise the Company’s
rights and to perform the Company’s
obligations. The Contracting Partners agree
to cooperate with such research
organizations.

The Contracting Partners undertake to
provide medical services to trial subjects
whose participation in the Study has not yet
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2.31

2.32

uzavreni Studie, a dale také subjektlim
zarazenym do nasledného sledovani po
skonceni  Studie, v souladu s etickymi
pravidly.

V pfipadé, ze pfi Studii pouziva Zdravotnické
zarizeni, Hlavni zkouSejici nebo Clenové
studijniho tymu pfistrojové vybaveni, které
vyzaduje servis, kalibraci nebo jinou zvlastni
péci, Zdravotnické zafizeni se zavazuje
udrzovat takové pristrojové vybaveni
zplsobilé fadného provozu, o cemz je
povinno Spolecnosti na vyzadani poskytnout
odpovidajici dokumentaci.

Zdravotnické zafizeni nebude iniciovat
zadnou komunikaci zahrnujici nebo tykajici
se jakékoliv Studie, a to s Zadnym statnim ¢i
jinym organem vefejné spravy (jako je napr.
Ufad pro potraviny a léciva Spojenych stat
americkych), pokud to od né& neni
vyzadovano prislusSnymi predpisy nebo
pokud o to neni pozadan Spolecnosti, a i
v takovém pripadé tak ucini pouze po
predchozi konzultaci se Spolecnosti. Pokud
ale kterykoliv statni i jiny organ verejné
spravy zahdji komunikaci ¢ vyrozumi
Zdravotnické zafizeni o svém zaméru
uskutecnit schlizku, provést inspekci Ci
zahdjit pravni fizeni tykajici se jakékoliv

2.31

2.32

ended, in the case of a partial closure of the
Study, as well as to subjects included in the
post Study follow-up in compliance with
ethics rules.

In the case that the Site, the Principal
Investigator or Study Team Members use in
the course of the Study devices that require
servicing, calibration or any other special
care, the Site agrees to maintain such
devices in due operational condition and to
provide relevant documentation thereof to
the Company upon the request of the
Company.

Site shall not initiate any communications
involving or relating to any Study with any
governmental or regulatory authority (such
as the United States Food and Drug
Administration) unless required by Applicable
Law or requested to do so by Company and,
then, only upon prior consultation with
Company. However, if any governmental or
regulatory authority initiates communications
with, or gives notice to Site of its desire to
meet with Site, conduct an inspection, or
take any regulatory action regarding any
subject matter relating to a Study, Site will
promptly:

zaleZitosti spojené se studii, Zdravotnické (i) Notify Company thereof;
zarizeni bezodkladné: (ii)  Notify Company of any warning, violation or
0 vyrozumi o takové skutegnosti Spole&nost: deficiency, including without limitation those
! noted by any governmental authority, with
(i)  vyrozumi Spole¢nost o kazdém varovani, respect to a Study including without
poruseni nebo nedostatku, vcetné, nikoliv limitation facilities, equipment, or personnel
vSak vyhradné téch, které byly zminény supporting a Study;
kterymkoliv organem vefejné sprav . )
vsc%vislosti sgJ jaky'/mkolivJ KIiniI(D:k)'/rrZ (iii) Provide Company_W|th a copy O.f any
hodnocenim véetng, nikoliv véak vjhradné co_rrespondence or inspection reports issued
zafizeni, vybaveni nebo  personalu with respect to a Study;
podporuijiciho Studii; (iv) Provide Company with copies of and
(i) poskytne SpoleCnosti kopie veskeré opportunities to comment ~on draft._c, of
korespondence nebo inspekénich zprav documents Site is required to submit to
danvch v souvislosti se Studii- governmental authorities pursuant to its
vydany ! obligations hereunder; and
(iv) ggityn:r:\tﬁ Slftoel reef:l}gsgovilr(lggle\/ soﬁggip;: (v) Take action to correct any such violations or
svymi 2 de’ uvedenymi zavazky predioit deficiencies or heed any such warnings.
organdm vefejné spravy, a poskytne
Spolecnosti moznost vyjadfit se k nim, a
(v) pfijme opatfeni k napravé jakéhokoliv
takového poruseni nebo nedostatku nebo
bude na takové varovani brat zietel.
SpoleCnost bere na védomi, Zze nemUze Company acknowledges that it may not
urCovat zplsob, jakym Zdravotnické direct the manner in which Site fulfils its
Cislo smlouvy: 331686 13
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zarizeni splni své povinnosti umoZznit
inspekci organl vefejné spravy. Zastupci
spoleCnosti maji pravo byt prfitomni ve
Zdravotnickém zafizeni béhem jakékoli
takové inspekce vlddni nebo regulacni
autority pokud to nezakazuji prislusné
predpisy.

Pro Ucely této Smlouvy Poskytovatel zajisti,
Ze hlavni zkousejici Studie a dalsi Zastupci
poskytovatele s odpovidajicimi zkusenostmi
a znalostmi budou pritomni béhem jakékoliv
inspekce.

€l. 3 — Povinnosti Spole¢nosti

obligations to permit inspection by
governmental authorities. Company
representatives shall have the right to be on
site during any such inspection by a
governmental or regulatory authority, unless
prohibited by Applicable Law.

For the purposes of this Agreement, Site
shall ensure that the principal investigator for
a Study and other Site Representative with
applicable experience and knowledge are
present during any inspections.

Article 3 — Obligations of the Company

3.1. Spole¢nost se zavazuje  Smluvnim 3.1 The Company agrees to provide the
partnerdim poskytnout zdarma v mnozstvi a Contracting Partners with the Study Drug,
Casovych intervalech pro fadné provedeni necessary CRF templates, other information
Studie Hodnoceny lék, nezbytné vzory CRF and other drugs/placebo required for the
a dalsi informace a dalsi lécivo/placebo performance of the Study free of charge and
vyZadované pro provadéni Studie. in the quantity and frequency necessary for

the proper performance of the Study.

3.2. Hodnoceny lék (jakoz i dalsi |écivo, placebo, 3.2 The Study Drug (as well as any other drugs,
je-li vyZzadovano Protokolem) bude dodavan placebo, if required by the Protocol) shall be
na nasledujici adresu: delivered to the following address:

Fakultni Thomayerova nemocnice Thomayer University Hospital

Lékarna Pharmacy

Videriska 800 y Videniska 800 y

140 59 Praha 4 - Kr¢, Ceska republika 140 59 Praha 4 - Kr¢, Ceskad republika

3.3. Hodnoceny lék, nezbytné vzory CRF a dalsi 3.3  The Study Drug, necessary CRF templates
informace vyzadované pro provadéni Studie and other information required for the
poskytnuté Zdravotnickému zafizeni jsou a performance of the Study and provided to
zlstavaji vlastnictvim Spole¢nosti. the Site are and shall remain the Company’s
Spole¢nost prohlasuje, ze jsou splnény property. The Company declares that all
veskeré podminky stanovené pfislusSnymi conditions stipulated in applicable laws
pravnimi predpisy pro vyrobu (dovoz) regulating the production (import) of the
dodévaného Hodnoceného IéCiva a jeho provided Study Drug and the distribution of
distribuci do Zdravotnického zafizeni. the Study Drug to the Site have been met.

3.4. SpoleCnost se zavazuje poskytovat 3.4 The Company agrees to provide the Principal
Hlavnimu zkousejicimi  pfislusné nové Investigator with new information regarding
informace o bezpecnosti tykajici se the safety of the Study Drug without undue
Hodnoceného léku bez zbyte¢ného odkladu. delay.
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Cl. 4 —- Odména

Article 4 — Remuneration

4.1. Spolecnost se zavazuje zaplatit Smluvnim 4.1  For the activities properly performed based
partnerlim za fadné provedené Cinnosti na on this Agreement and for the transfer of
zakladé této Smlouvy vcetné prevodu prav rights under Article 5, the Company agrees
dle ¢l. 5 odménu ve vysi, zplisobem a za to provide the Contracting Partners with
podminek sjednanych stranami dale v tomto remuneration in the amount, by means and
¢lanku Smlouvy a pfiloze ¢ 1, pficemz under the terms agreed by the Parties
smluvni strany prohlasuji, Ze predpokladana below herein and in Appendix 1, whereas
vySe odmény ¢ini 12 278 752,- K¢. Jedinym the Parties hereto represent that the
prijemcem veskerych Castek dle této anticipated remuneration amount is
Smlouvy bude Zdravotnické zafizeni, které 12 278 752,- KC. The Site shall be the only
se zavazuje vyplatit pfislusnou cast odmeény recipient of all payments hereunder and
Hlavnimu Zkousejicimu a Clen@im studijniho agrees to pay a relevant part of the
tymu v souladu se svymi internimi piedpisy. remuneration to the Principal Investigator
Spole¢nost prohlasuje, Ze neuzaviela se and Study Team Members pursuant to its
zaméstnanci  Zdravotnického  zafizeni internal rules. The Company represents and
Zadnou dohodu, jejimz pfedmétem by bylo warrants that it did not conclude any
poskytnuti pInéni v souvislosti se Studii. agreement about the performance of the

5 Study with any employee of the Site.
Banka: Ceska narodni banka Bank: Ceska narodni banka
Kdd banky: 0710 Bank code: 0710
Majitel ~Gctu:  Fakultni Thomayerova Account holder: Thomayer University
_nemocnice Hospital
Cislo Gc¢tu.: 20001-36831041/0710 Account No.: 20001-36831041/0710
Reference: Cislo faktury = variabilni symbol Reference: invoice number = variable symbol

4.2 Platebni podminky a zpsob Ghrady jsou 4.2 The payment terms and compensation
podrobné uvedeny v priloze Financni method are set in the attachment Financial
podminky. Terms.

4.3 SpoleCnost ma pravo zadrzet az 10 % 4.3 The Company has the right to retain up to
z prislusné c¢astky odmény za obdobi 10% of the remuneration for the calendar
kalendafniho pololeti (dale jen ,zadrzné"). half-year, (hereinafter referred to as the
Spolecnost se zavazuje uhradit “Retainer”). The Company agrees to pay
Zdravotnickému zafizeni zadrzné poté, co the Site the Retainer after all relevant CRFs
budou predlozeny vSechny pfislusné CRF, were submitted, all questions concerning
budou zodpovézeny vSechny dotazy CRF data were answered and all incorrect
s ohledem na data obsaZena v téchto CRF a or incomplete data in the database were
budou odstranény vSechny nespravnosti a rectified.
nedostatky dat v databazi.

