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zakonik"), (dale jen ,Smlouva®):
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CLINICAL STUDY AGREEMENT

between

Boehringer Ingelheim RCV GmbH & Co
KG

Dr. Boehringer-Gasse 5-11, 1121 Vienna,
Austria

VAT-ID-No.: ATU 64226215

Company ID Number: 312077m
Registered with the Commercial Register
administered by the Commercial Court in
Vienna, Insert FN 312077 m

(hereinafter referred to as the “Sponsor”)
and

Masaryk Memorial Cancer Institute

with its registered seat at: Zluty kopec 543/7,
656 53 Brno, Czech Republic

ID No.: 00209805

VAT No.: CZ00209805

established by the decision of the Ministry of
Health of the Czech Republic dated 7. 9. 1990
Represented by: prof. Marek Svoboda, M.D.,
Ph.D., director

(hereinafter referred to as the “Center”)

and

(hereinafter referred to as the “Principal
Investigator”)

(the Center 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 Zadavatel pozadal
Smluvni partnery, aby provedli klinické
hodnoceni s hodnocenym léCivym
pripravkem Bl 765179 (dale jen ,Hodnoceny
1ék“) s ndzvem ,, Oteviena rozsirujici studie
fadze | na stanoveni davky Bl 765179 v
monoterapii a v kombinaci S
ezabenlimabem (Bl 754091) u pacientl s
pokroc€ilymi solidnimi nadory, a Bl 765179
v kombinaci s pembrolizumabem v prvni
linii PD-L1 pozitivniho metastazujiciho
nebo nelécitelného recidivujiciho
spinocelularniho karcinomu hlavy a krku
(HNSCC)“ s &islem 1463-0001 (dale jen
LStudie®), které je blize popsano v protokolu
¢. 1463-0001, ktery bude Smluvnim
partneriim predan Zadavatelem a ktery maze
byt ¢as od Casu Zadavatelem jednostranné
doplfhovan (dale jen jako ,Protokol®).

VZHLEDEM K TOMU, Ze Smluvni partnefi
berou na védomi, Ze regulaéni odpovédnost
a sponzorstvi Studie lezi na Boehringer
Ingelheim RCV GmbH & Co KG, Dr.
Boehringer-Gasse 5-11, 1121  Viden,
Rakousko, a  Boehringer Ingelheim
International GmbH, Binger Str. 173, 55216
Ingelheim am Rhein, Némecko;

VZHLEDEM K TOMU, ZE Zadavatel najal
smluvni vyzkumnou organizaci (Contract
Research Organisation — ,CRO"), aby jako
nezavisly dodavatel, ale nikoli strana této
Smlouvy vykonavala v zastoupeni
Zadavatele nékteré jeho ukoly ve vztahu ke
Studii, které mohou zahrnovat zejména
sjednavani a spravu smluv, monitorovani
mista vykonu klinického hodnoceni a/nebo
jiné innosti souvisejici se Studii; a

VZHLEDEM K TOMU, ZE Smluvni partnefi
disponuji znalostmi, zkuSenostmi a zdroji
nezbytnymi k provedeni Studie, dle jejich
nejlepsiho védomi maji pfistup
k pozadovanému poctu subjektll hodnoceni
dle kritérii pro zafazeni nebo vyfazeni, jak
jsou stanoveny v Protokolu, a jsou ochotni
Studii provést,

PROTO se smluvni strany (dale jen ,strany*
nebo ,smluvni strany“) dohodly nasledovné:
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Preamble

WHEREAS, the Sponsor asked the
Contracting Partners to conduct a clinical
Study involving the study drug BI 765179
(hereinafter called the “Study Drug”) named
“An open label, Phase | dose-finding and
expansion study of Bl 765179 as
monotherapy and in combination with
ezabenlimab (Bl 754091) in patients with
advanced solid cancers, and Bl 765179 in
combination with pembrolizumab in first-
line PD-L1-positive metastatic or
incurable, recurrent head and neck
squamous cell carcinoma (HNSCC)” with
the number 1463-0001 (hereinafter referred to
as the “Study”) as described in more detail in
protocol no. 1463-0001 which will be provided
to the Contracting Partners by the Sponsor
and which may be from time to time
unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

WHEREAS, the Contracting Partners
understand that the regulatory responsibility
and sponsorship of the Study lies with
Boehringer Ingelheim RCV GmbH & Co KG,
Dr. Boehringer-Gasse 5-11, 1121 Vienna,
Austria, and Boehringer Ingelheim
International GmbH, Binger Str. 173, 55216
Ingelheim am Rhein, Germany;

WHEREAS, Sponsor has engaged a Contract
Research Organisation (“CRQO”), to act as an
independent contractor, but not as a party to
this Agreement, to carry out on behalf of
Sponsor certain of Sponsor’s responsibilities
with respect to the Study, which may include,
but are not limited to, contract negotiation and
management, site payment, site monitoring,
and/or other Study related activities; and

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 Study
subjects based on the inclusion or exclusion
criteria as laid down in the Protocol and are
willing to conduct the Study.

the
the

THEREFORE,
referred to as

parties
“Parties” or

(hereinafter
the
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“Contracting Parties”) have agreed as
follows:
Cl. 1 — Pfedmét Smlouvy Article 1 — Subject of the Agreement

1.1 Prfedmétem této Smlouvy je provedeni 1.1 The subject of the Agreement is the

2.1

Studie v Centru a rozdéleni povinnosti
souvisejicich se Studii mezi Zadavatele
a Smluvni partnery. Pfedmétem této
Smlouvy jsou z&vazky Smluvnich
partneri  k provedeni  Studie za
podminek sjednanych v této Smlouveé a
zavazek Zadavatele k uhradé odmény
za fadné provedeni Studie. Jakékoli
odchylky od Protokolu a dodatky
k Protokolu, véetné avSak nejen
jakéhokoli vySetfovani nebo hodnoceni
doplriujicich klinickych &i laboratornich
parametr(l, vyzaduji pfedchozi pisemny
souhlas Zadavatele.

. 2 — Povinnosti Smluvnich partneru

Smluvni partnefi se zavazuji provést a
zdokumentovat Studii hospodarné a
s nalezitou odbornou péc&i v pfisném
souladu s (a) Protokolem; a (b)
podminkami této Smlouvy; a (c)
etickymi zasadami Helsinské deklarace;
a (d) Harmonizovanym TFistrannym
Guideline ICH pro spravnou klinickou
praxi v€etné jeho naslednych zmén a
obecné pfijimanymi standardy spravné
klinické praxe; a (e) vSemi pfisluSnymi

pravnimi  pfedpisy ohledné IéCiv,
ochrany osobnich (daji a ochrany
soukromi, ochrany hospodarské
soutéze, predpisy proti korupci a

uplatkafstvi a standardy primyslu
ohledné spoluprace farmaceutického
pramyslu s lékafskou profesi; a (f)
vesSkerymi  pfikazy a smérnicemi
pfislusnych organd vefejné moci a
spravy a etickych komisi, jsou-li takové
a (g) jakymikoli podminkami danymi
kompetentni Etickou komisi (,EK") (dale

souhrnné jako ,Pfislusné pravni
pfedpisy“). Centrum se zavazuje
poskytnout odpovidajici zdroje a

vybaveni k provadéni Studie.

performance of the Study at the Center
and the division of Study-related
obligations among the Sponsor 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
Sponsor 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 Sponsor.

Article 2 — Obligations of the Contracting

Partners

2.1. The Contracting Partners shall conduct

and document the Study in a diligent
and efficient manner in strict compliance
with (a) the Protocol; and (b) the terms
and conditions of this Agreement; and
(c) the ethical principles of the
Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for
Good Clinical Practice as amended from
time to time as well as generally
accepted standards of Good Clinical
Practice; and (e) all applicable legal
regulations, all applicable drug, data
protection/privacy, anti-competitive,
anti-corruption, anti-bribery and anti-
kickback law and all industry regulations
on the cooperation of the
pharmaceutical industry with the
medical profession, and (f) all orders
and directives of competent public
administration authorities and ethics
committees, if any, and g) any
conditions imposed by a competent
Institutional Review Board/ Ethics
Committee (“IRB / EC”) (in the following

collectively “Applicable Law”). The
Center shall provide adequate
resources and facilities for the

performance of the Study.
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2.2.

2.3.

2.4,

Studie bude v Centru provadéna pod
dohledem Hlavniho zkousSejiciho, ktery
je odpovédny za jeji fadny pribéh.

Hlavni zkouSejici je odpovédnym
vedoucim skupiny zkouSejicich
v pfipadé, Ze Studie je v Centru
provadéna vicero nez jednim

zkouSejicim (takovi dalSi zkousejici se
dale oznacuji jako ,Zkousejici“). Hlavni

zkouSejici je odpovédny za blaho
subjektd hodnoceni ucastnicich se
Studie z hlediska poskytovani

zdravotnich sluzeb na nalezité odborné
drovni.

Hlavni zkouS$ejici soucasné muze
slouzit pro Zadavatele jako kontaktni
osoba v Centru ve vztahu ke Studii,

pokud neni nize vtéto Smlouvé
stanoveno jinak. Hlavni zkouSejici
provadi Studii vV ramci svého

zameéstnaneckého pomeéru k Centru.

Centrum se zavazuje umoznit a Hlavni
zkouSejici se zavazuje zajistit, aby
ZkousSejici a ostatni osoby zahrnuté do
provadéni Studie (dale jen ,Clenové
studijniho tymu®) jednali v souladu
s podminkami této Smlouvy. Centrum se
prostfednictvim Hlavniho zkouSejiciho
zavazuje zajistit, ze puvodni i novi
Clenové studijniho tymu jsou Fadné
proskoleni, kvalifikovani a vzdélani,
obzvlast ze se =zucastrivji vSech
Skolicich setkani o Studii, v€etné Skoleni
na spravnou klinickou praxi
vyZadovanych a zajistovanych
Zadavatelem (Clenové studijniho tymu
v8ak nemusi Skoleni na spravnou
klinickou praxi absolvovat, pokud se
prokazi certifikatem z absolvovaného
8koleni spravné Kklinické praxe ne
starSim 2 let k datu zahajeni Studie).
Zadavatel ma pravo odmitnout konkrétni
Cleny studijniho tymu, pokud se
Zadavatel domniva, Ze nejsou pfislusné
vzdélani a/nebo kvalifikovani. Clenové
studijnino  tymu jsou zaméstnanci
Centra. Clenové studijniho tymu a Hlavni
zkouSejici se budou ucastnit 3koleni,
které v souvislosti se Studii pro tyto
osoby Zadavatel zorganizuje a Centrum
je povinno takovou uc€ast umoznit.
Zadavatel nahradi pfiméfené cestovni a
ubytovaci naklady souvisejici se

2.2.

2.3.

2.4,

Bl Contract No.: 860368

The Study at the Center shall be
conducted under the supervision of the
Principal Investigator who shall be
responsible for due course of the Study.
The Principal Investigator is the
responsible head of the group of
investigators in case the Study is
conducted at the Center by several
investigators (such additional
investigators hereinafter referred to as
“Investigators”). The Principal
Investigator is responsible for the well-
being of the Study subjects participating
in the Study in terms of professional
medical services provided.

The Principal Investigator may also
serve as the contact person for Sponsor
with regard to the Study at the Center,
unless this Agreement specifies
otherwise. The Principal Investigator
shall conduct the Study as part of his or
her employment at the Center.

The Center shall 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 Center 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
Sponsor (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 Sponsor shall have the
right to reject specific Study Team
Members, if the Sponsor deems them
not appropriately educated and/or
qualified. Study Team Members are
employees of the Center. Study Team
Members and the Principal Investigator
shall attend trainings organized for them
by the Sponsor in connection with the
Study, and the Center shall allow such
persons to attend. The Sponsor shall
reimburse reasonable travel and
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vzdélavanim podle tohoto ¢lanku, bude-
li to tfeba, ale za udast na takovém
vzdélavani nenalezi Gdéastnikim ani
nikomu jinému zadna odména.

Bl Contract No.: 860368

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 trainings.

2.5. Centrum se zavazuje umoznit Hlavnimu 2.5. The Center shall make it possible for the
zkousejicimu, Zkousejicim a Clenim Principal Investigator, Investigators and
studijniho tymu, udcCastnit se podle Study Team Members, as required, to
potfeby  setkani  zkouSejicich a participate in Investigators’ meetings
telekonferenci uskute€riovanych and teleconferences held in the course
v pribéhu Studie v rozsahu of the Study to the extent requested by
pozadovaném Zadavatelem. the Sponsor.

2.6. Kazdé smluvni zajisténi kterékoli 2.6. Any subcontracting of any of the
z povinnosti Centra na zakladé této Center's  obligations under this
Smlouvy tfeti stranou vyzaduje Agreement to a third party requires the
predchozi pisemny souhlas Zadavatele. prior written consent of the Sponsor.
Udéleni takového souhlasu je na Granting of such consent shall be within
vyluéném  rozhodnuti  Zadavatele. the Sponsor’s sole discretion. In the
V pfipadé  povoleného  smluvniho case that such consent is granted, the
zajisténi povinnosti Centrum: Center shall:

2.6.1 je povinno zajistit u subjektu, na néjz 2.6.1 make sure that such subcontractors
svou povinnost pfenasi, dodrzovani observe the terms and conditions
podminek, (a) které jsou vzhledem (a) that are relevant to the nature of
k charakteru pozadované sluzby requested services and similar to the
relevantni a podobné podminkam této terms and conditions of this
Smlouvy, vcetné, avSak nejen, Ihut Agreement, including -  without
k plnéni povinnosti, (b) na zakladé limitation - the timelines for fulfilling
kterych tfeti strana postoupi veskera obligations, (b) based on which the
prava k vysledkim své ¢innosti/Studie third party shall assign all rights with
na Centrum anebo Zadavatele a (c) dle regard to the results of its
kterych tfeti strana umozni Zadavateli performance/the Study to the Center
nebo  tretim stranam smluvné or the Sponsor and (c) based on which
opravnénym Zadavatelem a pfisluSnym the third party shall allow the Sponsor
regulatornim Gfadim provedeni auditd or third parties contracted by the
a inspekci u takové ftreti strany, coz Sponsor and competent regulatory
soucCasné neznamena omezeni authorities to perform audits and
povinnosti Centra ve vztahu k auditim a inspections at such a third party’ site,
inspekcim; a whereas this shall not Ilimit the

Center'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
v8ech zajisténych nebo delegovanych all delegated or subcontracted duties.
povinnosti.