4.4 Nestanovi-li tato Smlouva jinak, vSechny 4.4  Unless otherwise stated in this Agreement,

Castky uvedené v této Smlouvé a jejich
prilohach jsou uvedeny bez DPH. Pokud
nékteré platby za sluzby podléhaji DPH,
Spolecnost zaplati pfislusnou ¢astku DPH ve
vysi dle pravnich predpisl ucinnych ke dni
uskutecnéni zdanitelného plnéni na zakladé
prislusného danového dokladu (faktury),
kterda bude splfiovat vSechny nalezitosti
predepsané prisluSnymi pravnimi predpisy.
Zdravotnické zafizeni nese odpovédnost za
uhrazeni vSech ostatnich dani v souvislosti
s platbami na zakladé této Smiouvy.

no amounts specified in this Agreement and
its Appendices include VAT. In the case that
any payment for services is subject to VAT,
the Company shall pay the relevant VAT
amount stipulated in legal regulations
effective as of the date of taxable supply
based on the relevant tax document
(invoice) that shall meet the requirements
laid down in applicable legal regulations.
The Site shall be responsible for paying any
other tax with respect to the payments
made based on this Agreement.
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4.5 Smluvni

partnefi si  jsou védomi, ze
SpoleCnost mdze zvefejnit na centralni
webové strance koncernu a/nebo na webové

4.5 The Contracting Partners understand that the

Company may disclose on the central website
of the group and/or on the website

strance www.transparentnispoluprace.cz www.transparentnispoluprace.cz owned and
vlastnéné a provozované Asociaci operated by the Association of Innovative
inovativniho  farmaceutického  priimyslu Pharmaceutical Industry any payment and

platby a jina plnéni tykajici se vyzkumu a
vyvoje, tj. (1) platby provedené ze strany
Spole¢nosti na zakladé této Smlouvy a (2)
veskeré vydaje na ubytovani, souvisejici
vydaje na pohosténi a dopravu Smluvnich
partnerl, které Spolecnost uhradi na zakladé
této Smlouvy a (3) veskeré kongresové
registracni poplatky, UcCastnické poplatky
nebo obdobné poplatky, které Spolecnost
uhradi na zakladé této Smlouvy, a to
anonymnim zplsobem, tj. na agregované
Urovni. Tyto informace mohou byt rovnéz
publikovany jako soucast této Smlouvy
vregistru smluv na zakladé zakona .
340/2015 Sb., o Registru Smiluv (dale jen
~Zakon o registru smluv"). Bez ohledu na
vySe uvedené miZe SpoleCnost zverejnit
prevod jakékoliv hodnoty poskytnuté v ramci
této Smlouvy. Smluvni strany se dohodly, ze
tato smlouva bude zvefejnéna vyhradné
v rozsahu a podobé schvalené SpoleCnosti.
Smluvni partnefi prohlasuji a zarucuji, Ze
Uhrada poskytovana podle ustanoveni této
Smlouvy, doplnéné ptipadné naslednymi
zménami, predstavuje skuteCnou  trzni
hodnotu, je v souladu s pfislusSnymi predpisy
(jak jsou definovany touto Smlouvou),
odpovidd odménam uctovanym za obdobné
aktivity v zemépisné oblasti, vniz se
Poskytovatel nachdzi, byla sjedndna mezi
nezavislymi subjekty a nema spojitost
s zadnym rozhodnutim o zadani verejné
zakazky, s propagaci vyrobk( SpoleCnosti
(nebo  spoleCnosti s ni  propojenych),
s objemem nebo hodnotou
zprostiedkovanych obchodl ani s jakymikoliv
jinymi obchodnimi aktivitami probihajicimi
mezi SpoleCnosti a Poskytovatelem.

any transfer of value relating to research and
development, i.e. (1) payments made by
Company under this Agreement and (2) any
cost of accommodation, refreshments and
travel of the Contracting Partners, which
Company covers under this Agreement and
(3) any congress registration or participation
fees or similar fees, which Company covers
under this Agreement, all this in an
anonymized way, i.e. on aggregated level.
This information may also be disclosed as a
part of this Agreement in the Agreements
Register pursuant Act No. 340/2015 Coll., on
the agreements register (hereinafter referred
to as the “Agreements Register Act”).
Notwithstanding the aforementioned, the
Company may also disclose any transfer of
value under this Agreement. The Contracting
Parties have agreed that this Agreement shall
be disclosed exclusively in the scope and
form approved by the Company. Contracting
Partners represents and warrants that the
compensation provided under the terms of
this Agreement as may be amended by
subsequent changes, represents fair market
value and complies with applicable laws (as
defined herein) and is consistent with fees
charged for similar activities in Site's
geographical area, has been negotiated at
arms-length, and is unrelated to any
procurement decision or promotion of
Company’s (or its affiliates') products, the
volume or value of any referrals or other
business otherwise generated between
Company and Site.

4.6 Veskera  penézni plnéni  subjektu 4.6 Payments to trial subjects shall be made by
hodnoceni jsou vyplacena Zdravotnickym the Site in compliance with this Agreement
zarizenim v souladu s touto Smlouvou a and the Protocol. Payment rules are specified
Protokolem. Pravidla pro vyplaceni jsou in detail in Appendix 1 to this Agreement.
blize upravena v priloze ¢ 1 ktéto
Smlouve.

€l. 5 — Prava k vysledkém Article 5 — Rights to Results
5.1. Spolec¢nosti patfi vyhradni prava ke vSem 5.1 The Company shall own the exclusive rights to
vysledklim, datdm, zjisténim, objevim, all results, data, findings, discoveries,
vynalezdm a specifikacim, bez ohledu na to, inventions and specifications, whether
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zda jsou zplsobilé byt predmétem
patentové ochrany ¢i nikoli, které vznikly,
byly vytvorené, odvozené, vyprodukované,
objevené, vymyslené nebo jinak ucinéné
Zdravotnickym zafizenim, Hlavnim
zkousejicim a/nebo Cleny studijniho tymu
v souvislosti s provadénim Studie (dale jen
Vysledky" nebo ,Dusevni vlastnictvi").
Smluvni partnefi timto predem postupuiji
veskera sva majetkova prava k Vysledkiim
na Spolecnost a Spole¢nost tato postoupena
prava pfijima. Odmeéna za tento prevod je jiz
zahrnuta v odméné Smluvnich partnerl dle
¢l. 4. Smluvni partnefi neziskavaiji
k Vysledkdm pInénim této Smlouvy Zadna
prava. Zdravotnické zafizeni, Hlavni
zkousejici a clenové studijniho  tymu
poskytnou jakékoli dodatecné dokumenty,
které mohou byt pozadovany pro zajisténi
plné Gcinnosti tohoto clanku, aby byla
prevedena veSkera prava k DuSevnimu
vlastnictvi

patentable or not, that were originated,
conceived, derived, produced, discovered,
invented or otherwise made by the Site, the
Principal Investigator and/or Study Team
Members in connection with conducting the
Study (hereinafter referred to as “Results"
or “Intellectual Property Rights”). The
Contracting Partners hereby assign all of
their proprietary rights to Results to the
Company in advance and the Company
accepts such assigned rights. The royalty fee
for this assignment is already included in the
remuneration of the Contracting Partners
under Article 4 hereof. The Contracting
Partners shall not acquire any rights to
Results by performing this Agreement. Site,
Principal Investigator and Members of
Investigator's Team shall execute any
additional documents that may be required
to give the full effect of this clause in order
to transfer any and all Intellectual Property
Rights.

5.2. VSechna =zdravotnickd dokumentace a 5.2 All medical records and original source
plvodni zdrojova dokumentace zlstane documents shall remain the property of the
majetkem Zdravotnického zarizeni; Site; however, the Company shall be
nicméné, Spole¢nost je opravnéna je pouzit permitted to use them in accordance with
v souladu s touto Smlouvou a souhlasem this Agreement and based on the consent of
subjektd hodnoceni. Zpristupnéni Vysledkd trial subjects. Disclosure of Results to any
jakémukoli  subjektu, vcetné smluvni subject, including a contracted research
vyzkumné organizace Ci etické komise organization, ethics committee or regulatory
anebo regulatorniho organu  nebude authority, shall not be deemed as granting
povazovano za udéleni vlastnického prava the ownership of such information to these
k témto informacim témto subjektdm. entities.

5.3. Vrozsahu, vijakém prava dusevniho 5.3 To the extent intellectual property rights to
vlastnictvi k Vysledklim nejsou prevoditelna, Results are legally not assignable, the
udéluji timto Smluvni partnefi Spolecnosti Company is hereby granted by the
vyhradni, neodvolatelnou v misté a Case Contracting  Partners an  exclusive,
neomezenou licenci s pravem udélovat worldwide, sub-licensable, time-unlimited
podlicence a to ke vSem zplsoblm uZiti and irrevocable license for unlimited use of
téchto Vysledkd. Odména za tuto licenci je these Results. The royalty fee for this license
jiz zahrnuta v odméné Smluvnich partner( is already included in the remuneration of the
dle ¢l. 4. Zdravotnické zafizeni se zavazuje Contracting Partners under Article 4. The Site
vyvinout maximalni Usili k tomu, aby shall make maximum efforts so that the
skuteCni vlastnici téchto prav dusevniho actual owners of the intellectual property
vlastnictvi, tzn. zaméstnanci Zdravotnického rights, i.e. employees of the Site and/or
zarizeni a/nebo zUCastnéné treti strany, involved third parties, would allow the Site to
umozni Zdravotnickému zafizeni udélit vyse grant the aforementioned license to the
uvedenou licenci Spolecnosti. Spole¢nost Company.
neni povinna licenci vyuzit.

54 Pro odstranéni pochybnosti plati, Ze 5.4 To eliminate any doubts, an invention that is
vynalezy, které jsou vylepSenimi, nebo an improvement, a new use or a new drug
novym pouzitim ¢i novymi lékovymi formami form of the Study Drug shall be the sole
Hodnoceného  Iéku  jsou  vylu¢nym property of the Company.
vlastnictvim Spolecnosti.
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5.5 Smluvni partnefi se zavazuji zajistit, ze 5.5 The Contracting Partners agree to ensure
veskeré Vysledky (dale jen ,Vynalezy“), that all Results (hereinafter referred to as
uéinéné  zaméstnanci  Zdravotnického “Inventions”) made by employees of the
zarizeni nebo jinymi stranami zahrnutymi Site or other parties included in the Study by
Smluvnimi partnery do provadéni Studie, the Contracting Partners shall be reported to
budou bezodkladné oznameny Spolecnosti a the Company without undue delay and
prevedeny Spolecnosti podle této Smlouvy. transferred to the Company as per this

Agreement..

5.6  Spolecnost anebo kterakoli s ni Propojena 5.6 The Company or any of its Affiliates shall
osoba jsou opravnéni podat pfihlasku have the right to file a patent application for
patentu pro tyto Vynalezy svym vlastnim such Inventions under its own name or under
jménem anebo jménem urcené treti strany, the name of a designated third party and at
na vlastni naklady, s uvedenim jména its own expense, with the inventor(s) named
vynalezce(-0) v pfihlasce patentu. Smluvni in the patent application. The Contracting
partnefi se zavazuji podepsat a zajistit, aby Partners agree to sign and to have
zaméstnanci Zdravotnického zafizeni a dalsi employees of the Site and other parties
subjekty zahrnuté Smluvnimi partnery do involved in the Study by the Contracting
provadéni  Studie podepsali  veskeré Parties sign all documents and give such
dokumenty a poskytli takova svédectvi, jaké testimony as the Company deems necessary
SpoleCnost uzna za nezbytné pro Ucely for filing a patent application and for
podani pfihlasky patentu a ziskani patentu obtaining a patent in order to protect its
za UCelem ochrany opravnénych zajmd intellectual property interests arising from
Spolec¢nosti k dusevnimu vlastnictvi, ktera the Study.
vzniknou ze Studie.

5.7 Spolecnost a jeji Propojené osoby smi 5.8 The Company and its Affiliates may utilize,
uzivat, rozmnozovat a prevadét reproduce and transform anonymized
anonymizované radiologické/diagnostické radiological/diagnostic images made in the
snimky pofizené v pribéhu Studie v souladu course of the Study, in compliance with the
s ustanovenimi informovaného souhlasu a provisions of the informed consent and to the
v rozsahu tam stanoveném, pro veskeré extent specified in the informed consent, for
Ucely, védecké a/nebo komercni, v jakékoli any scientific and/or commercial purposes, in
formé a jakymikoli zplsoby, elektronickymi any form and by any means, electronic or
nebo mechanickymi, vcetné pofizovani mechanical, including making photocopies,
fotokopii, elektronickych zaznamd (napf. na electronic recordings (e.g. on CD-ROM),
CD-ROM), mikro-kopii, nebo micro-copies, or by any data storage and
prostfednictvim systémd uchovavani a retrieval systems, including data banks and
obnovovani dat, vCetné databank a the Internet. The Contracting Partners
internetu. Za timto Gcelem udéluji Smluvni hereby grant to the Company an exclusive,
partnefi SpoleCnosti  vyhradni, mistem worldwide and irrevocable license, with the
neomezenou a neodvolatelnou licenci, right to grant a sublicense to the Company’s
véetné prava  udélovat  podlicence Affiliates, for the use of aforementioned
Propojenym osobam Spolecnosti, k uzivani images. The royalty fee for this license is
vyse uvedenych snimkd. Odména za tuto already included in the remuneration of the
licenci je jiz zahrnuta v odméné Smluvnich Contracting Partners under Article 4. In the
partnerl dle ¢l. 4. Nejsou-li Zdravotnické case that the Site or the Principal
zafizeni anebo Hlavni zkousejici vlastniky Investigator is not the owner of these rights
prav. ktémto snimkdm, Zdravotnické to such images, the Site and/or the Principal
zarizeni a/nebo Hlavni zkousejici se zavazuiji Investigator agree to ensure that the actual
zajistit, aby skutecny vlastnik téchto prav, owner of these rights, i.e. employees of the
tzn. zaméstnanci Zdravotnického zafizeni Site and/or third parties involved in the
a/nebo treti osoby zahrnuté do provadéni Study, would allow the Contracting Partners
Studie, umoznili Smluvnim stranam udélit to grant the aforementioned license to the
vySe uvedenou licenci Spole¢nosti. Smluvni Company. The Contracting Partners confirm
partnefi potvrzuji, Ze veskeré takové snimky that all such images shall be obtained with
budou ziskané se souhlasem subjektu trial subjects' consent that shall be submitted
hodnoceni, ktery Zdravotnickému zafizeni to the Site by the Company and that the
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preda Spolecnost a Ze nebudou obsahovat
zadné informace, jejichz prostrednictvim by
mohl byt identifikovan konkrétni subjekt
hodnoceni.

images shall not contain any information,
through which the relevant trial subject could
be identified.

5.9 SpoleCnost udéluje Smluvnim partnerlm 5.9 The Company provides the Contracting
nevyhradni licenci k Vysledklim vytvorenym Partners with a non-exclusive license to
ve Zdravotnickému zafizeni pro interni Results created at the Site for internal non-
nekomercni vyzkumné a vzdélavaci Gcely pri commercial research and educational
dodrzeni podminek zachovavani dtveérnosti purposes, subject to confidentiality and
a podminek pro publikovani, jez jsou publication terms specified in  this
obsazeny v této Smlouvé. Tato licence Agreement. Such license does not allow for
neopraviuje k udélovani  jakychkoliv granting any sub-licenses.
podlicenci.

Cl. 6 — Zachovavani davérnosti Article 6 — Confidentiality

6.1. Smluvni partnefi se zavazuji zachazet se 6.1 The Contracting Partners agree to treat as
véemi informacemi oznacenymi jako strictly confidential all information marked as
,Dlvérné" nebo pfijatymi od SpoleCnosti “Confidential” or received from or on behalf
nebo jejim jménem anebo od Propojenych of the Company or any of its Affiliates in
osob Spolecnosti v souvislosti se Studii, relation to the Study, the Study Drug, the
Hodnocenym Iékem, Protokolem nebo touto Protocol or this Agreement as well as Results
Smlouvou a s Vysledky (dale jen ,Davérné (hereinafter referred to as “Confidential
informace") prisné ddvérné. Smluvni Information”). The Contracting Parties
strany zaroven sjednavaji, ze jsou Smluvni agree that the Contracting Partners must
partnefi povinni zachazet jako s divérnymi i also treat as strictly confidential any
stémi informacemi, které sice jako information that is not marked as
,Dlvérné" nejsou oznaceny, ale mohou byt “Confidential” but can be considered
povazovany za DQvérné informace, a to na Confidential Information based on its nature
zakladé jejich povahy ¢i podminek, které se or conditions under which it was provided or
vztahovaly k jejich poskytnuti Ci disclosed, including any data concerning the
zpristupnéni, véetné vSech Gdajd tykajicich Study, information for internal use only or
se Studie, udajl pro vnitfni potfebu, anebo information created based on the Study, for
informaci vytvorenych na zakladé Studie, a example including the Protocol, the dataset
to napriklad vcéetné Protokolu, souboru for the investigator or preliminary results of
informaci pro zkousSejiciho ¢i predbéznych the Study. The Contracting Partners may use
vysledkd Studie. Smluvni partnefi smi Confidential Information only for the
pouzivat Dévérné informace pouze pro ucely purposes of performance of this Agreement
plnéni této Smlouvy a zavazuji se and agree not to disclose such Confidential
nezpfistupnit takové Ddvérné informace Information to any third party other than
Zadné treti strané mimo stran povérenych parties authorized by the Company without
Spole¢nosti bez predchoziho pisemného the Company’s prior written consent. The
souhlasu Spole¢nosti. Smluvni partnefi se Contracting Partners agree to provide access
zavazuji umoznit pristup k DOvérnym to Confidential Information only to persons
informacim pouze osobam, jez se s that need to know Confidential Information
Dlvérnymi informacemi maji potfebu for the purpose of providing services based
seznamovat pro Ucely poskytovani sluzeb na on this Agreement and only if such persons
zakladé této Smlouvy a i to pouze tehdy, were provably bound by the Contracting
pokud tyto osoby byly Smluvnimi partnery Partners to observe conditions that are at
prokazatelné zavazany k dodrzovani least as stringent as the conditions under this
podminek alespon tak pfisnych, jako jsou Article 6.
podminky dle tohoto ¢l. 6.

6.2. Povinnost k zachovavani ddvérnosti se 6.2 The confidentiality obligation shall not apply
nevztahuje na ty pfipady, kdy Smluvni as long as the Contracting Partners have the
partnefi jsou opravnéni publikovat Dlvérné right to publish Confidential Information in
Informace v souladu s ¢l. 7. accordance with Article 7.
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6.3.

6.4.

6.5.

6.6.

6.7.

6.8.

Pojem DUvérné informace, jak je pouzivan
v této Smlouvé, se nevztahuje na data a
informace, u nichz mohou Smluvni partnefi
prokazat, ze (i) jimi Zdravotnické zafizeni
nebo Hlavni zkousejici disponovali bez
povinnosti micenlivosti v dobé&, kdy jim byly
zpfistupnéné  SpoleCnosti nebo  jejimi
Propojenymi osobami, anebo jménem
nékterych z nich, (ii) jsou nebo se stanou
soucasti verejnych informaci jinak nezZ
jednanim ¢ opomenutim Zdravotnického
zarizeni nebo Hlavniho zkousejiciho, (iii) je
Zdravotnické zafizeni nebo Hlavni zkousejici
pravem nabyli od tfeti strany, ktera neni vici
Spolec¢nosti nebo jejim Propojenym osobam
vazana vyslovnou nebo predpokladanou
povinnosti mlcéenlivosti, nebo (iv) byly
vytvoreny nezavisle Zdravotnickym
zafizenim nebo Hlavnim zkouSejicim bez
odkazovani se na DGvérné informace nebo
jejich pouziti.

Navic jsou Smluvni partnefi opravnéni
zpristupnit Dlvérné informace v takovém
rozsahu, vjakém je takové zpfistupnéni
vyzadovano pravnimi  predpisy nebo
vykonatelnym soudnim rozhodnutim, avSak
za podminky, ze Smluvni partnefi o takové
skutecnosti v pfiméfeném casovém
predstihu informuji Spole¢nost a na jeji
Zadost s nim budou spolupracovat ve snaze
dosahnout opatfeni za Ucelem ochrany nebo
jiného pfiméreného pravniho prostredku.
Smluvni partnefi se zavazuji vyvinout
vSechno pfimérené Usili, aby zabezpecili
ddvérné zachazeni s kteroukoli z Dévérnych
informaci, jez bude zpfistupnéna.

Tyto povinnosti k zachovavani micenlivosti a
zakazu pouzivani Davérnych informaci dle
této Smlouvy zlstanou v platnosti i po
skonceni této Smlouvy.

Smluvni partnefi se zavazuji na Zadost
Spolecnosti zlikvidovat a smazat Davérné
informace, jimiz disponuji anebo je vratit
Spolecnosti.

Veskeré dohody existujici pred uzavienim
této Smlouvy a tykajici se zachovavani
micenlivosti ve vztahu ke Studii, se nahrazuji
touto Smlouvou a pouze ve vztahu ke Studii.

Spole¢nost  se
micenlivost o

zavazuje  zachovavat
skuteCnostech,  které

Cislo smlouvy: 331686
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6.3 The term Confidential Information, as used in

6.4

6.5

6.6

6.7

6.8

this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Site or the
Principal Investigator without  the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Company or any of its Affiliates, (ii) are or
become a part of public information by
means other than by an act or omission on
the part of the Site or the Principal
Investigator, (iii) were legally acquired by the
Site or the Principal Investigator from a third
party not bound to the Company or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were created
independently by the Site or the Principal
Investigator without reference to
Confidential Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the
extent required by law or an enforceable
court order, provided, however, that the
Contracting Partners shall give the Company
reasonable advance notice and shall
cooperate with the Company to seek a
protective order or any other appropriate
remedy upon the request of the Company.
The Contracting Partners agree to make
maximum reasonable efforts to ensure
confidential treatment of any Confidential
Information that shall be disclosed.

This confidentiality obligation and the
prohibition to use Confidential Information as
specified in this Agreement shall remain in
effect even after this Agreement is
terminated.

The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the
Company upon the request of the Company.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Study shall be superseded by this Agreement
and only with regard to the Study.

The Company agrees not to disclose any fact
that the Site designates as confidential.
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Zdravotnické zarizeni oznadi

skutec¢nosti dGvérné.

jako

€l. 7 — Publikovani, tiskové zpravy a veiejna Article 7 — Publication, Press Releases and
oznameni Public Announcements

7.1. SpoleCnost uznava zidjem Smiluvnich 7.1 The Company acknowledges the interest of
partnerd na nekomerénim védeckém the Contracting Partners in the non-
publikovani Vysledkd, bez ohledu na to, zda commercial scientific publication of Results,
vysledek Studie je pozitivni ¢i negativni. regardless of whether the outcome of the
S ohledem na opravnéné zajmy Spolecnosti Study is positive or negative. Considering the
se Smluvni partnefi zavazuji dodrzovat Company’s reasonable interests, the
nasledujici povinnosti a podminky pro Contracting Partners agree to comply with
publikovani: the following publication obligations and

terms:

7.1.1 Smluvni partnefi se zavazuji poskytovat 7.1.1 The Contracting Partners agree to provide
Spolec¢nosti veskeré navrhy na publikovani the Company with all proposed publications
nebo Ustni prezentace tykajici se Studie or oral presentations relating to the Study or
nebo Hodnoceného Iéku nebo Vysledkd the Study Drug or Results (hereinafter
(dale jen ,Publikace") nejméné Sedesat referred to as the “Publication”) at least
(60) dnl pred zamyslenym predlozenim sixty (60) days prior to the intended
nebo prezentaci Publikace, aby je submission or presentation of the Publication
Spole¢nost mohla zkontrolovat. in order to allow the Company to review it.

7.1.2 Pokud Spolecnost neucini vac¢i Smluvnim 7.1.2 If the Company does not notify the

partnerdm Zadné oznameni ve |h{té 45 dnd
ode dne, kdy ji byla dorucena zamyslena
Publikace, Smluvni partnefi se zavazuji
pfipomenout Spolecnosti zamyslené datum
Publikace. =~ Smluvni  partnefi  nejsou
opravnéni  publikovat  Publikace bez
vyslovného souhlasu Spolecnosti. Dale pak,
pokud o to SpoleCnost pisemné pozada,
Poskytovatel odlozi jakoukoliv publikaci Ci
prezentaci o dalSich 60 kalendafnich dni.
SpoleCnost si vyhrazuje pravo odstranit
nebo pozadovat po Poskytovateli odstranéni

Contracting Partners within 45 days of the
Company's receipt of the intended
Publication, the Contracting Partners agree
to remind the Company of the intended date
of the Publication. The Contracting Partners
are not allowed to publish Publications
without the explicit consent of the Company.
In addition, if Company requests in writing,
Site shall withhold any publication or
presentation an additional 60 calendar days.
Company reserves the right to remove, or
require Site to remove, all Confidential

veskerych D@vérnych informaci z jakékoliv Information from any publications or
publikace.  Spolecnost vSak nebude presentations; however, Company will not
vykonavat Zadnou jinou vydavatelskou otherwise exercise editorial control over the
kontrolu nad navrhovanou publikaci. proposed publication. Authorship will be
Autorstvi bude zaloZzeno na védeckém based on scientific contribution.
pfinosu. Nehled®¢ na ustanoveni této Notwithstanding the Confidential Information

Smlouvy o DGvérnych informacich, Udaje ze
studie pro Uucely publikace a jakékoli
vysledné publikace podle tohoto ustanoveni
nebudou povazovana za  Ddavérnou
informaci podle této Smlouvy. Poskytovatel
timto postupuje SpoleCnosti nevyhradni,
neodvolatelnou, pravoplatnou licenci bez
autorskych poplatkd, s celosvétovou
plsobnosti za UGcCelem (i) distribuce kopii
jakékoli publikace odvozené ze Studie
v ramci Spolecnosti a jejim koncesionariim,
poskytovateldm licenci, pobockam a

Section in this Agreement, Study data for
purposes of publication and any resulting
publications pursuant to this Section shall not
be considered Confidential Information
under this Agreement. Site and the principal
investigator shall reference Company's
support of the Study in any resulting
manuscript, study report, presentation,
poster, other publication, or abstract
submission to a scientific or medical congress
(including reference in the abstract itself
where feasible). Subject to publisher’s rights,
Site hereby grants Company a non-exclusive,
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7.1.3

7.1.4

opravnénym zastupclm a (ii) pFipravy
odvozenych dél z jakékoli takové publikace.