2.7. Smluvni partnefi se zavazuji vynalozit 2.7. The Contracting Partners agree to make
veSkeré usili k zafazeni subjektl maximum efforts to enroll Study
hodnoceni do Studie v souladu subjects in the Study in accordance with

s pozadavky na zafazovani a lhatami
stanovenymi v Protokolu. Soucasné
IhGty vztahujici se k provadéni Studie
jsou nasleduijici:

the inclusion requirements and
timelines set forth in the Protocol. The
current timelines for conducting the
Study are as follows:
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2.7.1 Predpokladany

zacCatek
subjektd hodnoceni je I 2
predpokladane ukoncCeni | N
I Nébor subjektd hodnoceni se

vzdy fidi aktualnimi  podminkami
Protokolu.
2.7.2 Hlavni zkouSejici souhlasi, ze

2.8.

Zadavatel mize jednostranné kdykoli
zménit pocet subjektd hodnoceni, které
Hlavni zkou$ejici do Studie muze
zaradit a/nebo Casovy harmonogram
naboru, a to prostiednictvim vydani
prislusného pokynu ke Studii. Takovy
pokyn se nedotkne jiz zafazenych
subjektd hodnoceni.

Hlavni zkouSejici se zavazuje do Studie
zaradit pouze fadné zpUsobilé subjekty
hodnoceni v souladu s Protokolem.

2.9. Smluvni partnefi se zavazuji zajistit,

ze Studie bude provadéna v souladu
s povolenim vydanym dle nafizeni EU €.
536/2014 ze dne 16. 4. 2014 o klinickych
hodnocenich humannich  1é€ivych
pfipravki a o zruSeni smérnice
2001/20/ES a souhlasem pfislusnych
etickych komisi. Smluvni partnefi se
zavazuji poskytnout Zadavateli
soucCinnost pfi pfipravé dokumentd
tykajicich se Studie a pfedat Zadavateli
nebo treti strané uréené Zadavatelem
bezodkladné veskera prohlaseni
nezbytna k povoleni Studie
regulatornimiorgany a/nebo  etickymi
komisemi, vCetné av8ak nejen (i)
ProhlaSeni o finan¢nich zgjmech, (ii) CV
a (iii) potvrzeni o odpovidajicim vybaveni
mista hodnoceni. Smluvni partnefi se
zavazuji  zajistit, ze  poskytnuté
dokumenty tykajici se Studie jsou Uplné
a spravné. Napfiklad, Prohlaseni o
finan€nich zajmech musi obsahovat
veSkeré finan¢ni vztahy mezi Hlavnim
zkousejicim a  kterymkoli  Clenem
studijniho tymu, a jejich finan¢ni zajmy,
na jedné strané a Zadavatelem anebo
kteroukoli spole¢nosti propojenou se
Zadavatelem, na strané druhé, vcetné —
avSak nejen — odmény nebo jiného
finanéniho prospéchu pfijatého kazdym
z nich od Zadavatele nebo kterékoli ze
spole¢nosti propojenych se
Zadavatelem za konzultacni cinnosti

2.7.2

2.8.

2.9.

Bl Contract No.: 860368

naboru 2.7.1 Recruitment of Study subjects is

expected to begin on G
and to be completed by N

Recruitment of Study subjects is
always governed by current terms and
conditions of the Protocol.

The Principal Investigator agrees that
the Sponsor may unilaterally change
the number of Study subjects that the
Principal Investigator shall include in
the Study and/or the recruitment
timeframe by issuing a relevant
instruction for the Study. Such an
instruction shall not concern the
already included Study subjects.

The Principal Investigator agrees to
include in the Study only such Study
subjects that are duly suitable for the
Study in compliance with the Protocol.

The Contracting Partners agree to
ensure that the Study shall be
conducted in compliance with the
approval issued according to EU
Regulation No. 536/2014 of
16 April 2014 on clinical trials and
medicinal products for human use and
repealing Directive 2001/20/EC and
approval of the competent ethics
committee. The Contracting Partners
agree to cooperate with the Sponsor in
preparing documents concerning the
Study and to immediately provide the
Sponsor or a third party specified by the
Sponsor with all declarations necessary
for the approval of the Study by
regulatory authorities and/or ethics
committees, including without limitation,
if applicable, (i) Financial Interest
Declarations, (i) CVs and (iii)
confirmation of adequate Study 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 Sponsor or any of the
Sponsor’s affiliates, on the other hand,
including - but not limited to -
remuneration or other financial benefits
received by each of them from the
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nebo jiné sluzby nepokryté touto
Smlouvou. Potvrzeni o financnich
zajmech by méla byt pFedlozena

v pribéhu Studie, pfi jeji zméné a jeden
rok po skonéeni Studie. ,Propojenou
osobou® se rozumi jakakoli pravnicka
osoba nebo spoleCnost, ktera pfimo
nebo nepfimo, prostfednictvim jednoho
¢i vice prostfedniku, vykonava kontrolu,
je kontrolovana anebo je pod spole¢nou
kontrolou se smluvni stranou.

2.10. Hlavni zkouS$ejici se zavazuje vSechny

subjekty  hodnoceni  odpovidajicim
zplsobem informovat o  cilech,
metodach, predpokladanych pfinosech
a potencialnich rizicich Studie a o
okolnostech, za kterych by jejich osobni
udaje mohly byt  zpfistupnény
Zadavateli, jeho Propojenym osobam,
pfislusnym organdm, tfetim stranam,
jez poskytuji sluzby Zadavateli a/nebo
etickym komisim. Hlavni zkouSejici se
zavazuje zajistit, ze subjekty hodnoceni
se zucastni Studie teprve poté, co
podepisi informovany souhlas subjektu
hodnoceni poskytnuty Zadavatelem.
Smluvni partnefi zajisti, Ze platny,
datovany a podepsany informovany
souhlas zajisti od kazdého subjektu
hodnoceni a Ze bude kryt (a) ucast
subjektu ve Studii, (b) sbér, uchovavani
a spravu osobnich dat subjektu Studie
vzhledem ke Studii, v souladu s
formulafem informovaného souhlasu
poskytnutym Zadavatelem a
schvalenym  odpovédnou Etickou
komisi. Hlavni zkouS$ejici uchova
origindl  takového  souhlasu ve
zdravotnické dokumentaci  subjektu
hodnoceni. Pokud subjekt hodnoceni
svUj souhlas v pribéhu Studie odvola,
Smluvni partnefi nesmi ve vztahu
k tomuto subjektu hodnoceni proveést
zadné dalSi postupy vramci Studie
vyjma pripadnych opatfeni tykajicich se
nasledného sledovani pfedepsanych
Protokolem, s nimiz subjekt hodnoceni
souhlasil. Nasledna lécba subjektu
hodnoceni, ktera nesouvisi se Studii, je

vyhradni Iékafskou odpovédnosti a
pravni odpovédnosti Smluvnich
partner(.

2.10.
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Sponsor or any of the Sponsor’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.

The Principal Investigator agrees to
appropriately inform all Study subjects
of the aims, methods, expected benefits
and potential risks of the Study and the
circumstances under which their
personal data might be disclosed to the
Sponsor, its Affiliates, competent
authorities, third parties providing
services for the Sponsor and/or ethics
committees. The Principal Investigator
agrees to ensure that the Study subjects
shall not participate in the Study until
after they sign their informed consent
provided by the Sponsor. Contracting
Partners shall ensure that a valid, dated,
signed informed consent is obtained
from each Study subject covering (a)
Study subject’s participation in the
Study, and (b) collection, storage and
processing of Study subject’s personal
data in relation with the Study, in
accordance with the formed consent
form provided by Sponsor and approved
by the competent IRB/EC. The Principal
Investigator shall keep the original of
such consent in the Study subjects’
medical records. If such consent is
revoked in the course of the Study, no
further Study-related procedures may
be performed by the Contracting
Partners with regard to the respective
Study subject, except for any Study-
related follow-up monitoring laid down in
the Protocol and consented to by the
Study subject. Subsequent treatment of
the Study subject, which is not related to
the Study, lies in the sole medical
responsibility and legal liability of the
Contracting Partners.
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2.11. Smluvni partnefi se zavazuji zajistit, ze 2.11. The Contracting Partners shall ensure

2.12.

2.13.

2.14.

subjekty hodnoceni zafazené do Studie
se v Centru nebudou ucastnit
specifického |é¢ebného programu dle §
49 zakona ¢. 378/2007 Sb., o lé€ivech
(dale jen ,zakon o lé€ivech®) ani jiného
klinického hodnoceni, pfi kterém by
subjekty hodnoceni uzivaly v Ceské
republice neregistrovany léCivy
pfipravek v pribéhu Studie ani béhem
doby preruseni Studie specifikované
v Protokolu bez prfedchoziho
pisemného souhlasu Zadavatele.

Pokud v prabéhu Studie v Centru dojde
k poSkozeni zdravi subjektu hodnoceni,
Smluvni partnefi se zavazuji informovat
o kazdé takové udalosti Zadavatele (i)
v pfipadé zavazného nezadouciho
u¢inku a/nebo zavazné nezadouci
prihody a/nebo v pfipadech téhotenstvi,
jsou-li takové, nejpozdéji do 24 hodin a
(i) v pfipadé nezadouciho ucinku
a/nebo nezadouci pfihody neprodlené
v ramci lhat stanovenych v Protokolu a
jinych pokynech danych Zadavatelem o
hlaseni dat tykajicich se bezpelnosti.
Soucasti takového hlaSeni musi byt
také posouzeni pfricinné souvislosti. O
jakémkoliv  jiném poskozeni zdravi
subjektu hodnoceni nebo jakémkoliv
zavazném poruseni Protokolu nebo
pokynt spravné Kklinické praxe musi
Smluvni partnefi informovat Zadavatele
bez zbytecného odkladu.

Smluvni partnefi se =zavazuji bez
zbyte€ného prodleni zodpovédét
vSechny dotazy Zadavatele nebo osob
povéfenych Zadavatelem tykajici se
dokumentace neZadouci udalosti. Toto
zahrnuje zejména aktivni néasledné
sledovani a objasnéni pfisludnych
nesrovnalosti v hlaSenich nezadoucich
pfihod a pfipadl téhotenstvi. Za ucelem
hlaseni nezadoucich pfihod a pfipadu
téhotenstvi jsou Smluvni partnefi
povinni pouzivat formulafe poskytnuté
Zadavatelem, jsou-li takové.

Béhem a po skonleni Studie se
zavazuji Smluvni partnefi predlozit
Zadavateli veSkeré dokumenty pfijaté
od ufadl, etickych komisi a/nebo
prislusnych regulatornich ~ organ(
tykajici se jakychkoli souhlasi nebo
povoleni nebo pfislusné komunikace

2.12.

2.13.

2.14.

that the Study 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 Study
in which the Study 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 Sponsor.

If in the course of the Study at the
Center Study subjects’ health is
harmed, the Contracting Partners shall
inform the Sponsor of any such event (i)
in case of any serious adverse effect
and/or serious adverse events and/or, if
applicable, in case of pregnancy, within
24 hours at the latest and (ii) in case of
any adverse effect and/or adverse event
immediately within the timelines
specified in the Protocol and other
instructions on safety-related data
reporting provided by the Sponsor.
Such reporting must also include an
assessment of causality. Any other
harm to health of Study subjects or any
serious breach of the Protocol or good
clinical practice guidelines must be
reported to the Sponsor without undue
delay.

The Contracting Partners agree to
immediately answer any questions of
the Sponsor or persons authorized by
the Sponsor regarding adverse event
documentation. This includes - but is not
limited to - active follow-up monitoring
and clarification of relevant
inconsistencies in adverse event and
pregnancy reports. For the purposes of
adverse event and pregnancy reporting,
the Contracting Partners must use the
forms provided by the Sponsor, if
applicable.

During and after completion of the
Study, the Contracting Partners shall
submit to the Sponsor all documents
received from authorities, ethics
committee/s, and/or competent
regulatory authorities regarding any
consent or authorization or safety-

Clinical Trial Agreement Bl Trial 1463-0001/ Czech Republic/ Site CZE2 / Institution and Investigator
Smlouva o klinickém hodnoceni Bl Studie 1463-0001/ CZE2 / Zdravotnické zafizeni a Hlavni zkouSejici
Page 8 of 69



2.15.

2.16.

2.17.

vztahujici se k bezpecnosti ve vztahu ke
Studii do 24 hodin od jejich obdrzeni.

Smluvni partnefi se zavazuji pouzivat
Hodnoceny 1ék vyhradné pro ucely
provadéni Studie a pouze zplsobem

specifikovanym v Protokolu. Smluvni
partnefi jsou odpovédni za fadné
prijimani, pouzivani, nakladani,

skladovani a vedeni dlkladné a presné
evidence zachazeni s Hodnocenym
lékem v prubéhu Studie v souladu
s pozadavky spravné klinické praxe,
spravné |ékarenské praxe a
Protokolem. Navic se Smluvni partnefi
zavazuji vratit anebo zajistit fadnou
likvidaci nepouzitého Hodnoceného
léku, pokud si Zadavatel likvidaci
vyzadal (na naklady Zadavatele), a tuto
likvidaci fadné zdokumentovat. V
pfipadé nacatého a nespotifebovaného
Hodnoceného Iéku, jehoz forma podani
je infuze, zajisti Smluvni partnefi
likvidaci ihned po pfipravé Ci upravé
Hodnoceného Iéku.

Centrum se timto zavazuje zajistit
uskladnéni, pfipravu, kontrolu a
distribuci Hodnoceného léku v souladu
s ustanovenim Protokolu, platnych
zadkonl a v souladu se vSemi
ustanovenimi pokynu LEK-12 Statniho
ustavu pro kontrolu I[éCiv. Smluvni
partnefi nebudou vyzadovat zaplaceni
Hodnoceného 1éku nebo jakékoliv
sluzby hrazené Zadavatelem podle této
Smlouvy po subjektu hodnoceni nebo
tfeti strang, jako je napfiklad zdravotni
pojistovna.