Smluvni strany berou na védomi a souhlasi,
Ze v pfipadé multicentrickych studii se
Vysledky Studie publikuji pouze
prostfednictvim koordinace se Spolecnosti
za UCelem kombinovani vysledkd ze vSech
Zdravotnickych zafizeni GCastnicich se
Studie. Smluvni partnefi jsou opravnéni
publikovat Vysledky jejich Zdravotnického
zafizeni za podminky, Ze celkové vysledky
nebyly publikovany do 18 mésicd od
dokonceni Studie, a soucasné za podminky
postupovani v souladu s podminkami
stanovenimi v tomto Clanku. Autorstvi
jakékoliv multicentrické publikace bude
urceno Spolecnosti na zakladé podstatného

irrevocable, fully paid-up, royalty-free,
worldwide license (i) to distribute copies of
any publication regarding the Study within
the Company and to its licensees, licensors,
affiliates, and authorized representatives and
(i) to prepare derivative works of any such
publication.

7.1.3The Contracting Parties acknowledge and

agree that, in case of multi-Site studies,
Results of the Study are published only
through coordination with the Company in
order to combine the results of all Sites
participating in the Study. The Contracting
Partners may publish Results of their Sites on
the condition that overall results were not
published within 18 months of the
completion of the Study, subject to the
compliance with the terms set forth in this
Article.  Authorship of any multi-center
publication will be determined by Company
based upon substantial contribution to the
design, acquisition, analysis, interpretation of

pfinosu  k ndvrhu, ziskavani, analyze, data, drafting, and/or critical revisions to any
interpretaci dat, pFipravé a/nebo kritické manuscript(s), derived from a Study.
revizi jakéhokoliv rukopisu (rukopisd), Manuscript or abstract development shall be
odvozeného  ze Studie. Nastane-li consistent with Company's publication
Spolecnosti potvrzena situace, kdy zadna policies (see description at

multicentrickd publikace nebyla vydana ani
béhem 18 mésicl poté, co Studie byla
dokon¢eno nebo zruSeno ve vSech
zdravotnickych zafizenich, data byla pfijata
a analyzovana Spolecnosti a veskeré dotazy
byly vyporadany, pak bude Poskytovatel
opravnén publikovat své vysledky Studie, a
to za podminek uvedenych vysSe. Za
podminek  popsanych  vySe, mdize
Poskytovatel publikovat vysledky Studie i
dfive, a to v rozsahu ddvodné nezbytném,
v pfipadé vnimaného ohrozeni verejného
zdravi, které ma spojitost s Hodnocenym
pripravkem a za podminky, Ze Poskytovatel
uvazlivé zohledni veskeré pripominky
Spolecnosti tykajici se této publikace.

Spolecnost a Smluvni partnefi se zavazuji 7.1.4

prodiskutovat veskeré rozdily v nazorech na
zamysleny obsah Publikace za Ucelem
nalezeni feSeni uspokojivého pro Spolecnost
i pro Smluvni partnery. Spolecnost je
opravnéna navrhnout jakékoli zmény
Publikace, které oddvodnéné povazuje za
nezbytné pro védecké ucely. Smluvni

www.amgen.com/about/how-we-
operate/policies-practices-and-
disclosures/ethical-research/amgen-
guidelines-for-publications/). In the event
that, as verified with Company, there is no
multi-center publication within 18 months
after completion or termination of the Study
at all centers, data has been received and
analyzed by Company, and all queries have
been resolved, Site shall have the right to
publish its results from the Study subject to
the requirements described above. Subject
to the requirements described above, Site
may publish the results of the Study earlier
to the extent reasonably necessary in the
event of any perceived public health risk
related to a Study Drug and provided that
Site reasonably considers any Company
comments regarding such publication.

The Company and the Contracting Partners
agree to discuss any difference of opinion
with regard to the intended content of the
Publication in order to find a solution
satisfactory for the Company and the
Contracting Partners. The Company may
recommend any changes in the Publication,
which the Company reasonably deems

partnefi se zavazuji, Ze implementace necessary for scientific purposes. The
Contracting Partners agree that the
Cislo smlouvy: 331686 22
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7.1.5

7.1.6

7.1.7

takovych doporu¢enych zmén nebude

bezdlvodné odmitnuta.

Pokud Ize ocekavat, Ze takova Publikace by
mohla mit nezadouci Gcinek na zachovani
dbvérnosti kterékoli z DOvérnych informaci
SpoleCnosti, Smluvni partnefi se zavazuji
zabranit takové Publikaci, ledaze predmétna
Dlvérna informace nemlze byt vymazana
z Publikace bez Gjmy na védecké spravnosti
Publikace.

Pokud by Publikace z pohledu Spolecnosti
mohla mit nezadouci Ucinek na schopnost
ziskat patentovou ochranu pro kterykoli
Vynalez, Spole¢nost ma pravo pozadovat
odklad Publikace na pfiméfenou dobu za
Ucelem pripravy a podani Zadané patentové
prihlasky Spolecnosti nebo jejim jménem,
avsak tato doba nesmi presahnout Sest (6)
mésicd od data, kdy byla Spolecnosti
Publikace dorucena ke kontrole. Spolecnost
ma pravo pozadovat dalsi odklad Publikace,
pokud patentova prihlaska byla podana a
pokud pfihlaska s pravem prednosti je
nedplnda a vramci 1 roku od podani
prihlasky s pravem prednosti musi byt do
Zadosti doplnén predmét patentové
prihlasky. V tomto pFipadé ma Spolecnost
pravo pozadovat odklad jakékoli Publikace
az do doplnéni prihlasky s pravem
prednosti. Spolecnost nebude zakazovat
Publikaci v pripadé, kdy informace, ktera je

7.1.5

7.1.6

implementation of such recommended
changes shall not be unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of any of
the Company’s Confidential Information, the
Contracting Partners shall prevent such
Publication, unless the Confidential
Information can be deleted from the
Publication without detriment to the scientific
correctness of the Publication.

If the Publication may - in the Company’s
view - have an adverse effect on the ability
to obtain patent protection for any Invention,
the Company may request a delay of the
Publication for a reasonable period of time in
order to enable the preparation and filing of
any desired patent application by, or on
behalf of, the Company; such period,
however, may not to exceed six (6) months
from the day the Company received the
intended Publication for review. The
Company may request a further delay of the
Publication in the case that the patent
application has been filed and the priority
application is incomplete and the subject-
matter has to be added to the application
during the priority year. In such a case, the
Company may request a delay of any
Publication until the completion of the
priority application. The Company shall not
prohibit the Publication if the patentable

zplsobilda byt predmétem patentové information was removed from the planned
ochrany, byla zplanované Publikace Publication.
odstranéna.

Smluvni partnefi se zavazuji zahrnout do
kazdé Publikace ustanoveni informujici, ze
vytvoreni dat bylo podporeno Spolecnosti a
souCasné se Smluvni partnefi zavazuji
informovat o své mife angaZovanosti ve
Studii a prospéchu, ktery jim ze Studie

7.1.7

The Contracting Partners agree to include in
every Publication information that the
creation of data was supported by the
Company as well as information about their
involvement in the Study and their benefits
from the  Study. Authorship and

plynul. Autorstvi a uznani za védecké acknowledgements for scientific publications
publikovani by mély byt v souladu should be consistent with the Uniform
s Jednotnymi  poZadavky na  rukopisy Requirements for Manuscripts issued by the

vydanymi Mezinarodnim vyborem redaktor(
Iékarskych Casopist - ICMJE (Uniform
Requirements for Manuscripts).

International Committee of Medical Journal
Editors (ICMJE).

7.2 Smluvni partnefi se zavazuji zavazat 7.2 The Contracting Partners agree to impose the
stejnymi  povinnostmi a poZadavky na same obligations and requirements for
publikovéni, které jsou stanoveny v ¢l. 7.1 publications as set forth in Article 7.1 on all
také vSechny Cleny studijniho tymu. Study Team Members.

7.3 Povinnosti stanovené v ¢l. 7.1 zlstanou 7.3 The obligations set forth in Article 7.1 shall

v platnosti dalSich patnact (15) let po

remain in effect for another fifteen (15) years
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pred¢asném ukonceni nebo fadném uplynuti
této Smlouvy.

after early termination or expiration of this
Agreement.

7.4 SpoleCnost je opravnéna zverejnit vysledky 7.4 The Company may publish Results of the
Studie zplsobem, ktery uzna za vhodny, a Study in any manner it deems appropriate,
to jak po celou dobu trvani této smlouvy, tak both during, and following termination of this
po jejim ukonceni, dale je Spolecnost Agreement; the Company may also post
opravnéna umistit informace o Studii a o information about the Study and Results on
Vysledcich na internet, napf. na stranky the Internet, e.g. on www.ClinicalTrials.gov
www.ClinicalTrials.gov (zverejnéni registru) (register posting) and on websites for results
a na stranky pro zverejnéni vysledkl, na posting, on the Company’s company website
firemni stranky Spolecnosti (zvefejnéni (register and results posting) and in any
registru a vysledkd) a v kterékoli databazi other database required by laws in
vyzadované pravnimi predpisy v souladu accordance with applicable standards
s pfislusSnymi  standardy ve  vztahu regarding scope, form and content.

k rozsahu, formé a obsahu.

7.5 Smluvni partnefi se zavazuji nepublikovat 7.5 The Contracting Partners agree not to publish
zadné tiskové zpravy nebo jind verejna any press release or any other public
oznameni o Studii, Vysledcich Studie a/nebo announcements about the Study, Results of
Hodnoceném léku bez predchoziho the Study and/or the Study Drug without the
pisemného souhlasu Spolecnosti, Company's prior written consent, except for
s vyjimkou opravnéné zverejnénych a justifiably disclosed and publicly available
verejné dostupnych informaci. information.

7.6 Nazev Spolecnosti nesmi byt pouzivan 7.6 The name of the Company may not be used
v zadném reklamnim ¢ jiném materiadlu in any advertising or any other material of
Smluvnich  partnerd bez predchoziho the Contracting Partners without the
pisemného schvaleni Spolecnosti. Company's prior written authorization.
€l. 8 — 0dpovédnost a odskodnéni Article 8 — Liability and Indemnity

8.1. Smluvni partnefi se zavazuji Spole¢nosti 8.1 The Contracting Partners agree to indemnify
nahradit Gjmu (vCetné Ujmy nemajetkové) the Company for any damage (including non-
vzniklou z dlvodu (i) nedbalostniho nebo pecuniary damage) incurred as a result of (i)
Uumysiného  protipravniho  jednani i a negligent or willful illegal act or omission
opomenuti a/nebo (ii) poruseni kterékoli and/or (ii) a breach of any obligations
z povinnosti pfijatych na zakladé této assumed under this Agreement by either of
Smlouvy kterymkoli z nich, nebo kterymkoli them or any employee of the Site or
ze zaméstnancl Zdravotnického zafizeni contractors used for the purposes of
nebo smluvnich partnerd, jichz pouZiji pro fulfilment of this Agreement.

Ucely plnéni této Smlouvy.