Centrum se zavazuje jmenovat
dostateCny pocCet zastupcu, ktefi splnuji
kvalifikaéni pozadavky na vykon
povolani farmaceuta ve smyslu zadkona
€. 95/2004 Sb., o podminkéach ziskavani
a uznavani odborné zpusobilosti a
specializované zpUsobilosti k vykonu
zdravotnického povolani |ékare,
zubniho lekare
a farmaceuta, ve znéni pozdéjSich
predpisu, nebo farmaceutického
asistenta ve smyslu zakona ¢. 96/2004
Sb., o nelékaiskych zdravotnickych
povolanich, ve znéni pozdé&jSich

2.15.

2.16.

2.17.

Bl Contract No.: 860368

related communication with respect to
the Study within 24 hours following their
receipt.

The Contracting Partners agree to use
the Study Drug exclusively for the
purposes of conducting the Study and
only as specified in the Protocol. The
Contracting Partners are 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
Sponsor requested such liquidation (at
the expense of the Sponsor), 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 Center 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 Study
subject or third party, such as a health
insurance company, for the Study Drug
or for any services paid for by the
Sponsor under this Agreement.

The Center 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 recognition of
professional gualifications and
specialized qualifications for physicians,
dentists and pharmacists, as amended,
or 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
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2.18.

2.19.

2.20.

predpist.  Tito  zastupci  budou
odpovédni za nakladani s Hodnocenym
lékem a =za vedeni souvisejicich
zaznaml a dokumentace. |hned po
jmenovani tohoto zastupce nebo
zastupcl, oznami Centrum Zadavateli
pisemné jméno a pfijmeni povéfenych
osob ¢&i osob, spolu s pfisluSnymi
kontaktnimi informacemi.

Hlavni zkouSejici se zavazuje odebirat
Hodnoceny Iék v souladu s Protokolem,
a to v davkovani potfebném pro kaZzdou

jednotlivou navstévu subjektu
hodnoceni.
Kdykoli o to Zadavatel pozada, zavazuji

se Smluvni partnefi podat hlaseni o
postupu ve Studii v Centru véetné udaju
0 zafazovani subjektl hodnoceni.

Hlavni zkousejici je povinen
shromazdovat data a vkladat je do 2
pracovnich dnd do elektronickych
zaznamovych listd (dale jen ,CRFY)
v souladu s naleZitostmi stanovenymi

v Protokolu. Hlavni zkouSejici se
zavazuje pravidelné predavat
Zadavateli CRF a veskerou

dokumentaci vyZadovanou Protokolem,

aby je Zadavatel mohl pfimo i
prostfednictvim jiného subjektu
pribézné  zpracovavat. V pfipadé

prodleni delSim nez 10 pracovnich dn{

s vkladanim 0dajd  je  Zadavatel
opravnén, na zakladé pisemného
oznameni doruéeného Hlavnimu
zkouSejicimu,  zastavit zafazovani
subjektu hodnoceni Hlavnim

zkousSejicim az do doby, kdy je vkladani
udaju aktualizované. Pokud bude mit
toto za nasledek prodleni v zafazovani
subjektd hodnoceni, Zadavateli pFislusi
prava stanovena v ¢l. 12.4. Ve |huté 5
pracovnich dnl po oSetfeni posledniho

ze subjektd hodnoceni, musi byt
dokonceno vlozeni veskerych
zbyvajicich CRF, souvisejici

dokumentace a rovnéz nepouzité CRF
v listinné podobé, jsou-li takové, musi
byt pfedany Zadavateli anebo na
pozadani Zadavatele zni¢eny. Smluvni
partnefi se zavazuji  poskytovat
soucinnost pfi pohotovém objasfovani
jakychkoli dotazi tykajicich se udaju

2.18.

2.19.

2.20.

Bl Contract No.: 860368

Drug and for keeping related records
and documentation. Immediately after
the appointment of the
representative(s), the Center shall notify
the Sponsor in writing about the first and
last name and contact details of such
appointees.

The Principal Investigator agrees to
draw the Study Drug in compliance with
the Protocol and in doses required for
every visit of the Study subject.

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

The Principal Investigator must collect
data and enter them within two (2)
working days of their generation 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 Sponsor so that the
Sponsor could process them directly or
through another entity on a continuous
basis. In case of a delay with data
entering for more than ten (10) working
days, the Sponsor shall have the right
by giving written notice to the Principal
Investigator to stop the recruitment of
Study subjects by the Principal
Investigator until data entering is up to
date. If this results in a delay with
recruiting Study subjects, the Sponsor
shall have the rights set forth in Article
12.4. Within five working days of the last
Study subject’s treatment, all
outstanding CRFs must be entered and
related documentation as well as
unused paper CRFs, if applicable, must
be forwarded to the Sponsor or
destroyed upon the Sponsor’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
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2.21.

2.22.

v CRF a vénovat se témto dotazim a
zodpovidat je nejpozdéji ve lhaté [5
(péti)] pracovnich dnu. Zadavatel muze
pozadovat odpovédi i v kratSim
Casovém useku s ohledem na kli¢ova
stadia Studie, jako napf. Cista databaze.
Smluvni partnefi se dale na zadost
Zadavatele zavazuji poskytovat
pfiméfenou soudinnost pfi prFipravé
celkové zpravy o Studii. Centrum zajisti,
ze CRF nebudou pfistupné nikomu
jinému nez Clendm studijniho tymu a
Hlavnimu zkouSejicimu a pfistup k nim,
pokud budou v elektronické podobé,
bude chranén pfistupovym jménem a
heslem.

Hlavni zkouSejici je povinen zajistit, Ze
vSechny CRF poskytnuté Zadavateli
jsou pravdivé, pfesné a fadné vyplnény
a ze jsou vérnym odrazem skutec¢nych
vysledkt Studie. Hlavni zkouSejici se
rovnéz zavazuje pfedat Zadavateli
kopie vSech zprav, vcCetné vSech
aktualizaci a zmén, které si vyzadala
eticka komise.

Smluvni partnefi se zavazuji udrzovat,
spravovat, udrzovat v aktualnim a
kompletnim  stavu, uchovavat a
uskladnit v8echny zakladni dokumenty
vztahujici se ke Studii, které umozni
kontrolu provadéni Studie a kvality
generovanych dat (Investigator Site
File), vCetné, ale bez omezeni na,
pisemné a elektronické zaznamy, kopie
listinnych originald i elektronickych
CREF, ucty, poznamky, zpravy, materialy
a data, at' uz sebrané nebo provedené v
ramci Studie, jak je vyzadovano
Pfislusnymi pravnimi pfedpisy a v
plném souladu s Protokolem.

Smluvni partnefi se zavazuji (i)
uchovdvat a  skladovat takové
dokumenty  bezpeCnym  zpusobem
odpovidajicim danému typu dat a v

souhlasu s Pfislusnymi  pravnimi
pfedpisy, a (i) chranit takové
dokumenty pred neopravnénym

pouzitim, pFistupem,
kopirovanim, zvefejnénim, ztratou a
poskozenim.

Centrum se zavazuje uchovavat
veSkerou  elektronickou i  jinou
dokumentaci, véetné zdrojové

2.21.

2.22.

Bl Contract No.: 860368

Sponsor 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 Sponsor’s
request. The Center shall ensure that
CRFs shall not be available to any
persons other than Study Team
Members and the Principal Investigator
and that access to CRFs, if they are in
electronic form, shall be protected by
user name and password.

The Principal Investigator shall ensure
that all CRFs submitted to the Sponsor
are true, complete, correct and accurate
and reflect the actual results of the
Study. The Principal Investigator also
agrees to provide the Sponsor with
copies of all reports, including all
updates and changes, that were
requested by the ethics committee.

The Contracting Partners  shall
maintain, organize, keep current,
complete, preserve and store all

essential documents relating to the
Study which allow verification of the
conduct of the Study and the quality of
the data generated (Investigator Site
File), including, but not limited to, written
or electronic records, copies of paper
original and electronic CRFs, accounts,
notes, reports, materials and data
collected or performed as part of the
Study, required by Applicable Law, in
full compliance with the Protocol.

Contracting Partners shall (i) maintain
and store such documents in a secure
manner appropriate to the applicable
data type and in accordance with
Applicable Law, and (i) protect
documents from unauthorized use,
access, duplication, disclosure, loss and
damage.

The Center shall keep all electronic and
other documents, including without
limitation, source documents and the
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2.23.

dokumentace a slozky ZkouSejiciho,
vyZzadovanych ICH pfedpisy a
prislusnymi pravnimi predpisy
upravujicimi provadéni Studie, po delSi
Z nasledujicich dvou dob: 1) dvacet pét
let (25) let po skonCeni Studie nebo 2)
jakoukoli delsi dobu pro archivaci
dokumentace stanovenou pfislusnymi
pravnimi predpisy. Studijni
dokumentace musi byt uchovavana na
vhodném misté a vhodnym zplsobem a
Centrum je povinno vést zdznamy o
misté, kde je dokumentace Studie
uchovavana, aby tato byla pohotové
k dispozici na Zzadost povéfeného
zastupce Zadavatele, etické komise,

auditora nebo pfislusnych Udfada.
Centrum je povinno Zadavatele
informovat v pfipadé, Zze planuje

archivovat dokumentaci Studie mimo
své vlastni prostory.

Smluvni partnefi nepfevedou nebo
jinak nezpfistupni Zadavateli jakékoli
zakladni dokumenty obsahujici osobni
Udaje subjektl Studie, leda Ze takové
udaje byly pseudoanonymizovany (de-
identifikovany), nebo je takové
zpfistupnéni pozadovano Pf¥islusnymi
pravnimi pFfedpisy nebo vyzadano
organy vefejné moci nebo etickymi
komisemi. Zadavatel vS8ak muze urcit

své zaméstnance nebo externi
dodavatele (monitory klinického
hodnoceni) k dohledu a kontrole
pfesnosti a Uplnosti  zakladnich

dokument v Centru, a to za ucelem
zajisténi souladu s PfisluSnymi pravnimi
predpisy; témto monitorim klinického
hodnoceni je zakdzano zpfistupnit
Zadavateli jakékoli osobni ddaje
subjektd Studie.

Smluvni partnefi jsou si védomi, Ze
Zadavatel, jeho zastupci, a pfipadné i
Etické komise a regulatorni autority
véetné zahranicnich, mohou v souladu
PfislusSnymi  pravnimi predpisy: (i)
provadét inspekce ve vSech mistech a
zarfizenich pouzivanych v ramci Studie,
(ii) monitorovat a/nebo provadét audit
Studie, (iii) provadét inspekce, audity
a/nebo kopirovat jakékoli dokumenty
Studie, zdrojova data nebo dokumenty,
zdravotnické zaznamy, pracovni
zaznamy a pozadované licence,

Bl Contract No.: 860368

Investigator’s files required by ICH
guidelines and Applicable Law regulating
Study performance for the longer of the
two following periods: 1) twenty five (25)
years after the end of the Study, or 2) any
longer documentation archiving period
laid down in applicable legal regulations.
Study documentation must be kept in a
suitable location and manner, and the
Center must keep record of the location
where Study documentation is stored to
ensure that it is readily available upon
the request of the Sponsor’s appointed
representative, the ethics committee, an
auditor or competent authorities. The
Center must notify the Sponsor in the
event that the Center plans to archive
Study documentation outside of its own
premises.

The Contracting Partners must not
transfer or make in any other way
accessible to Sponsor any essential
documents containing personal data of
Study subjects, unless such data has
been pseudonymized (de-identified) or if
such disclosure is required under
Applicable Law or requested by public
regulatory bodies or ethics committees;
however, Sponsor may assign certain of
its employees or external vendors
(clinical research associates) to review
and control accuracy and completeness
of the essential documents in order to
comply with Applicable Law at Center or
Principal Investigator; such clinical
research associates are restricted from
disclosing any personal data of Study
subjects to Sponsor.

2.23. The Contracting Partners understand

that the Sponsor, its agents and, when
applicable, IRB / EC and regulatory
authorities, including foreign regulatory
authorities in accordance with the
relevant legal regulations: may: (i)
inspect any facilities used for the Study,
(i) monitor and/or audit the Study, (iii)
inspect, audit and/or copy any and all
Study documents, source data /
documents, medical records, work
product, and required licenses,
certificates and accreditations, or (iv)
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2.24.

certifikaty a akreditace, nebo (iv)
provadét rozhovory s jakymikolivv
osobami pracujicimi na Studii, a to v
mife nezbytné pro monitorovani
fadného prabéhu studie a za podminky
dodrzeni  ustanoveni o ochrané
osobnich udaju subjektd Studie dle této
Smlouvy.

Smluvni partnefi se zavazuji pfiméfené
podporovat tyto monitorovaci aktivity,
vCetné ale bez omezeni, poskytnutim
pristupu povéfenému zastupci
Zadavatele do prostor a k datim dle

potreby a spolupracovat se
Zadavatelem nebo pfislusnou treti
stranou vtomto ohledu. Na Zadost

Zadavatele jsou Hlavni zkousSejici a
Clenové studijniho tymu povinni se
zUuc&astnit osobni diskuze.

Déle pak bé&éhem doby ucinnosti této
Smlouvy a v obdobi dvaceti Ctyf (24)
mésicu po ukon&eni Studie ma
Zadavatel pravo vyzadat si vybrané
finanéni  zdznamy  tykajicich se
klinického hodnoceni, nebudou-li tyto
v souladu S pravnimi predpisy
skartovany. Centrum a  Hlavni
zkouSejici budou spolupracovat na
jakychkoli  kontrolnich aktivitach a
poskytnou v&asny pfistup k poZadované
dokumentaci a do pozadovanych
prostor, dale také zajisti stejnou
spolupréaci Clent studijniho tymu.

Zadavatel a statni organy, jako je napf.
Urad pro potraviny a léky Spojenych
statu americkych (,FDA®) maji pravo
provadét audit Ci inspekci zaznamu
Smluvnich partnerti, veskeré jiné
dokumentace a prostor souvisejicich
s provadénim Studie, a to kdykoli
v pribéhu a/nebo po dobu 25 let po
skonéeni Studie a bez jakychkoli naroku
Smluvnich partnerd na zvlastni platbu.
Takovy audit Ci inspekci je Zadavatel
povinen pfiméfené prfedem ohlasit
v pfipadé, Ze je provadén Zadavatelem.
Smluvni partnefi  jsou povinni
poskytovat Zadavateli, jim povéfenym
zastupcim nebo veSkerym statnim
organtiim soucinnost pfi plnéni jejich
tloh  vsouladu s Protokolem a
podniknout veSkeré pFfiméfené kroky

2.24.

Bl Contract No.: 860368

interview any person involved in the
Study, in a scope necessary for the
monitoring of proper study conduct and
subject to compliance with the Study
subjects’ personal data protection
stipulations of this Agreement.

The Contracting Partners agree to
appropriately support such monitoring
activities, including without limitation, by
providing the Sponsor's appointed
representative with access to the
facilities and data as necessary and to
cooperate with the Sponsor or the
relevant third party in this regard. The
Principal Investigator and Study Team
Members must patrticipate in personal
discussions upon the request of the
Sponsor.

Additionally, during the term of this
Agreement and for a period of twenty-
four (24) months after completion of the
Study, Sponsor shall be entitled to
request specific Study-related records
of financial transactions, if these are not
shredded in accordance with Applicable
Law. Center and Principal Investigator
will, and will cause its Study Team
Members to, cooperate with any of the
foregoing activities and will provide

timely access to requested
documentation and facilities.
The  Sponsor and  government

authorities, such as for example the US
Food and Drug Administration (the
“FDA”) have the right to audit or inspect
the Contracting Partners’ records, any
and all other documentation and the
facility relating to the Study at any time
during the Study and/or for another 25
years after completion of the Study and
without the Contracting Partners’ right to
special payment. The Sponsor must
announce such audit or inspection
sufficiently in advance, provided that it is
carried out by the Sponsor. The
Contracting Partners must assist the
Sponsor, its designated representatives
or all government authorities in
performing their tasks pursuant to the
Protocol and take any and all
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2.25.

2.26.

pozadované Zadavatelem nebo
statnimi organy za ucelem odstranéni
nedostatkl zjisténych béhem auditu
nebo inspekce.

Smluvni partnefi se zavazuji, ze béhem
a po skonc&eni Studie, umozni a budou
podporovat veskeré kontroly
odpovédnych ufadu bez jakychkoli
narokl na zvlastni odménu ¢i nahradu.
Smluvni partnefi jsou povinni informovat
Zadavatele o kazdé takové inspekci Ci
zaméru takovou inspekci provést ihned
poté, co se 0 nich dozvi. Smluvni

partnefi se zavazuji umoznit, aby
Zadavatel mohl byt pfitomen na kazdé
inspekci  provadéné urady nebo

podobnymi institucemi. Pfed vyjadfenim
se k nalezlim takové inspekce, budou-li
néjaké, jsou Smluvni partnefi povinni
odpoveéd posoudit a prodiskutovat se
Zadavatelem. Smluvni partnefi bez
zbyte¢ného odkladu poskytnou kopie
jakychkoliv ~ zjisténi nebo  kontrol
odpovédnych ufadd ve vztahu ke Studii.

Smluvni partnefi nesmi védomé
vyuzivat sluzeb, bez ohledu na jejich
objem, Zzadnych osob, jim bylo

poskytovani téchto sluzeb zakazano
FDA nebo kterymkoli jinym pfislusnym
organem v pribéhu provadéni Studie.
Smluvni  partnefi dale zavazné
prohladuji, Ze dle jejich znalosti ani jim
ani jejich zaméstnancim, zmocnéncim
Gi  zastupclm, ktefi se Gcastni
provadéni Studie, nebylo zakazano
provadét Cinnosti, jez jsou provadéné
v ramci Studie, ze strany FDA ¢i jiného
organu, ani podle jejich nejlepSiho
védomi v souasné dobé& neprobiha
Zadné fizeni tykajici se takového
zakazu ve vztahu ktémto osobam,
zejména na zakladé (i) United States 21
U.S.C. 8 335a a (ii) Hlavy 21 Code of
Federal Regulation § 312.70. Smluvni
partnefi se zavazuji v pribéhu Studie a
po dobu 3 let po jejim ukon&eni ihned
informovat Zadavatele, pokud se dozvi,
7e bude zahajeno takové fizeni ve
vztahu  k Hlavnimu  zkouSejicimu,
Centru &i jeho zaméstnanci. Smluvni
partnefi dale zaru€uji a zavazuiji se, ze
dle jejich znalosti nejsou subjektem
predchozich ani probihajicich Setfeni,

2.25.

2.26.
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reasonable actions requested by the
Sponsor or government authorities to
remedy deficiencies noted during an
audit or inspection.

The Contracting Partners shall, during
and after the Study, allow and support
any inspections of responsible
authorities without any right to special
payment or reimbursement. The
Contracting Partners must inform the
Sponsor about any such inspection or
the intent to conduct such inspection as
soon as the Sponsor learns about it. The
Contracting Partners shall allow the
Sponsor to be present at any inspection
conducted by authorities or similar
institutions. Prior to responding to the
findings of any such inspection, if any,
the Contracting Partners must review
and discuss such response with the
Sponsor. The Contracting Partners shall
promptly provide the Sponsor with a
copy of any findings or controls of the
responsible authorities in relation to the
Study.

The Contracting Partners may not
knowingly use the services, regardless
of their volume, of any person prohibited
to provide such services by the FDA or
any other competent authority in the
course of the Study. Furthermore, the
Contracting Partners represent and
warrant that, as far as they know,
neither them nor their employees,
agents or representatives, who are
involved in the Study, have been
prohibited by the FDA or any other
competent authority to perform the
activities that are performed during the
Study, nor that they are currently, to the
best of their knowledge, the subject of
proceedings concerning such
prohibition by the FDA or any other
authority, in particular on the basis of (i)
United States 21 U.S.C. Section 335a
and (i) Title 21 Code of Federal
Regulation, Section 312.70. During the
Study and for a period of 3 years after
its completion, the Contracting Partners
agree to promptly notify the Sponsor
about any such proceedings initiated
against the Principal Investigator, the
Center or its employees. Furthermore,
the Contracting Partners represent and
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2.27.

2.28.

vyzev, upozornéni nebo vymahani
rozhodnuti organt statni spravy
vztahujicich  se ke klinickému

hodnoceni, které by nebyly ozndmeny
Zadavateli. V pfipadé, ze nastane
skuteCnost podle pFfedchozi véty ve
vztahu ke Studii, Smluvni partnefi to bez
zbyte¢ného odkladu sdéli Zadavateli.

V pfipadé, Ze Hlavni zkouSejici
v prubéhu Studie ukongi
pracovnépravni vztah s Centrem,

Centrum je povinno o této skute€nosti
informovat Zadavatele neprodlené poté,
co se o tom dozvi, a soucasné
navrhnout fadné kvalifikovanou osobu
jako nového hlavniho zkouSejiciho.
Zadavatel ma pravo vznést namitky vaci
tomuto nahrazeni. Centrum se zavazuje
s vynaloZzenim maximalniho  Usili
pozadovat po novém hlavnim
zkousejicim, aby se pisemné zavazal
k dodrzovani podminek sjednanych
vtéto Smlouvé. Pokud Centrum a
Zadavatel nejsou schopni domluvit se
na osobé nového hlavniho zkous$ejiciho
anebo pokud novy hlavni zkouSejici
neni ochoten zavazat se k podminkam
stanovenym touto Smlouvou, Zadavatel
je opravnén vypovédét tuto Smlouvu
v souladu s ¢l. 12.5. Centrum a Hlavni
zkouSejici  jsou povinni neprodlené
pisemné informovat Zadavatele o vSech
zménach, které maiji vliv na dostupnost
zdroja a/nebo Clen(i studijniho tymu
provadéjiciho Studii.

Smluvni partnefi se zavazuji pfimo a
neprodlené informovat Zadavatele

Boehringer Ingelheim RCV GmbH & Co
KG, Dr Boehringer Gasse 5-11, 1121
Viden, Rakousko, Oddéleni LAW RCV

v pfipadé, Zze subjekt hodnoceni
uCastnici se Studie oznami ¢i vyjadfi
nazor, ze doslo k poskozeni jeho zdravi
v dusledku ucdasti ve Studii, a Zze ma
proto pravo na finanéni nahradu.

2.27.

2.28.
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warrant that, as far as they know, they
are not the subject of any past or current
investigations, inquiries, warnings or
enforced decisions of public
administration authorities that concern
the clinical Study and have not been
disclosed to the Sponsor. The
Contracting Partners shall notify the
Sponsor about the fact described in the
previous sentence without undue delay.

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

The Contracting Partners agree to
inform the Sponsor

Boehringer Ingelheim RCV GmbH & Co
KG, Dr Boehringer Gasse 5-11, 1121
Vienna, Austria, Office: LAW RCV

directly and immediately in the case that
a Study 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.
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2.29.

2.30.

Smluvni partnefi se zavazuji umoznit
smluvnim vyzkumnym organizacim,
smluvné zajisténym Zadavatelem nebo
kteroukoli z Propojenych osob, aby
jménem Zadavatele vykonavaly
kterékoli z prav a povinnosti Zadavatele
na zakladé této Smlouvy, v pfipadg, ze
se prokazi povéfenim ¢&i plnou moci, ze
které jejich opravnéni vykonavat prava

2.29

Bl Contract No.: 860368

. The Contracting Partners agree to allow

research organizations contracted by
the Sponsor or any of its Affiliates to
exercise any of the Sponsor’s rights and
to perform any of the Sponsor’s
obligations under this Agreement on
behalf of the Sponsor, provided that
they have authorization or a power of
attorney to exercise the Sponsor’s rights

a povinnosti Zadavatele vyplyva. and to perform the Sponsors
Smluvni partnefi se zavazuiji obligations. The Contracting Partners
spolupracovat stémito  smluvnimi agree to cooperate with such research

vyzkumnymi organizacemi.

Smluvni partnefi se zavazuji poskytovat
zdravotni sluzby subjektim, jejichz
ucast ve Studii neskongila, v pfipadé
¢asteéného uzavieni Studie, a dale také
subjektim zafazenym do nasledného

2.30.

organizations.

The Contracting Partners undertake to
provide medical services to Study
subjects whose participation in the
Study has not yet ended, in the case of
a partial closure of the Study, as well as

sledovani po  skonCeni  Studie, to subjects included in the post Study
v souladu s etickymi pravidly. follow-up in compliance with ethics
rules.

2.31. V pfipadé, ze pfi Studii pouziva 2.31. Inthe case thatthe Center, the Principal
Centrum, Hlavni zkouSejici nebo Investigator or Study Team Members
Clenové studijniho tymu pristrojové use in the course of the Study devices
vybaveni, které vyZaduje servis, that require servicing, calibration or any
kalibraci nebo jinou zvlastni pédi, other special care, the Center agrees to

Centrum se zavazuje udrZovat takoveé
pFistrojové vybaveni zpusobilé fadného
provozu, o ¢emz je povinno Zadavateli
na vyzadani poskytnout odpovidajici
dokumentaci.

Cl. 3 - Povinnosti Zadavatele

maintain  such devices in due
operational condition and to provide
relevant documentation thereof to the
Sponsor upon the request of the
Sponsor.

Article 3 — Obligations of the Sponsor

3.1. Kontaktnimi osobami Zadavatele ve 3.1. The Sponsor's contact persons
vztahu ke Studii jsou: regarding the Study are:
I N .
I I
|
L
nebo kterékoli dalSi osoby (napf. or any other person (e.g. clinical

spolupracovnik klinického hodnoceni —

research associate — ,CRA") announced

»,LCRA®) oznamené Hlavnimu to the Principal Investigator.
zkouSejicimu.

3.2. Zadavatel se zavazuje Smluvnim 3.2. The Sponsor agrees to provide the
partnerim poskytnout zdarma Contracting Partners with the Study

v mnozstvi a ¢asovych intervalech pro
fadné provedeni Studie Hodnoceny €k,
nezbytné vzory CRF a dalSi informace a

Drug, necessary CRF templates, other
information and other drugs/placebo
required for the performance of the
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dalsi lécCivo/placebo vyzadované pro
provadéni Studie, PFirucku hlavniho
zkousSejiciho obsahujici informace o

Bl Contract No.: 860368

Study free of charge and in the quantity
and frequency necessary for the proper
performance of the Study, Principal

chemickych, farmaceutickych, Investigator's  Brochure  containing

toxikologickych, farmakologickych a information about the chemical,

klinickych ~ datech  tykajicich  se pharmaceutical, toxicological,

Studijniho Iéku. pharmacological and clinical data
concerning the Study Drug.

3.3. Hodnoceny lek s oznacenim 3.3. The Study Drug “Bl 765179“ shall be
Bl 765179” bude dodavan v pracovni delivered on working days between 7:00
dny v dobé od 7:00 hod. do 15:30 hod. a.m. and 3:30 p.m. to the following
na nasledujici adresu: address:

Masarykdv onkologicky Ustav, Ustavni Masaryk Memorial Cancer Institute,
lékarna, Zluty kopec 543/7, 656 53 Institutional pharmacy, Zluty kopec
Brno, Ceska republika. 543/7, 656 53 Brno, Czech Repubilic.
Smluvni strany se dohodly, ze lécCivy The contracting parties have agreed
pripravek s ucinnou latkou that the medicinal product with the
pembrolizumab doda Centrum. active ingredient pembrolizumab will be
Zadavatel se zavazuje uhradit Centru supplied by the Center. The sponsor
za dodani léCivého pfipravku jeho kupni undertakes to pay the Center the
cenu. Kupni cena léCivého pfipravku purchase price for the supply of the
nesmi byt vyS3i nez soucet maximalni medicinal product. The purchase price
ceny vyrobce a obchodnich pfirazek of the medicinal product may not be
stanovenych  cenovym  pfedpisem higher than the sum of the maximum
Ministerstva zdravotnictvi. Kupni cena price of the manufacturer and the trade
léCivého pfipravku bude hrazena ve mark-ups set by the price regulation of
stejnych lhatach a stejnym zplsobem the Ministry of Health. The purchase
jako odména za provadéni Studie. price of the medicinal product will be
paid within the same deadlines and in
the same manner as the remuneration
for conducting the Study.