8.2. Spoletnost je Smluvnim partnerlm 8.2 The Company must indemnify the
(Zdravotnické zafizeni, Hlavni zkousejici Contracting Partners (hereinafter the Site
dale oznacovani jen jako ,Odskodnovana and the Principal Investigator collectively
strana") povinna nahradit Ujmu (vCetné referred to as the "Indemnified Party”) for
Ujmy nemajetkové) v rozsahu, v jakém je damage (including non-pecuniary damage)
vic¢i nim u pfislusného soudu subjektem to the extent to which a trial subject or any
hodnoceni nebo jinymi ktomu podle other under law entitled person successfully
platnych pravnich predpis@ opravnénymi claims namely damage to health (including
osobami Uspésné uplatnén zejména narok death) as a result of using the Study Drug or
na nahradu Gjmy na zdravi (véetné smrti) any clinical intervention or procedure
vzniklé z d@vodu uzivani Hodnoceného Iéku required by the Protocol in a competent court
nebo jakéhokoli vykonu nebo postupu of justice, provided that such damage:
vykonaného na subjektu hodnoceni dle
pozadavkl Protokolu, a to za podminky, ze
tato Gjma:
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8.2.1

8.2.2

8.2.3

nevznikla zdlvodu, ze Odskodnovana
strana nejednala v souladu (a) s pod-
minkami této Smlouvy; a/nebo (b) Pro-
tokolem; a/nebo (c) vSemi pfislusSnymi
pravnimi predpisy a pravidly upravujicimi
provadéni Studie; a/nebo (d) bezpecnostni-
mi opatfenimi a pisemnymi pokyny spolec-
nosti nebo jejich Propojenych osob; a/nebo

nevznikla zddvodu nedbalého nebo
Umysiného  protipravniho  jednani i
opomenuti Odskodnované strany; a/nebo

neni pIné nahrazena z pojisténi sjednaného
v souladu s pravnimi predpisy ve prospéch
Odskodriované strany.

8.2.1did not arise from the failure of the

Indemnified Party to comply with (a) the
terms of this Agreement; and/or (b) the
Protocol, and/or (c) all applicable laws and
regulations governing the performance of the
Study, and/or (d) safety measures and
written instructions of the Company or its
Affiliates; and/or

8.2.2does not arise from a negligent or wilful

illegal act or omission of the Indemnified
Party; and/or

8.2.3 is not fully covered by insurance taken out in

compliance with applicable laws for the
benefit of the Indemnified Party.

8.3. Dale plati, ze pokud vznikne takova Ujma 8.3 In the case that such damage incurs only in
pouze zCasti zd@vodd na  strané part due to reasons on the part of the
Odskodnované strany uvedenych v ¢l. 8.2.1, Indemnified Party as specified in Article 8.2.1
nebo 8.2.2, Odskodnované strané vznika or 8.2.2, the Indemnified Party shall be
narok na nahradu Ujmy vaci Spolecnosti entitled to indemnification from the Company
v rozsahu, vjakém se na vzniku Skody to the extent to which the reasons indicated
nepodilely dlvody uvedené vdl. 8.2.1 in Article 8.2.1 and/or 8.2.2 did not
a/nebo 8.2.2. contribute to the damage.

8.4 Pravo Smluvnich partnerl na nahradu Gjmy 8.4 The Contracting Partners shall not be entitled
dle ¢l. 8.2 ddle nevznikne a Spolecnost to indemnification under Article 8.2 and the
nebude mit povinnost nahradu Gajmy Company shall not provide indemnification,
poskytnout, s vyjimkou odst. 8.4.3, pouze with the exception of Paragraph 8.4.3, if the
v rozsahu, ve kterém bude mit poruseni Contracting Partners breach any of the
nékteré z nize uvedenych povinnosti ze following obligations and such breach has a
strany Smluvnich partner negativni vliv na negative impact on the possibility of
moznost  Uspé€Sné se  branit  proti successful defence against the lodged claim:
uplatnénému naroku na nahradu ujmy:

8.4.1 Smluvni partnefi se zavazuji pisemné 8.4.1 The Contracting Partners agree to notify the
informovat SpoleCnost o kazdém naroku Company in writing and as much as possible
a/nebo Zalobé v maximalnim mozném about a claim and/or lawsuit that falls or
rozsahu, jez spadaji nebo by mohly spadat could fall under these provisions on
pod tato ustanoveni o nahradé Gjmy, a to indemnification within fifteen (15) days of
do patnacti (15) dni ode dne, kdy se o nich learning about such a claim or lawsuit and to
dovédéli, a soucasné umoznit Spolecnosti, allow the Company to approve all acts and
aby schvaloval vSechny uUkony a obranu defence against such a claim or lawsuit,
proti takovému naroku nebo Zalobé véetné including the right to decide on its
rozhodovani o jeho urovnani; a settlement; and

8.4.2 Smluvni partnefi jsou povinni spolupracovat 8.4.2 The Contracting Partners must cooperate and
se SpoleCnosti a jejimi pravnimi zastupci a require its employees to cooperate, with the
pojistiteli pfi obrané proti takovému naroku Company and its attorneys and insurers in
nebo Zalob&, a zajistit takovou spolupraci the defence of such a claim or lawsuit; and
také svych zaméstnanc(; a

8.4.3 Smluvni partnefi nesmi uznat ani urovnat 8.4.3 The Contracting Partners may not recognize

Zadny takovy narok nebo soudni fizeni bez
predchoziho pisemného souhlasu
Spolecnost.

or settle any such claim or lawsuit without
the prior written consent of the Company.
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9.1.

€l. 9 — Pojisténi

Spolecnost odpovida za zajisténi pojisténi
nebo je pojisténa pro Ucely Studie v souladu
s pfislusSnymi pravnimi predpisy. Za timto
Ucelem Spolecnost prohlasuje, ze zajistila
pojisténi  odpovédnosti  Spolec¢nosti  a
Zkousejiciho za Skodu (véetné nemajetkové
Ujmy, vyjma nemajetkové Ujmy zplsobené
porusenim prav na ochranu osobnosti Ci
jména, urazkou na cti, pomluvou, Sikanou,
obtéZovanim, nerovnym zachazenim i
jinymi  zplsoby  diskriminace), jehoz
prostfednictvim je zajisténo i odskodnéni v
pripadé smrti subjektu hodnoceni nebo v
pripadé Gjmy vzniklé na zdravi subjektu
hodnoceni v dlsledku provadéni Studie
v souladu s § 52 odst. 3 pism. f) zakona o
léCivech. Pro  vylouceni  pochybnosti
Spole¢nost a Smluvni partnefi prohlasuji, ze
pojisténi podle tohoto odstavce nenahrazuje
pojisténi vztahujici se k aktivitam, které
nesouvisi se Studii, napf. bézné poskytovani
zdravotnich sluzeb.

€l. 10 — Ochrana a zpFistupnéni osobnich

udajti

10.1. Smluvni partnefi jsou si védomi, ze

SpoleCnost nebo trfeti osoba Spolecnosti
povéfena budou vkladat Vysledky Studie a
veskeré zpravy souvisejici se  Studii,
zdznamy o Skolenich v misté provadéni
Studie a vystupy zveskerych auditl
provadénych  Spole¢nosti nebo  jejim
jménem podle pravidel spravné Kklinické
praxe Ci inspekci do internich elektronickych
databazi Spolecnosti a/nebo tretich osob
povérenych SpoleCnosti. V ramci této spravy
dat mohou byt v souladu s pozadavky
pravidel spravné klinické praxe a prislusnych
pravnich predpis na Useku ochrany
osobnich Udajl uchovavany, zpracovavany
a pouzivany Spolec¢nosti, jeho Propojenymi
osobami a povérenymi tfetimi stranami
osobni Udaje Hlavniho zkousejiciho, jako
jsou jméno, prfijmeni a adresa, financni
zajmy podle Potvrzeni o financnich zajmech,
a dale také osobni Uudaje jinych
zaméstnancll  Zdravotnického  zafizeni,
Clen( studijniho tymu a jejich zaangazovani
ve Studii a vystupy auditl provedenych
SpoleCnosti podle pravidel spravné klinické

Article 9 — Insurance

9.1 The Company shall be responsible for taking

out insurance or be self-insured for the
purposes of the Study in compliance with
applicable legal regulations. For these
purposes, the Company represents and
warrants that it took out insurance of liability
of the Company and the Investigator for
damage (including the non-pecuniary
damage, with the exception of non-pecuniary
damage caused by violation of personality or
name protection rights, by defamation,
slander, bullying, harassment, unequal
treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Study
performance pursuant to Section 52 (3, f) of
Pharmaceuticals Act. In order to eliminate
any doubts, the Company and the
Contracting Partners represent and warrant
that this insurance does not replace
insurance covering activities which are not
related to the Study, e.g. a regular provision
of medical services.

Article 10 — Personal Data Protection and

Disclosure

10.1 The Contracting Partners understand that the

Company or a third party authorized by the
Company shall enter Results of the Study, all
reports related to the Study, site-training
records and outcomes of all audits performed
by, or on behalf of, the Company into internal
electronic databases of the Company and/or
third parties authorized by the Company in
compliance with good clinical practice rules
or inspections. As part of such data
management, the personal data of the
Principal Investigator, such as first and last
name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data of
other employees of the Site, Study Team
Members and their involvement in the Study
and outcomes of audits performed by the
Company in compliance with good clinical
practice rules or inspections (hereinafter
referred to as “Data”) and personal data
protection laws may be stored, processed
and used by the Company, its Affiliates and
authorized third parties in compliance with
good clinical practice rules and applicable
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praxe Ci inspekci (dale jen ,Data") a
pravnich predpisd zemi EU vztahuijicich se
k ochrané osobnich Udajd. Spolecnost bude
poskytovat tato Data externim vefejnym
databazim jako je napf. clinicaltrials.gov a
v nezbytném rozsahu na zakladé pfislusnych
pravnich predpisll také organdm vefejné
moci. Data budou zpracovavana pro plnéni
pravnich povinnosti Spole¢nosti a pro
management klinickych hodnoceni. Data
budou zpracovavana po dobu neurcitou,
nejdéle vSak do naplnéni Gcelu.

Spolecnost je mnohonarodni spolecnosti,
ktera spravuje datova centra po celém
svété vCetné Evropské unie a Spojenych
statl americkych (hlavni sidlo Amgen Inc.).
Spolecnost mlze zpracovavat Osobni Udaje
v globalnich databazich, které mohou byt
zpfistupnény  celosvétové, ale pouze
autorizovanym osobam Spolec¢nosti.
Prevody Osobnich Gdajt mimo Evropu jsou
provadény v souladu s platnymi zakony o
ochrané osobnich Gdajd.

Bez ohledu na to, kde jsou Vase Osobni
Udaje shromazd'ovany nebo zpracovavany,
Spole¢nost udrzuje a zajistuje, ze i ostatni
zastupci Spolecnosti a poskytovatelé sluzeb
udrZi odpovidajici administrativni, technické
a fyzické zaruky k ochrané Osobnich Udajt.
Prevod Osobnich Gdajd mezi Spolecnosti a
subjekty vramci skupiny je v souladu
s prislusnymi zdkony a zavaznymi pravidly
Spole¢nosti (BCRs — Binding Corporate
Rules). Vice informaci o BCRs vcetné
moznosti podat stiznost na poruseni BCRS
pfi zpracovani Osobnich Udaj najdete zde:
http://www.amgen.com/bcr/.

personal data protection laws in countries in-
or outside of the EU. The Company shall
provide Data to external public databases,
such as clinicaltrials.gov, as well as, to the
extent necessary under applicable law, to
government authorities. Data shall be
processed for the purposes of compliance
with the Company’s legal obligations and for
the management of clinical trials. Data shall
be processed for an indefinite period of time,
however, no longer than until the purpose,
for which they are processed, is fulfilled.
Amgen is a multi-national company
headquartered in the United States. Amgen
maintains data centers around the world,
including in the European Union and the
United States. Amgen may process personal
information in global databases that can be
accessed by authorized Amgen personnel
worldwide.

Transfers outside of Europe are made in
accordance with applicable privacy laws.
Regardless of where your personal
information is collected or processed, Amgen
maintains and shall ensure that service
providers maintain appropriate
administrative, technical and physical
safeguards to protect information about you.
Transfers of personal information among
Amgen and its group entities follow
applicable laws and our Binding Corporate
Rules (BCRs). For more information on the
BCRs, including your ability to file a complaint
about any processing of your personal
information in violation of the BCRs, please
visit http://www.amgen.com/bcr.”

10.2. Smluvni partnefi se zavazuji zajistit, ze do 10.2 The Contracting Partners agree not to enrol
provadéni Studie nebudou zaangaZovany any natural persons in the Study until such
zadné fyzické osoby, dokud tyto osoby persons grant their consent to the processing
neudéli souhlas se zpracovanim svych of their personal data to the extent specified
osobnich Udaj& v rozsahu dle pfilohy €. 2 in Appendix 2 to this Agreement and until the
této Smlouvy a dokud Smluvni partnefi Contracting Partners send such consents to
nezaslou tento souhlas Spolecnosti. the Company.