3.4. Hodnoceny lék, nezbytné vzory CRF a 3.4. The Study Drug, necessary CRF
dalSi informace vyzadované pro templates and other information
provadéni Studie poskytnuté Centru required for the performance of the
jsou a zustavaji vlastnictvim Study and provided to the Center are
Zadavatele. Zadavatel prohlaSuje, Ze and shall remain the Sponsor’s
jsou splnény veSkeré podminky property. The Sponsor declares that all
stanovené pFislusnymi pravnimi conditions stipulated in Applicable Law
predpisy pro vyrobu (dovoz) regulating the production (import) of the
dodavaného Hodnoceného IéCiva a provided Study Drug and the distribution
jeho distribuci do Centra. of the Study Drug to the Center have

been met.

3.5. Zadavatel se zavazuje poskytovat 3.5. The Sponsor agrees to provide the
Hlavnimu zkouS$ejicimi pfislusné nové Principal  Investigator with  new
informace o bezpec€nosti tykajici se information regarding the safety of the
Hodnoceného Iéku bez zbyte€ného Study Drug without undue delay.
odkladu.

Cl. 4 — Odména Article 4 — Remuneration
4.1. Zadavatel se zavazuje zaplatit Centru 4.1 For the activities properly performed

za fadné provedené €innosti na zakladé
této Smlouvy vcetné prevodu prav dle

based on this Agreement and for the
transfer of rights under Article 5, the
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4.2.

4.3.

¢l. 5 odménu ve vySi, zpusobem a za
podminek sjednanych stranami dale
v tomto ¢lanku Smlouvy a pfiloze €. 1,
pficemz smluvni strany prohlasuji, ze
predpokladana primeérna vySe odmeény
za Subjekt klinického hodnoceni ¢ini

Jedinym pfijemcem
veskerych Castek dle této Smlouvy bude
Centrum, které se zavazuje vyplatit
pfislusnou ¢ast odmény Hlavnimu
Zkousejicimu a Clentim studijniho tymu
v souladu se svymi internimi predpisy.
Zadavatel prohlasuje, Ze neuzaviel se
zaméstnanci Centra Zzadnou dohodu,
jejimz pfedmétem by bylo poskytnuti
plnéni v souvislosti se Studii.

Smluvni partnefi nemaji narok na
zadnou jinou odménu ¢i nahradu kromé
téch, které jsou uvedeny v této Smlouvé
nebo pfiloze €. 1 nebo jinych smlouvach
uzavienych se Zadavatelem, ledaze je
pfedem pisemné schvali Zadavatel.

Veskeré odmény a nahrady, které maji
byt zaplaceny Centru, jsou splatné ve
lhaté 60 dnl ode dne, kdy bude
Zadavateli  doru€en  odpovidajici
danfovy doklad (faktura) majici
vSechny nalezitosti dle pfislusnych
pravnich pfedpist upravujicich dan z
pfidané hodnoty, a to ve prospéch
bankovniho uctu Centra:

Banka: Ceska narodni banka
Kod banky: Il

Majitel uctu:

Masaryklv onkologicky ustav
Cislo uctu:

Reference: Cislo faktury Centra

Plati, Zze za den doru¢eni danového
dokladu (faktury) se v pfipadé faktury
zasilané  elektronicky  (e-mailem)
povaZzuje den elektronického odeslani
faktury (e-mailu s fakturou).

Fakturaéni adresa:

4.2

4.3

Bl Contract No.: 860368

Sponsor agrees to provide the Center
with remuneration in the amount, by
means and under the terms agreed by
the Parties below herein and in
Appendix 1, whereas the Parties hereto
represent that the anticipated average
remuneration amount per Study
Subject is | The Center
shall be the only recipient of all
payments hereunder and agrees to pay
a relevant part of the remuneration to
the Principal Investigator and Study
Team Members pursuant to its internal
rules. The Sponsor represents and
warrants that it did not conclude any
agreement about the performance of
the Study with any employee of the
Center.

The Contracting Partners are not
entitted to any remuneration or
reimbursement other than that set forth
in this Agreement and its Appendix 1 or
other agreements concluded with the
Sponsor, unless approved in advance
by the Sponsor in writing.

Any remuneration and reimbursement
for the Center must be paid within 60
days of the day the Sponsor receives
a relevant tax document (invoice),
which  meets all requirements
stipulated in applicable laws regulating
value-add tax, to the following bank
account of the Center:

Bank: Ceskéa narodni banka
Bank code: Il

Account holder:

Masarykuav onkologicky Ustav

Account No.: [

Reference: Center’s Invoice Number

The date of delivery of the tax
document (invoice), in case if an
invoice is sent electronically (by e-
mail), is considered to be the date of
electronic sending of the invoice (e-
mail with the invoice).

Invoice address:
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Faktury musi byt zasilany Zadavateli s
uvedenim Cisla protokolu, a jména
zodpovédné osoby za Zadavatele:
Boehringer Ingelheim RCV GmbH &
Co KG a to na adresu:

Podrobné poZadavky na fakturaci jsou
uvedeny v pfiloze 3 smlouvy.

Odmény a nahrady dle této Smlouvy a
pfilohy €. 1 (s vyjimkou odmén a
nahrad, u kterych je splatnost zvlast
upravena v priloze & 1 Smlouvy)
budou Centru a Hlavnimu
zkousejicimu uhrazeny takto: Zpétné
za bezprostfedné uplynulé a dosud
nefakturované obdobi vzdy kazdého
kalendainiho pololeti. Studie si
Smluvni  partnefi  spoleéné se
Zadavatelem vzajemné pisemné nebo
formou e-mailu odsouhlasi prehled
po¢tu, druhu a jim odpovidajici
hodnoty jednotlivych ukonu
provedenych Hlavnim zkouSejicim
a/nebo ostatnimi Cleny studijniho
tymu, jez maji byt dle této Smlouvy
Zadavatelem hrazeny (tzv. navrh
faktury), zaslany osobou povéfenou
Zadavatelem na emalil

. Tento pfehled musi
byt zpracovan zvlast pro kazdy subjekt
Studie a musi zahrnovat polozkové
vyuctovani vSech navstév, vysetfeni a
dalSich  sluzeb provedenych v
pfislusném kalendafnim pololeti. Na
zakladé vzajemného odsouhlaseni
navrhu faktury vystavi Centrum fakturu
na odménu a pfipadné nahrady, jez je
v souladu s touto Smlouvou
opravnéno fakturovat, kterou dorudi
Zadavateli. Zadavatel zaplati Centru
na zakladé fadné vystavené a
dorucené faktury pfisluSnou odménu a
pfipadné opravnéné fakturované
nadhrady za obdobi, pro néz byl
pfedmétny navrh faktury dle tohoto
¢lanku odsouhlasen.
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Invoices must be addressed to the
Sponsor, must include Protocol
number and the name of the Sponsor’s
responsible person: Boehringer
Ingelheim RCV GmbH & Co KG and
must be sent to the address:

Detailed invoice requirements are
listed in Appendix 3 of the Agreement.

Any remuneration and reimbursement
based on this Agreement and
Appendix 1 (except for remuneration
and reimbursement, the due date of
which is specified separately in
Appendix 1 to the Agreement) shall be
paid to the Center and the Principal
Investigator in the following manner:
retroactively for the past and not yet
invoiced period of each calendar half-
year of the Study, the Contracting
Partners and the Sponsor shall
approve in writing or by e-mail an
overview of the number, type and
value of individual activities, which
were performed by the Principal
Investigator and/or other Study Team
Members and which are to be paid by
the Sponsor based on this Agreement
(i.e. draft invoice), sent by a person
authorized by the Sponsor to the e-

mail address: [ ]
I C\cry overview must

be prepared separately for each trial
subject and must include an itemized
list of all visits, examinations and other
services provided in the relevant
calendar half-year. Based on the
mutually approved draft invoice, the
Center shall issue an invoice for
remuneration and potential
reimbursement that the Center is
entitted to charge pursuant to this
Agreement and shall send it to the
Sponsor. Based on the duly issued
and delivered invoice, the Sponsor
shall pay the Center the relevant
remuneration and potential justified
reimbursement for the period for which
the draft invoice has been approved
pursuant to this article.
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4.4.

V pfipadé, ze Zadavatel ani pres
pisemnou vyzvu Centra nezaSle
Centru vySe uvedeny piehled (navrh
faktury) k odsouhlaseni ve Ih(té 30
dnd ode dne ukonceni kalendarniho
pololeti, je Centrum opravnéno
vystavit fakturu a Zadavatel je povinen
uhradit Centru odménu a nahrady za
vSechny fakturované ukony
provedené v obdobi kalendainiho
pololeti Hlavnim zkouSejicim a/nebo
ostatnimi Cleny studijniho tymu.

V pfipadé, ze Centrum zjisti, ze jsou v
pfehledu (navrhu faktury) nedostatky,
tyto oznami bez zbyteCného odkladu

Zadavateli, ktery je povinen je
odstranit. Ma-li Zadavatel zato, ze v
pfehledu (navrhu faktury) zadné

nedostatky nejsou, sdéli toto Centru.
Centrum a Zadavatel jsou nasledné
povinni si  navzdjem poskytnout
soucinnost nezbythou k odstranéni
pfipadnych rozporll. Neposkytnuti
soucinnosti se povazuje za
nepodstatné porudeni Smlouvy.

Neodstrani-li Zadavatel nedostatky v
prehledu (navrhu faktury) ani ve Ihaté
45 dnl ode dne doru€eni oznameni
dle pfedchoziho odstavce, nebo v téze
Ih(té nesdéli Centru, ze v pfehledu
(navrhu faktury) zadné nedostatky
nespatiuje, plati, ze rozhodny pro
vystaveni faktury je pfehled (navrh
faktury) ve znéni pfipominek Centra,
na zakladé kterého je Centrum
opravnéno vystavit fakturu a Zadavatel
je povinen odménu a nahrady za
fakturované UOkony provedené v
obdobi kalendafniho pololeti Hlavnim
zkou$ejicim a/nebo ostatnimi Cleny
studijniho tymu Centru uhradit.

Zadavatel ma pravo zadrzet az 10 % z
pfislusné Castky odmény za obdobi
kalendafniho pololeti (dale jen
,Zadrzné"). Zadavatel se zavazuje
uhradit Centru zadrzné poté, co budou
pfedlozeny vSechny pfislusné CREF,
budou zodpovézeny vSechny dotazy s
ohledem na data obsazena v téchto
CRF a budou odstranény vSechny

4.4
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In the case that the Sponsor does not
send the Center the aforesaid
overview (draft invoice) despite a
written request from the Center for
approval within 30 days of the end of
the calendar half-year, the Center shall
have the right to issue an invoice and
the Sponsor shall pay the Center the
remuneration and reimbursement for
all invoiced activities performed during
the calendar half-year by the Principal
Investigator and/or other Study Team
Members.

The Center must immediately report
any potential deficiencies in the
overview (draft invoice) to the
Sponsor, and the Sponsor must
remedy such deficiencies. In the case
that the Sponsor believes that the
overview (draft invoice) has no
deficiencies, the Sponsor shall
announce it to the Center. The Center
and the Sponsor must then cooperate
as necessary to rectify such
discrepancies. Failure to cooperate
shall be considered a minor breach of
this Agreement.

In the case that the Sponsor fails to
remedy deficiencies in the overview
(draft invoice), or fails to inform the
Center that the Sponsor believes that
the overview (draft invoice) has no
deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its
version of the overview (draft invoice),
based on which the Center shall issue
an invoice and the Sponsor shall have
to pay the remuneration and
reimbursement for invoiced activities
performed during the calendar half-
year by the Principal Investigator
and/or other Study Team Members.

The Sponsor has the right to retain up
to 10% of the remuneration for the
calendar half-year (hereinafter
referred to as the “Retainer”). The
Sponsor agrees to pay the Center the
Retainer after all relevant CRFs were
submitted, all questions concerning
CRF data were answered and all
incorrect or incomplete data in the
database were rectified.
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4.5.

4.6.

4.7.

nespravnosti
databazi.

a nedostatky dat v

Nestanovi-li tato Smlouva
vSechny <&astky uvedené v této
Smlouvé a jejich pfilohach jsou
uvedeny bez DPH. Pokud nékteré
platby za sluzby podléhaji DPH,
Zadavatel zaplati pfislusnou castku
DPH ve vySi dle pravnich predpisl

jinak,

ucinnych ke  dni  uskute¢néni
zdanitelného pInéni na zakladé
prislusného dafiového dokladu

(faktury), ktera bude splfiovat vSechny
nalezitosti predepsané prislusnymi
pravnimi pfedpisy. Centrum nese
odpovédnost za uhrazeni vSech
ostatnich dani v souvislosti s platbami
na zakladé této Smlouvy.

Smluvni partnefi si jsou védomi, ze
Zadavatel mize zvefejnit na centralni
webové strance koncernu Zadavatele
a/nebo na weboveé strance
www.transparentnispoluprace.cz
vlastnéné a provozované Asociaci
inovativniho farmaceutického
primyslu platby a jina plnéni tykajici
se vyzkumu a vyvoje, tji. (1) platby
provedené ze strany Zadavatele na
zakladé této Smlouvy a (2) veskeré
vydaje na ubytovani, souvisejici
vydaje na pohoSténi a dopravu
Smluvnich partner(l, které Zadavatel
uhradi na zakladé této Smiouvy a (3)
veSkeré  kongresové  registraéni
poplatky, u&astnické poplatky nebo
obdobné poplatky, které Zadavatel
uhradi na zakladé této Smlouvy, a to
anonymnim  zplUsobem, tj. na
agregované uarovni. Tyto informace
mohou byt rovnéz publikovany jako
soucast této Smlouvy v registru smluv
na zakladé zakona €. 340/2015 Sb., o
Registru Smluv (dale jen ,Zakon o
registru smluv“). Bez ohledu na vy3e
uvedené mulze Zadavatel zvefejnit
pfevod jakékoliv hodnoty poskytnuté v
ramci této Smlouvy.