10.3 Smluvni partnefi se zavazuji neprodlené a 10.3 The Contracting Partners agree to inform the
pisemné informovat Spolec¢nost o jakémkoli Company in writing about any breach of
poruseni ustanoveni o bezpecnosti osobnich personal data protection provisions without
Udajl, v kazdém pripadé vsak nejpozdéji do undue delay; however, no later than 24
24 hodin od zjisténi takového poruseni. hours after discovering of such breach.

10.4 Smluvni partnefi a Spolecnost se zavazuji 10.4 The Contracting Partners and the Company
jednat v souladu s pfislusnymi pravnimi agree to adhere to applicable personal data
predpisy na Useku ochrany osobnich (dajd, protection laws, especially Regulation (EU)
zejména narizenim Evropského parlamentu 2016/679 of the European Parliament and of
a Rady (EU) 2016/679 ze dne 27. dubna the Council of 27 April 2016 on the protection
2016 o ochrané fyzickych osob v souvislosti of natural persons with regard to the
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se zpracovanim osobnich Udajli a o volném
pohybu téchto Udajll a o zruSeni smérnice
95/46/ES (obecné nafizeni o ochrané
osobnich  (dajll) zakonem upravujicim
zpracovani osobnich Gdajl a pfislusnymi
pokyny Statniho Ustavu pro kontrolu Iéciv,
zejména pokynem KLH-22, pokud se
uplatni.

€l. 11 — Trvani Smlouvy

processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), the law regulating personal data
processing and relevant guidelines of the
State Institute for Drugs Control, in particular
guideline KLH-22, if applicable.

Article 11 — Term of the Agreement

11.1. Tato Smlouva nabyva ucCinnosti svym 11.1 This Agreement shall come into force upon
zverejnénim v registru smluv a skoncéi dnem its disclosure in the agreements register and
kdy (a) bude dokoncena celkova zprava o shall end on the day (a) the overall Study
Studii, nebo (b) bude provedena posledni report is completed or (b) the Company
platba Spolecnosti, pficemz rozhodujici je ta makes its last payment, whichever occurs
z téchto skutecnosti, ktera nastane pozdéiji. later.

11.2. Prava a povinnosti Spolecnosti a Smluvnich 11.2 The rights and obligations of the Company
partnerd stanovené v této Smlouve, které and the Contracting Partners that are set
s ohledem na svou povahu maji pretrvat i po forth in this Agreement and by nature are to
skonceni této Smlouvy (vCetné prav survive this Agreement (including, without
sohledem na vlastnictvi, Vynalezy, limitation, rights with respect to ownership,
zachovavani micenlivosti, publikace, Inventions, confidentiality, publication, anti-
protikorupCnich ustanoveni, odpovédnosti a bribery, liability and indemnification) shall
odskodnéni), zdstavaji v platnosti i po remain in effect even after this Agreement is
skonceni nebo spinéni této Smlouvy. terminated or completely performed.

€l. 12 — Ukonceni Article 12 — Termination

12.1. Bez ohledu na jakékoli jiné pravo ukoncit 12.1 Notwithstanding any other termination right
tuto Smlouvu, jez mlze byt stanoveno set forth in this Agreement or in the
v této Smlouvé anebo vyplyva z obecné applicable generally binding legal
zavaznych pravnich predpisl, Spolecnost regulations, the Company reserves the right
ma pravo ukoncit tuto Smlouvu kdykoli i bez to terminate this Agreement at any time
uvedeni ddvodu na zdkladé vypovédi without cause based on thirty-day notice.
s tficetidenni (30) vypovédni Ihdtou. Ihned Immediately upon receipt of the notice based
po doruceni vypovédi této Smlouvy na on any provision of this Agreement, the Site
zdkladé  kteréhokoli  ustanoveni  této and the Principal Investigator agree to (i)
Smlouvy, se Zdravotnické zafizeni a Hlavni cease recruiting and enrolling trial subjects in
zkousejici zavazuji (i) zastavit nabor a the Study, (ii) cease all procedures to the
zafazovani subjektd hodnoceni do Studie, extent medically permissible on trial subjects
(ii) zastavit provadéni veskerych postup(, u already enrolled in the Study and (iii) refrain
jiz zafazenych subjektl hodnoceni, a to as much as possible from incurring additional
v mife, v jaké to dovoluje Iékarské hledisko, costs and expenses. Site
a (iii) zdrzet se v maximdlni mozné mire
vytvareni dalSich nakladd a vydaju.

12.2. Smluvni partnefi a Spolec¢nost, kazdy z nich, 12.2 The Contracting Partners and the Company

maji pravo ukoncit tuto  Smlouvu
s okamzitym UCinkem formou vypovédi
dorucené druhé smluvni strané v pripadé, ze
provadéni Studie v Zdravotnickému zafizeni
musi byt ukonceno z lékarskych anebo

each have the right to terminate this
Agreement with immediate effect by giving
written notice to the other party in the case
that the Study at the Site needs to be
terminated due to medical or ethical reasons.

etickych  ddvodd. Ukonceni  Smlouvy The Principal Investigator must consult
Smluvnimi partnery dle predchozi véty je termination of this Agreement by the
Hlavni  zkouSejici  povinen  predem Contracting Partners under the previous

prokonzultovat se SpoleCnosti. Aniz je tim

sentence with the Company beforehand.
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dotCeno predchozi ustanoveni, v pFipadé
kritickych nebo dllezitych zjisténi v ramci
auditu nebo inspekce tykajicich se spravné
klinické praxe, farmakovigilance nebo
regulatornich  zaleZitosti, praxe nebo
postupu, které maji neptiznivy vliv na prava,
bezpecnost, nebo blaho subjektd hodnoceni
anebo  které  mohou  predstavovat
potencialni riziko pro verejné zdravi anebo
které mohou mit za nasledek neprijatelnost
dat ze Studie anebo které predstavuji vazné
poruseni pFislusnych pravnich predpis@ a
pravidel, ma Spolecnost pravo (podle své
volby) s okamzZitym (cinkem  docasné
zastavit nabor subjektl hodnoceni, dokud
nebudou predmétna  zisténi  zcela
posouzena nebo s okamzitym Ucinkem
ukoncit tuto Smlouvu.

Without prejudice to the foregoing, in the
event of critical or important findings from an
audit or inspection related to good clinical
practice, pharmacovigilance or regulatory
matters, practice or procedure that have a
negative impact on the rights, safety or well-
being of trial subjects or that may pose a
potential risk to public health or that may
render Study data inadmissible or that
seriously violate applicable legal regulation
and rules, the Company reserves the right (at
its own discretion) to temporarily stop the
recruitment of trial subjects with immediate
effect until the relevant findings are fully
assessed or to terminate this Agreement with
immediate effect.

12.3. Vpripadé, Ze kterékoli z povoleni ¢i 12.3 In the case that any authorization or consent
souhlasd nezbytnych pro provadéni Studie necessary for the performance of the Study
je (i) s kone¢nou platnosti zamitnuto nebo is (i) finally rejected or (ii) withdrawn, this
(i) zruseno, skonéi tato Smlouva Agreement shall be automatically terminated
automaticky dnem doruceni oznameni on the day of receipt of notification (decision)
(rozhodnuti) o takovém konecném zamitnuti of such final rejection or withdrawal.
¢i zruseni.

12.4 Pokud se Spolecnost odlivodnéné domniva, 12.4 In the case that the Company reasonably
Ze Smluvni partnefi nebudou schopni zacit believes that the Contracting Partners shall
nabor anebo splnit svoje povinnosti tykajici be unable to start recruitment or to fulfil their
se naboru vramci sjednané Ihity, ma recruitment obligations by the agreed
SpoleCnost pravo na zakladé oznameni deadline, the Company shall have the right,
doru¢eného Smluvnim partnerdm (a) by sending written notice to the Contracting
s okamZitym Ucinkem snizit poCet subjektd Partners, to (a) decrease with immediate
hodnoceni, jez maji byt zafazeni do Studie; effect the number of trial subjects to be
anebo (b) prodlouzit dobu naboru; anebo recruited; or (b) extend the recruitment
(c) ukoncit tuto Smlouvu vypovédi. Dle deadline; or (c) terminate this Agreement.
pismene c) mlze Spole¢nost vypovédét According to (c), the Company may
Smlouvu s okamzitym Ucinkem, avsSak terminate this Agreement with immediate
pouze pokud predem pisemné upozornil effect, provided that the Company informed
Smluvni partnery na jejich prodleni the Contracting Partners about their delay
s naborem subjektl hodnoceni a pozadal je with recruiting trial subjects in writing
0 napravu v dodatecné pfimérené Ihite, beforehand and asked them to remedy this
kterou jim za timto Ucelem stanovi, a delay within an additional reasonable time-
Smluvni partnefi ani v takové dodatecné limit and the Contracting Partners failed to
Ih{ité napravu neudini. remedy this delay within such additional

reasonable time-limit.

12.5 V ptipadé, Ze Spolecnost neschvali nového 12.5 In the case that the Company does not

Hlavniho zkousejiciho podle €l. 2.27 anebo
tento novy hlavni zkousejici se pisemné
nezavaze k povinnostem dle této Smlouvy,
SpoleCnost je opravnéna tuto Smlouvu
ukoncit vypovédi ke dni doruceni vypovédi
Zdravotnickému  zafizeni. V pfipadé, Ze
Hlavni zkousSejici a Spole¢nost maji zajem
pokraCovat ve spolupraci pfi provadéni
Studie v jiném zdravotnickém zafizeni,

approve a new Principal Investigator
pursuant to Article 2.27 or a new Principal
Investigator does not accept in writing the
obligations under this Agreement, the
Company may terminate this Agreement as
of the day of delivery of the termination
notice to the Site. In the case that the
Principal Investigator and the Company wish
to continue to cooperate with regard to the
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Zdravotnické  zafizeni se  zavazuje
poskytnout soucinnost pfi  prevedeni
relevantnich dat, informaci a materialy,
které nejsou vlastnictvim Zdravotnického
zarizeni, ve prospéch nového
Zdravotnického zafizeni.

Study in another medical facility, the Site
agrees to cooperate with transferring
relevant data, information and materials that
are not owned by the Site to such a medical
facility.

12.6 V pripadé, Zze béhem auditu nebo inspekce 12.6 In the case that an audit or inspection of
dozornych organl bude zjiSténo poruseni supervising authorities discovers a breach of
ustanoveni této Smlouvy nebo Protokolu ze this Agreement or the Protocol on the part of
strany  Zdravotnického zafizeni nebo the Site or the Principal Investigator (or
Hlavniho zkousejiciho (nebo nedodrzeni failure by any Study Team Members to
ustanoveni této Smlouvy ze strany observe the provisions of this Agreement),
kteréhokoli jiného Clena studijniho tymu), the Company shall have the right to
ma SpoleCnost pravo tuto Smlouvu terminate this Agreement with immediate
vypovédét s okamzitou ucinnosti. effect.

12.7 Spoletnost je povinna uhradit vSechny 12.7 The Company must pay all outstanding
dluzné castky za fadné poskytnuté sluzby amounts for the services properly provided
Smluvnimi partnery na zakladé této Smlouvy by the Contracting Partners based on this
a naklady, které jim odlvodnéné vznikly, ke Agreement and all reasonably incurred costs,
dni doruCeni vypovédi anebo v pfipadé as of the day of receipt of the notice or, in
skonceni této Smlouvy dle d. 12.1 the case that this Agreement is terminated
k poslednimu dni vypovédni Ihity anebo pursuant to Article 12.1, as of the last day of
v pripadé skonceni této Smlouvy dle ¢l. 12.3 the termination period or, in the case that
ke dni doruceni tam uvedeného konecného this Agreement is terminated pursuant to
zamitnuti. Pokud Zdravotnické zafFizeni Article 12.3, as of the day of receipt of the
prokazatelné obdrzelo vyssi ¢astky odmény final rejection. In the case that the Site
a nakladl, na néz mu podle skutecné provably received higher payments than the
provedenych cinnosti vznikl narok v souladu payments due according to the work actually
s touto Smlouvou, Zdravotnické zafizeni se performed based on this Agreement, the Site
prislusny rozdil zavazuje zaplatit zpét shall refund the balance to the Company
Spolec¢nosti bez zbytecného odkladu. without undue delay.