VeSkera penézni plnéni subjektu
hodnoceni jsou vyplacena Centrem v
souladu s touto Smlouvou a
Protokolem. Pravidla pro vyplaceni
jsou blize upravena v pfiloze €. 1 k této
Smiouve.

4.5

4.6

4.7
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Unless otherwise stated in this
Agreement, no amounts specified in
this Agreement and its Appendices
include VAT. In the case that any
payment for services is subject to VAT,
the Sponsor 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 Center shall be
responsible for paying any other tax
with respect to the payments made
based on this Agreement.

The Contracting Partners understand
that the Sponsor may disclose on the
central website of the Sponsor group
and/or on the website
www.transparentnispoluprace.cz

owned and operated by the Assaociation
of Innovative Pharmaceutical Industry
any payment and any transfer of value
relating to research and development,
i.e. (1) payments made by Sponsor
under this Agreement and (2) any cost
of accommodation, refreshments and
travel of the Contracting Partners,
which Sponsor covers under this
Agreement and (3) any congress
registration or participation fees or
similar fees, which Sponsor 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 Sponsor may also disclose any
transfer of value under this Agreement.

Payments to Study subjects shall be
made by the Center in compliance with
this Agreement and the Protocol.
Payment rules are specified in detail in
Appendix 1 to this Agreement.
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Cl. 5 — Prava k vysledkam a dusevnimu

5.1.

5.2.

vlastnictvi

Jakékoli informace, dokumenty, zpravy,
data, vysledky, know-how, objevy,
informace, substance a jiné materialy
vzniklé nebo vyvinuté jako vysledek
Studie nebo v souvislosti s ni (déle jen
»Vysledky*) budou vyhradnim
vlastnictvim Zadavatele a mohou byt
Zadavatelem vyuzity k jakémukoli
ucelu. Smluvni partnefi timto pfedem
postupuji veskera sva majetkova prava
k Vysledkiim na Zadavatele a Zadavatel
tato postoupena prava pfijima. Odména
za tento pfevod je jiz =zahrnuta
v odméné Smluvnich partnert dle ¢l. 4.
Smluvni partnefi neziskavaji
k Vysledkim plnénim této Smlouvy
zadna prava.

V rozsahu stanovenym pfislusnymi
Pravnimi  prfedpisy a souhlasem
subjektu hodnoceni bude Zadavatel
opravnén pouzit biologické materialy a
vzorky, jako nap¥. krevni nebo tkarove,
ziskané od subjektu Studie v souladu s
Protokolem (dale jen ,Vzorky“), stejné
jako RNA, DNA, proteinové sekvence,
polymorfismus délky restrik€nich
fragmentd (RFLP) a podobna data
ziskané v souladu s Protokolem (dale
jen ,Geneticka data“). Jakékoli pouziti
Genetickych dat a/nebo Vzorkd, at uz v
vamci Studie, nebo mimo néj, bude v
souhladu [ Protokolem, jinymi
pisemnymi instrukcemi, informovanym
souhlasem a pfisluSnymi pravnimi
pfedpisy. Centrum a Hlavni zkouSejici
se zavazuji v€as dorucit veSkeré Vzorky
a Genetickd data Zadavateli nebo jim
urené osobé v prubéhu Studie, jak
stanovi Protokol.

VSechna zdravotnickd dokumentace a
puvodni zdrojova dokumentace zustane
majetkem Centra; nicméné, Zadavatel
je opravnén je pouzit v souladu s touto
Smlouvou a souhlasem subjektd
hodnoceni.  Zpfistupnéni  Vysledku
jakémukoli subjektu, v&etné smluvni
vyzkumné organizace Ci etické komise
anebo regulatorniho organu nebude

5.1.

52
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Article 5 — Rights to Results and
Intellectual Property

Any and all information, documents,

reports, data, results, know-how,
discoveries, information, substances
and other materials generated or

developed as a result of or in connection
with the Study (hereinafter referred to as
‘Results®) shall be the sole and
exclusive property of Sponsor and may
be used by Sponsor for any purpose.
The Contracting Partners hereby assign
all of their proprietary rights to Results to
the Sponsor in advance and the
Sponsor 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.

To the extent determined by the relevant
Applicable Law and the consent of the
Study subject, the Sponsor will be
entitled to use biological materials and
samples, such as blood or tissue, from
a Study subject collected pursuant to
the Protocol (the “Specimens”) as well
as RNA, DNA, and protein sequence,
restriction fragment length
polymorphism (RFLP), and similar data
collected pursuant to the Protocol (the
“‘Genetic Data”). Any use of Genetic
Data and/or Specimens, whether such
use occurs as part of or outside of the
Study will be in accordance with the
Protocol, other written instruction, the
informed consent form, and Applicable
Law. Center and Principal Investigator
shall deliver all Specimens and Genetic
Data to Sponsor or its respective
designee in a timely manner throughout
the performance of the Study, as
provided in the Protocol.

All medical records and original source
documents shall remain the property of
the Center; however, the Sponsor shall
be permitted to use them in accordance
with this Agreement and based on the
consent of Study subjects. Disclosure of
Results to any subject, including a
contracted research organization, ethics
committee or regulatory authority, shall
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povazovano za udéleni vlastnického not be deemed as granting the
prava ktémto informacim témto ownership of such information to these
subjektam. entities.

5.3. Vrozsahu, vijakém prava duSevniho 5.3 To the extent intellectual property rights
vlastnictvi k Vysledkim nejsou to Results are legally not assignable, the
prevoditelna, udéluji Smluvni partnefi Contracting Partners hereby grant
Zadavateli a dle potieby zajisti, ze Sponsor and obligate any Study Team
Clenové  studijniho  tymu  udéli Member to grant Sponsor, as applicable,
Zadavateli vyhradni, v misté a Case worldwide, exclusive, unlimited,
neomezenou, bezplatnou licenci s perpetual, fully paid-up and royalty-free
pravem udélovat podlicence, a to ke license, with the right to grant
véem zplUsobam uziti DuSevniho sublicenses, to use such Sponsor
vlastnictvi Zadavatele a jeho Vysledku. Intellectual Property and Results for any
Smluvni partnefi podpisem této smlouvy purpose. Contracting Partners warrant
potvrzuji, Ze nevstoupili a nevstoupi do by the execution of this Agreement that
smluvniho nebo jiného vztahu, ktery by none of them will enter, into any
byl vrozporu svySe uvedenym contractual agreement or relationship
poskytnutim licence. which would in any way conflict with the

abovementioned license grant.

5.4 Pro odstranéni pochybnosti plati, Ze 5.4 To eliminate any doubts, an invention
vynalezy, které jsou vylepSenimi, nebo that is an improvement, a new use or a
novym pouzitim & novymi Iékovymi new drug form of the Study Drug shall be
formami Hodnoceného I|éku jsou the sole property of the Sponsor.
vyluénym vlastnictvim Zadavatele.

5.5 Kazda Smluvni strana a/nebo jeji 5.5 Each Party and/or its Affiliates shall be
Spfiznéné osoby budou a zlstanou and shall remain the owner of any data,
vlastniky veskerych udaji, dokumentd, documents, know-how, information,
know-how, informaci, materiald a latek, material, substances, including but not
zejména Hodnoceného [égivého limited to the Investigational Product,
pfipravku, a  ve8kerého jiného and any other intellectual property, which
duSevniho  vlastnictvi, které je are provided to the other party for use in
poskytovano druhé Smluvni strané k the Study (“Background Intellectual
uzivani v Klinickém hodnoceni (dale jen Property”) and this Agreement shall not
,DFivéjSi duSevni vlastnictvi“) a tato affect the ownership of any Background
Smlouva nebude mit vliv na vlastnictvi Intellectual Property.
jakéhokoli Drivéjsiho dusevniho
vlastnictvi.

5.6 Smluvni strany si navzajem udéluji 5.6 Each party grants the other party a

bezplatnou, nevyhradni licenci k uzivani

jejich  Propojenych osob pouze za

royalty free, non-exclusive license to use
its or its Affiliates' Background
Intellectual Property only for the purpose
of carrying out the Study. Neither Party

ucelem provadeéni Klinického may grant any sublicense to use the
hodnoceni. Zadna Smluvni strana other Party’s Background Intellectual
nesmi udélit zadnou podlicenci k Property, except that Sponsor may allow

vvvvvv

druhé Smluvni strany, pouze Zadavatel
muze dovolit svym Propojenym osobam
nebo jiné treti osobé, ktera pracuje pro
Zadavatele nebo pro jeho Propojené
osoby nebo v jejich zastoupeni, uzivat
Dfivéjsi duSevni vlastnictvi Centra

its Affiliates or any third party working for
or on behalf of Sponsor or its Affiliates to
use the Center and/or Principal
Investigator's Background Intellectual
Property for the purpose of carrying out
the Study. Additionally, Contracting
Parties shall and hereby grant Sponsor
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5.7

a/nebo  ZkouSejiciho za  ucelem
provadéni Klinického hodnoceni. Kromé
toho Centrum a ZkousSejici udéli a timto
udéluji Zadavateli a jeho Propojenym
osobam trvalou, neodvolatelnou, plné
splacenou nevyhradni licenci k uzivani
moznosti udélovat podlicence tak, jak
muze byt zapotfebi pro Zadavatele
a/nebo jeho Propojené osoby k plnému
vyuzivani jejich prav k jakémukoli
DusSevnimu vlastnictvi Zadavatele a k
Vysledkum dle definice vyse.

Vyraz ,Dusevni vlastnictvi
Zadavatele® uzivany v této Smlouvé
znamena vSechna prava, titul a podil na
dusSevnim vlastnictvi a materialech,
které jsou predmétem Klinického
hodnoceni nebo Protokolu, zejména
v8echna prava k duSevnimu vlastnictvi
vztahujici se k Hodnocenému IéCivému
pfipravku a vSechny Udaje, technické
informace, vynalezy, objevy, vyvoj,
technicka zlepS$eni, vylepseni, software,
know-how, metody, techniky, vzorce,
data, procesy a jiné napady majetkové
povahy (bez zfetele na to, zda jsou nebo
nejsou patentovatelné nebo zda je Ize
nebo nelze zapsat podle jakéhokoli
patentového  zakona, zédkona o
autorském pravu nebo podobnych
zakonu) a materialy souvisejici s
jakymkoli  produktem (zejména s
Hodnocenym IéCivym pfipravkem nebo
jeho uzivanim), ] Klinickym
hodnocenim nebo s Protokolem, nebo
jinak odvozené, koncipované, objevené,
vyvinuté nebo pouZiti v praxi jako pfimy
nebo nepfimy vysledek poskytovani
jakychkoli sluzeb ze strany Centra nebo
ZkouSejiciho dle této Smlouvy nebo v
pribéhu Klinického hodnoceni nebo v
souvislosti s nim, zejména k veSkerému
duSevnimu vlastnictvi vytvofenému na
zakladé jakékoli revize nebo jiného
pouziti idaji z Klinického hodnoceni a
k veSkerym Informaci zpracovanym
nebo vyvinutym Centrem, ZkouSejicim
nebo Zadavatelem nebo jejich
prislusnymi zastupci, zaméstnanci nebo
dodavateli at jiZz samostatné nebo
spolecné s jinymi osobami.
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and its Affiliates a perpetual, irrevocable,
sub-licensable, fully paid-up, non-
exclusive license to use its Background
Intellectual Property as may be
necessary for Sponsor and/or its
Affiliates to fully exploit Sponsor’s and/or
its Affiliates rights in and to any Sponsor
Intellectual Property and the Results as
defined above.

As used herein, “Sponsor Intellectual
Property” shall mean all rights, title and
interest in and to the intellectual property
and materials that are the subject of the
Study or the Protocol, including, without
limitation, all intellectual property rights in
the Investigational Product and all data,
technical information, inventions,
discoveries, developments,
improvements, enhancements, software,
know-how, methods, techniques,
formulae, data, processes and other
proprietary ideas (whether or not
patentable or registrable under any
patent, copyright or similar laws) and
materials related to any product
(including, without limitation, the Study
Drug or its uses), the Study or the
Protocol, or otherwise  derived,
conceived, discovered, developed or
reduced to practice as a direct or indirect
result of the Center or Principal
Investigator’'s  performance of any
services under or pursuant to this
Agreement or during the course of or in
connection with the Study, including but
not limited to any intellectual property
generated upon any review or other use
of Study data, and any intellectual
property incorporating or derived from
Sponsor Confidential Information,
whether generated or developed by
Center, Principal Investigator or Sponsor
or their respective agents, employees or
contractors, either solely or jointly with
others.
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5.8 Vlastnictvi 5.8 Ownership

5.8.1 Du8evni vlastnictvi Zadavatele je 5.8.1 Sponsor Intellectual Property is the sole
jedingm a vyhradnim majetkem and exclusive property of Sponsor. The
Zadavatele. Centrum a ZkouSejici Contracting Partners shall assign and
postoupi a timto postupuji Zadavateli hereby assign to Sponsor all of their
vSechna sva prava a titul k DuSevnimu right, title and interest in Sponsor
vlastnictvi Zadavatele a podil na ném. Intellectual Property.

5.8.2 Veskeré duSevni vlastnictvi odvozene, 5.8.2 All intellectual property  derived,
vytvofené, objevené, vyvinuté Ci conceived, discovered, developed or
uvedené do praxe vyluéné Centrem a reduced to practice solely by Center and
jako pfimy nebo nepfimy vysledek as a direct or indirect result of the Center
poskytovani sluzeb Centrem nebo or Principal Investigator's performance
ZkouSejicim dle nebo na zakladé této of any services under or pursuant to this
Smlouvy nebo v pribéhu Klinického Agreement or during the course of or in
hodnoceni &i v souvislosti s nim, které connection with the Study, but that is not
v8ak nespada do ramce DuSevniho within the scope of Sponsor Intellectual
vlastnictvi ~ Zadavatele, jak je Property as defined in Article 5.8.1 is the
definovano v €l. 5.8.1 bude vyluénym sole and exclusive property of Center
a vyhradnim majetkem Centra (dale (“Center Intellectual Property”). To
jen ,Dusevni vlastnictvi Centra“). the extent that Applicable Law permits,
V rozsahu, ve kterém to umozniuji Center hereby grants to Sponsor a
pravni pfedpisy, Centrum timto perpetual, irrevocable, sub-licensable,
udéluje Zadavateli trvalou, fully paid-up and royalty free, non-
neodvolatelnou, plné zaplacenou a exclusive license to use such Center
nevyhradni licenci s pravem udélovat Intellectual Property as may be
podlicence a bez licenéniho poplatku k necessary or useful for Sponsor and/or
uziti tohoto DusSevniho vlastnictvi its Affiliates to fully exploit Sponsor’s
Centra, jak bude pro Zadavatele and/or its Affiliates rights in and to Study
a/nebo jeho  Propojené  osoby Drug, any Sponsor Intellectual Property
nezbytné nebo uzite€né k plnému and Results.
vyuziti prav Zadavatele a/nebo jeho
Propojenych osob k Hodnocenému
IéCivému pripravku, Dusevnimu
vlastnictvi Zadavatele a Vysledkim.

5.8.3 Veskeré duSevni vlastnictvi odvozené, 5.8.3 All intellectual property  derived,
vytvofené, objevené, vyvinuté Ci conceived, discovered, developed or
uvedené do praxe spoleéné Centrem reduced to practice jointly by Center and
a Zadavatelem dle nebo na zakladé Sponsor under or pursuant to this
této Smlouvy nebo v prubéhu Agreement or during the course of or in
Klinického hodnoceni €i v souvislosti s connection with the Study, but that is not
nim, které vSak nespada do ramce within the scope of Sponsor Intellectual
Dusevniho vlastnictvi Zadavatele, jak Property as defined in Article 5.8.1, is
je definovano v ¢&l. 5.8.1, bude the joint property of Center and Sponsor
spoleCnym majetkem Centra a (“Joint Intellectual Property”).
Zadavatele (dale jen ,Spoleéné
dusevni vlastnictvi®).

5.9 Zadavatel mize podat svym jménem a 5.9 Sponsor may file any patent applications

na sve naklady vedkeré patentove
pfinlasky  tykajici se  DuSevniho
vlastnictvi Zadavatele. Centrum a
ZkouSejici poskytnou Zadavateli i po
uplynuti platnosti nebo ukonéeni této
Smlouvy na pozadani a bez dalsi

covering Sponsor Intellectual Property in
the name and at the cost of Sponsor. If
required, the Contracting Partners will
provide Sponsor with all necessary
assistance, even after expiration or
termination of this Agreement, in order to
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5.10

5.11

Uhrady ze strany Zadavatele veSkerou
soucinnost, aby mu umoznili pfihlasit a
ziskat tyto patenty, uchovavat je v
platnosti, vymahat a obhajovat je.
Smluvni partnefi se zavazuji poskytnout
soucinnost nezbytnou pro ucely podani
prihlasky patentu a ziskani patentu za
Ucelem ochrany opravnénych zajmu
Zadavatele k duSevnimu vlastnictvi,
ktera vzniknou ze Studie.

Smluvni partnefi se zavazuji
bezodkladné a pisemné oznamit
Zadavateli budou-li mit za to, ze v ramci
sveé Cinnosti podle této smlouvy dospély
k jakymkoli  vysledkdim  DuSevniho
vlastnictvi Zadavatele.

Zadavatel a jeho Propojené osoby smi

uzivat, rozmnozovat a prevadét
anonymizované
radiologické/diagnostické snimky

pofizené v pribéhu Studie v souladu
S ustanovenimi informovaného
souhlasu a v rozsahu tam stanoveném,
pro vesSkeré ucely, védecké a/nebo
komercni, v jakékoli formé a jakymikoli

zpuUsoby, elektronickymi nebo
mechanickymi,  vCetné  pofizovani
fotokopii,  elektronickych  zaznaml

(napf. na CD-ROM), mikro-kopii, nebo
prostfednictvim systému uchovavani a
obnovovani dat, véetné databank a
internetu. Za timto ucelem udéluji
Smluvni partnefi Zadavateli vyhradni,
mistem neomezenou a neodvolatelnou
licenci, véetné prava udélovat
podlicence Propojenym osobam
Zadavatele, k uzivani vySe uvedenych
snimkd. Odména za tuto licenci je jiz
zahrnuta v odméné Smluvnich partnert
dle ¢l. 4. Nejsou-li Centrum anebo
Hlavni zkouS$ejici vlastniky prav k témto
snimkdim, Centrum a/nebo Hlavni
zkousSejici se zavazuji zajistit, aby
skuteény vlastnik téchto prav, tzn.
zaméstnanci Centra a/nebo tfeti osoby
zahrnuté do provadéni Studie, umoznili
Smluvnim  stranam  udélit  vySe
uvedenou licenci Zadavateli. Smluvni
partnefi potvrzuji, Ze vedkeré takoveé
snimky budou ziskané se souhlasem
subjektu hodnoceni, ktery Centru preda
Zadavatel a Ze nebudou obsahovat
zadné informace, jejichz
prostfednictvim by mohl byt
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enable Sponsor to apply for, obtain,
maintain in force, enforce, and defend
such patents, without any further
payment from Sponsor. The Contracting
Partners agree give such testimony as
the Sponsor deems necessary for filing a
patent application and for obtaining a
patent in order to protect its intellectual
property interests arising from the Study.

5.10 The Contracting Partners shall disclose

promptly and in writing to Sponsor if they
are deemed to have obtained any
Intellectual Property results as part of
their activities under this Agreement.

5.11 The Sponsor and its Affiliates may utilize,

reproduce and transform anonymized
radiological/diagnostic images made in
the course of the Study, in compliance
with the provisions of the informed
consent and to the extent specified in the
informed consent, for any scientific
and/or commercial purposes, in any form
and by any means, electronic or
mechanical, including making
photocopies, electronic recordings (e.qg.
on CD-ROM), micro-copies, or by any
data storage and retrieval systems,
including data banks and the Internet.
The Contracting Partners hereby grant to
the Sponsor an exclusive, worldwide and
irrevocable license, with the right to grant
a sublicense to the Sponsor’s Affiliates,
for the use of aforementioned images.
The royalty fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4. In
the case that the Center or the Principal
Investigator is not the owner of these
rights to such images, the Center and/or
the Principal Investigator agree to ensure
that the actual owner of these rights, i.e.
employees of the Center and/or third
parties involved in the Study, would allow
the Contracting Partners to grant the
aforementioned license to the Sponsor.
The Contracting Partners confirm that all
such images shall be obtained with
Study subjects’ consent that shall be
submitted to the Center by the Sponsor
and that the images shall not contain any
information, through which the relevant
Study subject could be identified.
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5.12

6.1.

identifikovan konkrétni

hodnoceni.

subjekt

Zadavatel udéluje Smluvnim partneriim

nevyhradni licenci k Vysledkim
vytvofenym v Centru pro interni
nekomeréni vyzkumné a vzdélavaci
ucely pFi dodrzeni podminek

zachovavani divérnosti a podminek pro
publikovani, jez jsou obsazeny v této
Smlouvé. Tato licence neopravriuje
k udélovani jakychkoliv podlicenci.

Cl. 6 — Zachovavani divérnosti

Smluvni partnefi se zavazuji zachazet
se vSemi informacemi oznacenymi jako
,Duvérné“ a pfijatymi od Zadavatele
nebo jeho jménem anebo od
Propojenych osob Zadavatele
v souvislosti se Studii, Hodnocenym
lékem,  Protokolem nebo  touto
Smlouvou a s Vysledky (déle jen
,Davérné informace®) pfisné duavérné.
Smluvni strany zaroven sjednavaji, ze
jsou Smluvni partnefi povinni zachazet
jako s dlvérnymi i s témi informacemi,
které sice jako ,Davérné“ nejsou
oznaceny, ale mohou byt povazovany
za Duvérné informace, a to na zakladé
jejich povahy ¢i podminek, které se
vztahovaly kjejich  poskytnuti  Ci
zpfistupnéni, v€etné vSech Udajl
tykajicich se Studie, Udaji pro vnitfni
potfebu, anebo informaci vytvofenych
na zakladé Studie, a to napfiklad v€etné
Protokolu, souboru informaci pro
zkouSejiciho &i predbéznych vysledkd
Studie. Smluvni partnefi smi pouZivat
Duvérné informace pouze pro ucely
plnéni této Smlouvy a =zavazuji se
nezpfistupnit takové Davérné informace

zadné tfeti strané mimo stran
povérenych Zadavatelem bez
predchoziho  pisemného  souhlasu
Zadavatele. Smluvni partnefi se

zavazuji umoznit pfistup k Davérnym
informacim pouze osobam, jez se s
Davérnymi informacemi maji potfebu
seznamovat pro ucely poskytovani
sluzeb na zakladé této Smlouvy a i to
pouze tehdy, pokud tyto osoby byly

Smluvnimi  partnery  prokazatelné
zavazany kdodrzovani  podminek
alespori tak pfisnych, jako jsou

podminky dle tohoto &l. 6.

Bl Contract No.: 860368

5.12 The Sponsor provides the Contracting

6.1

Partners with a non-exclusive license to
Results created at the Center for internal

non-commercial research and
educational  purposes, subject to
confidentiality and publication terms

specified in this Agreement. Such license
does not allow for granting any sub-
licenses.

Article 6 — Confidentiality

The Contracting Partners agree to treat
as strictly confidential all information
marked as “Confidential” and received
from or on behalf of the Sponsor or any
of its Affiliates in relation to the Study, the
Study Drug, the Protocol or this
Agreement as well as Results
(hereinafter referred to as “Confidential
Information”). The Contracting Parties
agree that the Contracting Partners must
also treat as strictly confidential any
information that is not marked as
“Confidential” but can be considered
Confidential Information based on its
nature or conditions under which it was
provided or disclosed, including any data
concerning the Study, information for
internal use only or information created
based on the Study, for example
including the Protocol, the dataset for the
investigator or preliminary results of the
Study. The Contracting Partners may
use Confidential Information only for the
purposes of performance of this
Agreement and agree not to disclose
such Confidential Information to any third
party other than parties authorized by the
Sponsor without the Sponsor’s prior
written consent. The Contracting
Partners agree to provide access to
Confidential Information only to persons
that need to know Confidential
Information for the purpose of providing
services based on this Agreement and
only if such persons were provably
bound by the Contracting Partners to
observe conditions that are at least as
stringent as the conditions under this
Article 6.

Clinical Trial Agreement Bl Trial 1463-0001/ Czech Republic/ Site CZE2 / Institution and Investigator
Smlouva o klinickém hodnoceni Bl Studie 1463-0001/ CZE2 / Zdravotnické zafizeni a Hlavni zkouSejici
Page 27 of 69



Bl Contract No.: 860368

6.2. Povinnost k zachovavani davérnosti se 6.2 The confidentiality obligation shall not

6.3.

6.4.

6.5.

nevztahuje na ty pfipady, kdy Smluvni
partnefi jsou opravnéni publikovat
Davérné Informace v souladu s ¢€l. 7.

Pojem Duvérné informace, jak je
pouzivan v této Smlouvé, se nevztahuje
na data a informace, u nichz mohou
Smluvni partnefi prokazat, ze (i) jimi
Centrum nebo Hlavni zkouSejici
disponovali bez povinnosti mi¢enlivosti
v dobé, kdy jim byly zpfistupnéné
Zadavatelem nebo jeho Propojenymi
osobami, anebo jménem nékterych
Z nich, (ii) jsou nebo se stanou soucasti
vefejnych informaci jinak nez jednanim
¢i opomenutim Centra nebo Hlavniho
zkousSejiciho, (iii) je Centrum nebo
Hlavni zkousejici pravem nabyli od treti
strany, ktera neni vici Zadavateli nebo
jeho Propojenym osobam vazana
vyslovnou nebo predpokladanou
povinnosti mi€enlivosti, nebo (iv) byly
vytvofeny nezavisle Centrem nebo
Hlavnim zkou$ejicim bez odkazovani
se na Duvérné informace nebo jejich
pouziti.

Navic jsou Smluvni partnefi opravnéni
zpfistupnit Duavérné informace
v takovém rozsahu, v jakém je takové
zpfistupnéni  vyZadovano pravnimi
predpisy nebo vykonatelnym soudnim
rozhodnutim, avS8ak za podminky, Ze
Smluvni partnefi o takové skuteCnosti
v pfiméfeném  Casovém  predstihu
informuji Zadavatele a na jeho zadost
s nim budou spolupracovat ve snaze
dosahnout opatfeni za ucelem ochrany
nebo jiného pfiméfeného pravniho
prostfedku.  Smluvni  partnefi se
zavazuji vyvinout vSechno pfiméfené
usili, aby zabezpedili davérné
zachazeni s kteroukoli z Dlvérnych
informaci, jez bude zpfistupnéna.

Tyto povinnosti k zachovéavani
mi€enlivosti a zakazu pouzivani
Davérnych informaci dle této Smlouvy
zUstanou v platnosti i po skonceni této
Smlouvy.

6.3

6.4

6.5

apply as long as the Contracting
Partners have the right to publish
Confidential Information in accordance
with Article 7.

The term Confidential Information, as
used in 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 Center or the Principal
Investigator without the confidentiality
obligation at the time of their disclosure
to them by or on behalf of the Sponsor 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 Center or the Principal Investigator,
(i) were legally acquired by the Center
or the Principal Investigator from a third
party not bound to the Sponsor or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were
created independently by the Center 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 Sponsor reasonable
advance notice and shall cooperate with
the Sponsor to seek a protective order or
any other appropriate remedy upon the
request of the Sponsor. 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.
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6.6.

6.7.

6.8.

6.9.

o

7.1.

Smluvni partnefi se zavazuji na zadost
Zadavatele zlikvidovat a smazat
Davérné informace, jimiz disponuji
anebo je vratit Zadavateli.

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

Centrum a/nebo ZkouSejici budou
Zadavatele okamzité informovat o
veskerych ztratach, posSkozeni nebo
neopravnéném pouziti nebo
zpfistupnéni jakékoli ¢asti nebo vSech
Duavérnych informaci Zadavatele.