12.8 PFi skonéeni Smlouvy se Smluvni partnefi 12.8 Upon termination of this Agreement, the

zavazuji  vratit  SpoleCnosti  veSkery
nespotiebovany materidl a predméty, jez
jim byly poskytnuty v souvislosti se Studii, a
to nejpozdéji do t¥iceti (30) pracovnich dni
od data ukonceni skonéeni Smlouvy.
Poskytovatel vrati Spolecnosti béhem ftficeti
(30) kalendarnich dni od data Ucinnosti
vypovédi veskeré prostredky, které nebyly
k datu Ucinnosti vypovédi vynalozeny nebo
jejichz vynalozZeni se jeSté pred vypovédi
nestalo neodvolatelnym zavazkem
Poskytovatele. Dale pak Poskytovatel ve
IhGité tFiceti (30) kalendarnich dnl od data
Gcinnosti  vypovédi  vystavi  Spolecnosti
konecnou fakturu uvadejici veskeré &astky,
které SpoleCnost mlze dluzit ve vztahu
k ukoncené Studii podle ustanoveni této

Contracting Partners shall return to the
Company all unused materials and items
provided to the Contracting Partners in
relation to the Study within thirty (30)
working days of the day of termination of this
Agreement. Site shall return to Company
within 30 calendar days of the effective date
of termination any funds not expended or
irrevocably obligated by Site prior to the
effective date of the termination.
Additionally, within 30 calendar days of the
effective date of the termination, Site shall
submit to Company a final invoice identifying
any amounts Company may owe relative to
the terminated Study (-ies) and pursuant to
the terms of this Agreement. Upon
termination, Site shall, in accordance with

Smlouvy. Po vypovédi  Poskytovatel Company’s instructions, (i) preserve any data
v souladu s instrukcemi Spolecnosti (i) relating to the Study; (ii) turn over such data
uchova veskeré Udaje tykajici se and (i) furnish Company an acceptable
vypovézené Objednavky, (ii) preda tyto investigator’s report for the Study.

Udaje a (iii) poskytne Spolecnosti
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akceptovatelnou zpravu zkousejiciho o
Studii.

Cl. 13 — RGzna ustanoveni

Article 13 — Miscellaneous

13.1 Uzavfeni této Smlouvy neni podminéno 13.1The conclusion of this Agreement is not
Zadnym existujicim ¢i budoucim obchodnim contingent on any existing or future business
vztahem mezi Smluvnimi partnery a relationship between the Company and the
Spolecnosti ani na Zzadném obchodnim Contracting Partners or on any business
rozhodnuti, které Smluvni partnefi ucinili decision that the Contracting Partners made
anebo udini vici Spole¢nosti nebo vyrobkiim or shall make with respect to the Company or
obchodovanym Spolecnosti. the products sold by the Company.

13.2 Pro vylouceni pochybnosti strany prohlasuji, 13.2 To eliminate any doubts, the Contracting
Ze ve vsech pripadech, kdy tato Smlouva Parties represent and warrant that research
odkazuje na smluvni vyzkumnou organizaci, organizations referred to in this Agreement
jedna smluvni vyzkumna organizace vylu¢né act in the name and as a representative of
jménem a jako zastupce Spolecnosti a neni the Company and are not a contracting party
smluvni stranou této Smlouvy. to this Agreement.

13.3 Smluvni partnefi se zavazuji plnit svoje 13.3 The Contracting Partners agree to perform
povinnosti na zadkladé této Smlouvy their obligations under this Agreement in
zplsobem, ktery bude v souladu compliance with applicable anti-bribery and
s prislusnymi pravnimi predpisy zamérenymi anti-corruption laws and Appendix 3. The
proti korupci a uplaceni a pfilohou €. 3. Contracting Partners represent and warrant
Smluvni partnefi zavazné prohlasuji, ze that in connection with the Study they did not
v souvislosti se Studii neposkytli ani provide and shall not provide any payment or
neposkytnou Zadnou platbu ani prospéch, benefit, directly or indirectly, to government
piimo ¢  nepfimo, Ufedni  osobg, officials, customers, business partners,
zakazniklm, obchodnim partneriim, healthcare professionals or any other
odbornikdim ve zdravotnictvi ani zadné jiné persons in order to secure an improper
osobé za ucelem zajisténi nepatficného benefit or unfair business advantage, shall
prospéchu nebo nekalé obchodni vyhody, not influence private or official decision-
nebudou ovliviiovat rozhodovani making, shall not influence prescribing and
v soukromé ani verejné sfére, shall not instigate anyone to breach
predepisovani, ani nebudou nikoho professional duties or rules. The Contracting
podnécovat k porusovani  profesnich Partners agree to immediately report to the
povinnosti Ci pravidel. Smluvni partnefi se Company in writing any suspected or
zavazuji neprodlené v pisemné podobé detected violation of the above principles in
nahlasit Spolecnosti kazdé podezieni Cdi connection with the Company’s business
zjisténé poruseni vySe uvedenych zasad activity and, in such cases, shall cooperate
v souvislosti s obchodni cinnosti Spolecnosti with the Company in reviewing the matter.

a budou v takovych pripadech
spolupracovat se Spole¢nosti pfi proSetreni
takové zalezitosti.
13.4 Smluvni strany prohlasuji, 7ze nemaji v 13.4 The Contracting Partners represent and

soucasné dobé uzavienou zadnou smlouvu
Ci zavazek, jejichz plnéni by negativné
ovlivnilo pInéni povinnosti vici Spolecnosti,
na zakladé této smlouvy a soucasné se
zavazuji po celou dobu prlbéhu Studie
Zadnou takovou smlouvu neuzaviit ani
zadny takovy zavazek nepfijmout. Hlavni
zkousejici ruci za to, Ze Zadny z Clend
studijniho tymu nema v souCasné dobé
uzavienou Zadnou takovou smlouvu, a

warrant that they are not presently under
any agreement or obligation that would
negatively affect the performance of their
obligations with respect to the Company
based on this Agreement and agree not to
enter into any such agreement or accept any
such obligation in the course of the Study.
The Principal Investigator warrants that no
Study Team Member is presently under any
such agreement and agrees to ensure that
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zavazuje se zajistit, e Zadny z Clen(
studijniho tymu takovou smlouvu neuzavre.

no Study Team Member shall enter into any
such agreement.

13.5 Tato Smlouva obsahuje Uplné ujednani o 13.5 This Agreement represents an entire
predmétu Smlouvy a vSech nalezitostech, agreement about the subject-matter hereof
které smluvni strany mély a chtély ve and all matters that the Contracting Parties
Smlouvé ujednat, a které povazuji za were and wished to negotiate herein and
ddlezité.  SoucCasné  smluvni  strany consider important. The Contracting Parties
prohlasuji, ze se navzajem sdélily vSechny represent and warrant that they provided to
informace, které povazuji za dlleZité a each other all information they consider
podstatné pro uzavieni této Smlouvy. important and substantial for entering into

this Agreement.

13.6 Smluvni strany si nepfeji, aby nad ramec 13.6 The Contracting Parties do not wish to have
vyslovnych ustanoveni této Smlouvy byla any of their rights and obligations implied
jakakoliv prava a povinnosti smluvnich stran from current or future practice established
dovozovany z dosavadni ¢ budouci praxe between them or from usages observed in
zavedené mezi nimi & zvyklosti general or in the industry related the subject-
zachovavanych obecné ¢ v odvétvi matter of this Agreement, unless explicitly
tykajicim se predmétu pInéni této Smlouvy. agreed in the Agreement.

13.7 Kazda ze smluvnich stran jedna jako 13.7 Each Contracting Party shall act as an
nezavisly subjekt a pro zadné Ucely neni v independent entity and shall not be
postaveni partnera, zprostfedkovatele, construed for any purposes as a partner,
zaméstnance ani zastupce druhé smluvni agent, employee or representative to the
strany. other Contracting Party.

13.8 SpoleCnost ma& pravo postoupit tuto 13.8 The Company shall have the right to assign
Smlouvu zcela anebo zC¢asti na kteroukoli ze this Agreement, in whole or in part, to any of
svych Propojenych osob. Kromé vySe its Affiliates. Save for the foregoing, neither
uvedeného neni zZadna ze smluvnich stran Party may assign its rights or obligations
opravnéna postoupit sva prava a/nebo under this Agreement, in whole or in part, to
povinnosti zcela ani zCasti na tfeti stranu bez a third party without the prior written
predchoziho pisemného souhlasu ostatnich consent of the other Parties. This Agreement
smluvnich stran. Tato Smlouva zavazuje jeji is binding for all Parties as well as their legal
jednotlivé smluvni strany, jakoz i jejich successors and parties to which the rights
pravni nastupce a osoby, na néz budou and obligations of the Contracting Parties
prava a zadvazky smluvnich stran v souladu shall be assigned in compliance with this
s timto ¢lankem postoupené. Article.

13.9 Neplatnost nebo nevymahatelnost 13.9 The invalidity or unenforceability of a

konkrétniho ustanoveni této Smlouvy nema
vliv na platnost ostatnich ustanoveni.
Smluvni strany se zavazuji nahradit neplatné
a nevymahatelné ustanoveni platnym a
vymahatelnym ustanovenim, podle potieby,
jimz bude co moZnad nejblize dosaZzeno
Umyslu, jez strany mély v dobé uzavreni
této Smlouvy.

13.10 Jednostranné vzdani se prava anebo micky

dany souhlas anebo nelspésné dovolani se

particular provision of this Agreement shall
not prejudice the validity of the remaining
provisions. The Contracting Parties agree to
replace the invalid or unenforceable
provision with a valid or enforceable
provision that shall correspond as much as
possible to the intent of the Parties at the
time they entered into this Agreement.

13.10 A unilateral waiver of a right or acquiescence

or failure to claim a breach of any provision

poruseni  kteréhokoli  ustanoveni této of this Agreement by either Contracting Party
Smlouvy smluvni stranou nezaklada shall not establish a unilateral waiver of such
jednostranné vzdani se prava v souvislosti right with respect to any subsequent breach
s jakymkoli naslednym porusenim of any provision of this Agreement.

kteréhokoli ustanoveni této Smlouvy.
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13.11 Pokud neni v této smlouvé dohodnuto jinak,

povazuje se za kontaktni  osobu
Zdravotnického  zafizeni  XXXXXXXXXXXX.
Ukon ucinény vaci Zdravotnickému zafizeni
se povazuje za fadné ucinény i vddi
Hlavnimu zkousejicimu, resp. clenlim
Studijniho tymu.

13.12 Smluvni strany se dohodly, ze tato Smlouva

mUze byt s dale uvedenou vyjimkou ménéna
pouze pisemné prostfednictvim vzestupné
Cislovanych dodatkd podepsanych vsemi
smluvnimi stranami. Smluvni strany nemusi
uzavirat dodatek k této Smlouvé v pfipadé
tzv. nepodstatnych zmén Protokolu.
Nepodstatnou zménou Protokolu se pfitom
rozumi takova zména Protokolu, ktera
neméni rozsah Ci zplsob provadéni Ukond
(zejména vySetfeni) provadénych
Smluvnimi partnery v ramci Studie a nema
tedy jakykoli vliv na vySi odmény za
provadeéni Studie Ci jiné ceny uvedené v této
Smlouvé. Nepodstatné zmeény Protokolu
jsou Ucinné dnem jejich  doruceni
Zdravotnickému zafizeni.

13.13 Tato Smilouva je vytvorena a fidi se Ceskym

prdvem bez ohledu na ustanoveni jeho
koliznich norem. Smluvni strany se dohodly,
Ze veskeré spory vzniklé z této Smlouvy
budou FeSeny vécné a mistné pfislusnymi
soudy Ceské republiky.

13.14 Tato Smlouva je sepsana v Ceském a

anglickém jazyce a smluvni strany povazuiji
obé jazykové verze za rovnocenné, avsak
pro pfipad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, 7e prednost ma ceska verze
Smlouvy. Tato Smlouva a vSechny jeji
prilohy  predstavuji  Uplnou  dohodu
smluvnich stran o predmétu této Smlouvy.

€l. 14 - PFilohy

13.11 Unless otherwise agreed in this Agreement,
the Site's contact person shall be
XOOXXXXXXXXXX. All actions taken with
respect to the Site shall be deemed as actions
taken respect to the Principal Investigator or
Study Team Members as well.

13.12 The Contracting Parties have agreed that this
Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered
amendments signed by all Contracting
Parties. The Contracting Parties are not
obliged to execute an amendment to this
Agreement in case of so-called minor
changes in the Protocol. A minor change in
the Protocol means a change in the Protocol
that does not change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners as
part of the Study and has no impact on
remuneration for performing the Study or on
any other prices specified in this Agreement.
Minor changes in the Protocol shall come into
effect on the day of their delivery to the Site.

13.13 This Agreement is construed and governed
by the Czech law, regardless of the
provisions of its collision norms. The
Contracting Parties have agreed that any
dispute arising from this Agreement shall be
decided by materially and locally competent
courts of the Czech Republic.

13.14 This Agreement has been drawn up in the
Czech and English language, and the
Contracting Parties consider both language
versions to be equal; however, in case of any
interpretation discrepancy between the
individual versions, the Czech version shall
prevail as agreed by the Contracting Parties.
This Agreement and all of its Appendices
represent an entire agreement of the
Contracting Parties with respect to the
subject-matter of this Agreement.

Article 14 — Appendices

Nasledujici prilohy tvofi nedilnou soucast této The following Appendices constitute an integral

Smlouvy, nestanovi-li tato Smlouva jinak: part of this Agreement, unless set forth otherwise
herein:
Pfiloha €. 1: Financ¢ni podminky Appendix 1: Financial Terms
Priloha ¢. 2: Souhlas se zpracovanim Appendix 2: Consent to Personal Data
osobnich udajd Processing
Pfiloha ¢. 3: Podminky poskytnuti vybaveni Appendix 3: Conditions for Equipment Provision
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Priloha €. 4: Povoleni Statniho Ustavu pro kontrolu
|éCiv

Priloha €. 5: PInd moc/delegacni dopis

Priloha ¢. 6: Pojistny certifikat

Pfiloha €. 7: Verze Smlouvy urcena ke zverejnéni

Pfiloha ¢. 8: Souhlas mistni etické komise

Priloha ¢. 9: Souhlas Etické komise pro
multicentricka klinicka hodnoceni

Priloha ¢.
spolecnosti

10: Vypis z Obchodniho rejsttiku

Pfiloha €. 11: Formulaf pisemného informovaného
souhlasu Subjektu studie se zafazenim do Studie

Spolecnost / Company

Misto / Place

Datum / Date:

prokurista

Zdravotnické zafFizeni / Site

Misto / Place

Datum / Date:

Appendix 4: State Institute for Drug Control -
approval

Appendix 5: Power of Attorney

Appendix 6: Insurance certificate

Appendix 7: Contract version for public contract
registry

Appendix 8: Local Ethic Committee approval

Appendix 9: Multicentric Ethic Committee approval

Appendix 10: Commercial Register Certificate

Appendix 11: Written Study Subject Informed
Consent Form of Study subject to study

Spolecnost / Company

Misto / Place

Datum / Date:

prokurista

Hlavni zkousejici / Principal Investigator

Misto / Place:

Datum / Date:

Doc. MUDr. Zdenék Benes, CSc., feditel

XXX XXXXXXXXX
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PRILOHA — OCHRANA OSOBNICH UDA10

Neni-li zde uvedeno jinak, budou mit veskeré nedefinované pojmy pouzité v této priloze vyznam dany
jim ve Smlouvé. Pro ucely této pfilohy budou mit nasledujici pojmy nize uvedeny vyznam:

"Subjekt udaji" znamena jakéhokoliv Ucastnika Klinického hodnoceni nebo Zadatele prejiciho si
Gcastnit se Klinického hodnoceni, zakonného zastupce takové osoby ve smyslu Prislusného predpisu, je-
i to relevantni, a/nebo jakoukoliv jinou osobu, jejiz osobni Udaje budou shromazdovany v priibéhu
pInéni této Smlouvy,

"EEA" (Evropsky hospodaisky prostor/European Economic Area) znamena veskeré cClenské staty
Evropské unie a Norsko, Lichtenstejnsko a Island;

,GDPR" znamena nafizeni Evropského parlamentu a Rady (EU) o ochrané fyzickych osob v souvislosti
se zpracovanim osobnich udajd a o volném pohybu téchto Udajd a o zruseni smérnice 95/46/ES (Obecné
nafizeni o ochrané osobnich Udajt);

"Zpracovani" znamena jakoukoliv operaci nebo soubor operaci provadénych s osobnimi Gdaji nebo
soubory osobnich Udajd, které jsou provadény pomoci ¢i bez pomoci automatizovanych postup(, véetné
sbéru, pouzivani, modifikaci, vyhledavani, zpfistupnéni prenosem, uchovavani, likvidace, vymazu,
sefazeni ¢i kombinovani, usporadani, strukturovani, nahlédnuti, Sifeni nebo jakéhokoliv jiného
zpristupnéni, omezeni nebo jiného zplsobu zpracovani osobnich (dajli pfedpokladaného prislusnym
pravnim predpisem tykajicim se ochrany Udajd; a

"Odaje hodnoceni" znamena veskeré osobni Udaje tykajici se Subjektu Udajd, shromazdéné
Poskytovatelem nebo Zastupci poskytovatele nebo obéma.

Na zékladé této Smlouvy a daného Klinického hodnoceni a v souvislosti s nimi budou Udaje hodnoceni
kromé Spolecnosti zpracovavat rovnéz Zdravotnické zafizeni a Zastupci zdravotnického zafizeni, a to
jako spravci pfi vedeni zdravotnické dokumentace, potazmo zdrojoveé dokumentace, a jako zpracovatelé
tam, kde budou Udaje hodnoceni zpracovavat pro Ucely daného Klinického hodnoceni v ramci provadéni
¢innosti dle Protokolu a v souladu s nim, pfi¢emz tyto Udaje hodnoceni budou v pfipadé Subjektl udajl
poskytovany Spolecnosti (pfipadné téz dalsim opravnénym osobam) v pseudonymizované podobé, tj.
Subjekt Udajll bude oznacen identifikacnim kédem pfidélovanym danym hlavnim zkouSejicim v souladu
s Pfislusnym predpisem. Kazdy ze zde uvedenych subjektdl zpracovavajici Udaje hodnoceni bude
odpovédny za své vlastni zpracovani Udaj& hodnoceni v souladu s podminkami GDPR, potazmo i dalSich
Prislusnych predpisd upravujicich zpracovani a ochranu osobnich Gdajl, a touto Smlouvou. Strany se
zejména zavazuji pfijmout ve vztahu k Subjektlm Udajl takova opatfeni, aby nemohlo dojit
k neopravnénému nebo nahodilému pfistupu k Udajlim hodnoceni, k jejich zméng, zni¢eni &i ztratg,
neopravnénym prenostim, k jejich jinému neopravnénému zpracovani, jakoZ i k jinému zneuziti Udajd
hodnoceni.

Kazda strana bude ve vztahu ke zpracovani Udaj& hodnoceni na své naklady dodrzovat GDPR a veskeré
dalsi relevantni pravni predpisy tykajici se Zpracovani osobnich Gdajt, ve znéni jejich pozdéjsich zmén.

Zdravotnické zafizeni a Zastupci zdravotnického zafizeni (spolené dale jen ,Zpracovatel®) bude
v pripadech, kdy dle vySe uvedeného zpracovavaiji Udaje hodnoceni jako Zpracovatelé ve smyslu GDPR,
postupovat dale v souladu s nasledujicimi ustanovenimi:

1. bude zpracovavat pouze Udaje hodnoceni shromazdéné Zpracovatelem v souladu s touto
Smlouvou, a to pouze pro Ucely Klinického hodnoceni, jak je specifikovano v pfislusném Protokolu
nebo jak byl pisemné prlibéZné instruovan Spolecnosti, a nebude dale shromazdovat a
zpracovavat takové Udaje hodnoceni Zadnym jinym zplisobem;

2. nezpfistupni nebo nepreda Udaje hodnoceni jakékoliv tfeti strané bez predchoziho pisemného
souhlasu Spolecnosti s vyjimkou pfipadd, (i) kdy je takové zpfistupnéni nebo pfedani vyZzadovano
jakymikoliv PrislusSnymi predpisy nebo dozorujicim ufadem, v kterémzto pfipadé Zpracovatel
bezodkladné pisemné vyrozumi Spolecnost (v kazdém pripadé béhem péti (5) kalendarnich dnd
od obdrzeni pozadavku) pred vyhovénim takovému pozadavku na zpfistupnéni nebo predani a
bude dodrzovat veskeré pfimérené pokyny Spolecnosti tykajici se takového zpfistupnéni nebo
predani, nebo (ii) kdy jde o zpfistupnéni nebo predani, jez je omezeno na osoby, které jsou
souCasti stejné skupiny spolecnosti jako dotCena strana Klinického hodnoceni a které maiji sidlo
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v nékterém Clenském staté EEA, jez je pottebuji znat k poskytovani sluzeb predpokladanych touto
Smlouvou, nebo (iii) kdy jde o zpfistupnéni nebo predani spolecnosti Amgen Inc., One Amgen
Center Drive, Thousand Oaks, CA 91320-1799, United States of America, zaméstnancim nebo
zastupclim s ni propojenych spolecnosti v EEA nebo zemich mimo EEA, véetné Spojenych statl
americkych, pfi sou¢asném dodrzeni prislusnych podminek stanovenych GDPR;

3. zajisti, aby veskera technicka a organizacni opatfeni k zajiSténi odpovidajici Urovné zabezpeceni
Udaj& hodnoceni uvedena v Protokolu nebo v ¢lanku 32 GDPR, resp. v jiném Pfislusném predpise
tykajicim se zpracovani a ochrany osobnich ddajd, Ci pozadovana prlib&Zné Spolecnosti byla vzdy
prijata tak, aby byly Udaje hodnoceni chranény proti nahodilému nebo neopravnénému zniceni,
ztraté, poskozeni nebo zméné, neopravnénym prenostim, stejné jako proti jinému
neopravnénému nebo nezakonnému zplisobu Zpracovani;

4. vyrozumi bezodkladné pisemné Spolec¢nost (v kazdém pfipadé do péti (5) kalendafnich dnd od
doruceni) o jakémkoliv sdéleni pfijatém od Subjektu Udajli, které se tyka prava Subjektu ddaji
na pristup, zménu, opravu nebo kopirovani jeho Udajé hodnoceni, a pred odpovédi na takovéto
sdéleni dodrZi veskeré pfiméfené instrukce SpoleCnosti;

5. zajisti, ze zastupci Zpracovatele opravnéni zpracovavat Udaje hodnoceni budou vazani stejnymi
povinnostmi k zachovani ddivérnosti podle této Smlouvy;

6. aniz by tim bylo omezeno pravo Spolec¢nosti na audit podle Smlouvy, Spolecnost a jeji zmocnénci
mohou, po pfiméfeném pisemném upozornéni, provést hodnoceni a audit dodrzovani této prilohy
Zpracovatelem. Zpracovatel a jeho zastupci musi spolupracovat se Spolecnosti pfi provadéni
jakéhokoli takového auditu;

7. bude spolupracovat se Spolecnosti pti jejich Zadostech o informace tak, jak je pfimérené tfeba,
aby (a) bylo dolozeno dodrzovani pozadavk(d stanovenych v této priloze (b) pomohl Spolecnosti
pri konzultacich nebo zodpovidani jakychkoli dotazli organdm vefejné spravy vcetné narodnich
Uradd na ochranu osobnich Gdajt a (c) pomohl Spole¢nosti vyhodnotit dopad Zpracovani podle
Smlouvy na soukromi; a

8. aniz by byla omezena oznamovaci povinnost Zpracovatele podle Smlouvy ¢i Prislusnych predpisd,
oznami Spolecnosti obratem elektronickou postou na privacyoffice@amgen.com, ale v Zadném
pfipadé ne pozdéji nez do 24 (dvaceti ¢tyr) hodin, jakmile Zpracovatel nebo jeho zastupci zjisti
nebo budou upozornéni na pfipad poruseni zabezpeceni osobnich Udajli Subjektu Gdajd.
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