Zadavatel se zavazuje zachovavat
micenlivost o skutednostech, které
Centrum oznaci jako skuteCnosti
davérné.

7 — Publikovani, tiskové zpravy a
vefejna oznameni

Zadavatel uznava zéjem Smluvnich
partner na nekomerénim védeckém
publikovani Vysledk, bez ohledu na to,
zda vysledek Studie je pozitivni Ci
negativni. S ohledem na opravnéné
zajmy Zadavatele se Smluvni partnefi
zavazuji dodrzovat nasledujici
povinnosti a podminky pro publikovani:
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6.6 The Contracting Partners agree to
liquidate and delete any Confidential
Information in their possession or to
return it to the Sponsor upon the request
of the Sponsor.

6.7 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.

6.8 Center and/or Principal Investigator will
notify Sponsor immediately of any loss,
compromise, or unauthorized use or
disclosure of any part or all of Sponsor
Confidential Information.

6.9 The Sponsor agrees not to disclose any
fact that the Center designates as
confidential.

Article 7 — Publication, Press Releases and
Public Announcements

7.1. The Sponsor acknowledges the interest
of the Contracting Partners in the non-
commercial scientific publication of
Results, regardless of whether the
outcome of the Study is positive or
negative. Considering the Sponsor’s
reasonable interests, the Contracting
Partners agree to comply with the
following publication obligations and
terms:

7.1.1 Smluvni partnefi se zavazuji poskytovat 7.1.1 The Contracting Partners agree to

Zadavateli  veSkeré  navrhy na
publikovani nebo Ustni prezentace
tykajici se Studie nebo Hodnoceného
léku nebo Vysledki (dale jen
,Publikace®) nejméné Sedesat (60) dnu
pfed zamySlenym pFedlozenim nebo
prezentaci Publikace, aby je Zadavatel
mohl zkontrolovat.

7.1.2 Pokud Zadavatel neucini va&i Smluvnim

partneriim zadné oznameni ve lhuté 45
dnd ode dne, kdy mu byla dorucena
zamyS$lena Publikace, Smluvni partnefi
se zavazuji pfipomenout Zadavateli
zamyslené datum Publikace. Smluvni
partnefi nejsou opravnéni publikovat

provide the Sponsor with all proposed
publications or oral presentations
relating to the Study or the Study Drug or
Results (hereinafter referred to as the
“Publication”) at least sixty (60) days
prior to the intended submission or
presentation of the Publication in order to
allow the Sponsor to review it.

7.1.2 If the Sponsor does not notify the
Contracting Partners within 45 days of
the Sponsor's receipt of the intended
Publication, the Contracting Partners
agree to remind the Sponsor of the
intended date of the Publication. The
Contracting Partners are not allowed to
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7.1.6 Pokud by

Publikace bez vyslovného souhlasu
Zadavatele.

7.1.3 Smluvni strany berou na védomi a

souhlasi, ze v pfipadé multicentrickych
studii se Vysledky Studie publikuji
pouze prostfednictvim koordinace se
Zadavatelem za ucelem kombinovani
vysledkl ze vSech center u€astnicich se
Studie. Smluvni partnefi jsou opravnéni
publikovat Vysledky jejich Centra za
podminky, Ze celkové vysledky nebyly
publikovany do 18 mésicli od dokonceni
Studie, a souCasné za podminky
postupovani v souladu s podminkami
stanovenimi v tomto ¢lanku.

7.1.4 Zadavatel a Smluvni partnefi se

zavazuji prodiskutovat veskeré rozdily
v nazorech na zamysleny obsah
Publikace za ucelem nalezeni feSeni
uspokojivého pro Zadavatele i pro
Smluvni  partnery.  Zadavatel je
opravnén navrhnout jakékoli zmény
Publikace, které odlivodnéné povazuje
za nezbytné pro védecké ucely.
Smluvni partnefi se zavazuji, Ze
implementace takovych doporu€enych
zmén nebude bezdlvodné odmitnuta.

7.1.5 Pokud Ize océekavat, ze takova

Publikace by mohla mit nezadouci
u¢inek na zachovani  duvérnosti
kterékoli z Davérnych informaci
Zadavatele, Smluvni partnefi se
zavazuji zabranit takové Publikaci,
ledaze predmétna Davérna informace
nemuUze byt vymazana z Publikace bez
ujmy védecké spravnosti Publikace.

Publikace  z pohledu
Zadavatele mohla mit nezadouci ucinek
na schopnost ziskat patentovou
ochranu  pro  kterykoli  Vynélez,
Zadavatel ma pravo pozadovat odklad
Publikace na pfiméfenou dobu =za
ucelem pfipravy a podani zadané
patentoveé pfihlasky Zadavatelem nebo
jeho jménem, avSak tato doba nesmi
presahnout Sest (6) mésicu od data, kdy
byla Zadavateli Publikace doruCena ke
kontrole.  Zadavatel mé&  pravo
pozadovat dalsi odklad Publikace,
pokud patentova pfihladka byla podana
a pokud pfihlaska s pravem pfednosti je
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publish Publications without the explicit
consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge

and agree that, in case of multi-center
studies, Results of the Study are
published only through coordination with
the Sponsor in order to combine the
results of all centers participating in the
Study. The Contracting Partners may
publish Results of their Centers 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.

7.1.4 The Sponsor 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 Sponsor
and the Contracting Partners. The
Sponsor may recommend any changes
in the Publication, which the Sponsor
reasonably deems necessary for
scientific purposes. The Contracting
Partners agree that the implementation
of such recommended changes shall not
be unreasonably refused.

7.1.5 If such Publication is expected to have

an adverse effect on the confidentiality of
any of the Sponsor'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.

7.1.6 If the Publication may - in the Sponsor’s

view - have an adverse effect on the
ability to obtain patent protection for any
Invention, the Sponsor 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
Sponsor; such period, however, may not
to exceed six (6) months from the day the
Sponsor  received the intended
Publication for review. The Sponsor may
request a further delay of the Publication
in the case that the patent application
has been filed and the priority application
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nedplna a vramci 1 roku od podani
pfihladky s pravem prednosti musi byt
do Zadosti doplnén pfedmét patentové

prihlasky. Vtomto pfipadé ma
Zadavatel pravo pozadovat odklad
jakékoli Publikace az do doplnéni

prihlasky s pravem pfednosti. Zadavatel
nebude zakazovat Publikaci v pfipadé,
kdy informace, ktera je zpuUsobila byt
predmétem patentové ochrany, byla
z planované Publikace odstranéna.
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is incomplete and the subject-matter has
to be added to the application during the
priority year. In such a case, the Sponsor
may request a delay of any Publication
until the completion of the priority
application. The Sponsor shall not
prohibit the Publication if the patentable
information was removed from the
planned Publication.

7.1.7 Smluvni partnefi se zavazuji zahrnout 7.1.7 The Contracting Partners agree to

7.2.

7.3.

7.4.

do kazdé Publikace ustanoveni
informujici, ze vytvofeni dat bylo
podporeno Zadavatelem a soucasné se
Smluvni partnefi zavazuji informovat o
své mife angazovanosti ve Studii a
prospéchu, ktery jim ze Studie plynul.
Autorstvi a uznani za védecké
publikovani by mély byt v souladu
s Jednotnymi poZadavky na rukopisy
vydanymi  Mezinarodnim  vyborem
redaktoru lékarskych ¢asopisu - ICMJE
(Uniform Requirements for
Manuscripts).

Zadavatel, Centrum a Hlavni zkouSejici
se zavazuji postupovat v souladu se
Spravnou  publikaéni  praxi  (viz
http:///ismpp.org) a vSemi etickymi
standardy tykajicimi se publikace a
autorstvi. Smluvni partnefi se zavazuji
pouCit o téchto povinnostech také
v8echny Cleny studijniho tymu a
navazané tfeti strany, subdodavatele.

Povinnosti stanové v ¢l. 7.1 zlstanou
v platnosti dalSich dvacet pét (25) let po
pred€asném ukoncCeni nebo Ffadném
uplynuti této Smlouvy.

Zadavatel je opravnén zvefejnit
vysledky Studie zplsobem, ktery uzna
za vhodny, a to jak po celou dobu trvani
této smlouvy, tak po jejim ukonceni,
dale je Zadavatel opravnén umistit
informace o Studii a o Vysledcich na
internet, napr. na stranky
www.Clinicaltrials.gov (zvefejnéni
registru) a na stranky pro zvefejnéni
vysledku, na firemni stranky Zadavatele
(zvefejnéni registru a vysledkd) a v
kterékoli databazi vyzadované pravnimi
predpisy v souladu s pFislusnymi

7.2.

7.3.

7.4.

include in every Publication information
that the creation of data was supported
by the Sponsor as well as information
about their involvement in the Study and
their benefits from the Study. Authorship
and acknowledgements for scientific
publications should be consistent with
the Uniform Requirements for
Manuscripts issued by the International
Committee of Medical Journal Editors
(ICMJE).

Sponsor, Center and  Principal
Investigator shall comply with Good
Publication Practice Guidelines (found
at: http://www.ismpp.org) and all ethical
standards concerning publications and
authorship. The Contracting Partners
agree to educate about these
obligations all Study Team Members
and attracted third parties,
subcontractors.

The obligations set forth in Article 7.1
shall remain in effect for another twenty
five (25) years after early termination or
expiration of this Agreement.

The Sponsor may publish Results of the
Study in any manner it deems
appropriate, both during, and following
termination of this Agreement; the
Sponsor may also post information
about the Study and Results on the
Internet, e.g. on www.Clinicaltrials.gov
(register posting) and on websites for
results posting, on the Sponsor’s
company website (register and results
posting) and in any other database
required by laws in accordance with
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standardy ve vztahu k rozsahu, formé a
obsahu.

7.5. Smluvni partnefi se zavazuiji
nepublikovat zadné tiskové zpravy nebo
jind vefejna oznameni o Studii,
Vysledcich Studie a/nebo Hodnoceném
léku bez pFedchoziho pisemného
souhlasu  Zadavatele, s vyjimkou
opravnéné zvefejnénych a vefejné
dostupnych informaci.

7.6. Nazev Zadavatele nesmi byt pouzivan
v Zzadném reklamnim ¢&i jiném materialu
Smluvnich partnertt bez pfedchoziho
pisemného schvaleni Zadavatelem.

7.7. Autorstvi jakékoli publikace souvisejici s
Klinickym hodnocenim musi byt uréeno
vzajemnou dohodou. Zadavatel ma
pravo jmenovat spoluautory.

7.8. Pro odstranéni pochybnosti:

7.8.1 Centrum ani ZkouSejici nepouziji bez
pfedchoziho pisemného souhlasu
Zadavatele Zadné informace o
Klinickém hodnoceni, zejména o
existenci  Klinického hodnoceni v
zadnych propagacnich nebo
reklamnich materialech nebo
materialech urCenych pro nabor
Subjektd hodnoceni. Centrum je vSak
opravnéno uvést Klinické hodnoceni
v seznamu  klinickych  hodnoceni
dostupném na svych webovych
strankach nasledovné:

0] jméno zadavatele studie;
(ii) plny nazev klinického

hodnoceni v ¢eském jazyce
(iii) Cislo protokolu.

7.8.2 Zadavatel mize uzivat nazev Centra
a/nebo Zkousejiciho a informace o
nich v publikacich a sdélenich o
Klinickém hodnoceni, véetné
webovych  stranek o  klinickych
hodnocenich, bulletinu o Klinickém
hodnoceni, v Zadostech, formulafich a
v jinych materidlech pfedkladanych
jakémukoli regulacnimu  organu
a/nebo v  jinych materialech
zvefejiovanych  dle  PfFisludnych
pravnich predpisi, napfiklad pfi
zvefejnhovani v registrech klinickych
hodnoceni. Zadavatel nepouzije bez

7.5.

7.6.

7.7.

7.8.
7.8.1

7.8.2

Bl Contract No.: 860368

applicable standards regarding scope,
form and content.

The Contracting Partners agree not to
publish any press release or any other
public announcements about the Study,
Results of the Study and/or the Study
Drug without the Sponsor's prior written
consent, except for justifiably disclosed
and publicly available information.

The name of the Sponsor may not be
used in any advertising or any other
material of the Contracting Partners
without the Sponsor's prior written
authorization.

Authorship of any publications relating
to the Study should be determined by
mutual agreement. Sponsor has the
right to name co-authors.

For avoidance of doubt:

The Contractual Parties are prohibited

to use any information regarding Study

in any publicity, advertising or subject

recruitment materials without

Sponsor’s prior written consent; no

use of any information regarding Study

advertising or subject recruitment

materials without Sponsor's prior

written consent; however, the Center

is entitled to list the Study in the list of

clinical trials available on its website

as follows:

(i) the name of the sponsor of the
Study;

(i) full Study title in the Czech
language;

(iii) Protocol number.

Sponsor may use the name of Center
and/or Principal Investigator and other
identifying  information in  Study
publications and communications,
including clinical Study websites and
Study newsletters, applications or
forms, or other materials submitted to
any regulatory authority and/or other
disclosures required by Applicable
Law such as disclosures in clinical
Study, The Sponsor will not use the
name of the Centre or any information
on the Clinical Study in any
commercial or advertising materials
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pfedchoziho pisemného souhlasu
Smluvnich partneri nazev Centra ani
zadné informace o  Klinickém
hodnoceni v zadnych propagacnich
nebo reklamnich materialech.

Bl Contract No.: 860368

without prior written agreement of the
Contracting Partners.

7.9. Zadavatel bude dodrzovat pozadavky 7.9. Sponsor will adhere to the ICMJE
ICMJE o registraci klinickych hodnoceni requirements on clinical  Study
a prohlasuje, Ze Kilinické hodnoceni registration and represents that the
bude registrovano podle pfisludnych Study will be registered according to
pozadavkl ICMJE a vSech pfislusnych ICMJE applicable requirements and all
pravnich predpist jesté pfed naborem applicable laws regarding clinical Study
prvniho Subjektu hodnoceni a v registration prior to the recruitment of
zakonem vyzadované dobé a rozsahu the first Study subject and will report the
vefejné vyhlasi vysledky Klinického results of the Study publicly when and to
hodnoceni. the extent legally required.

7.10. Centrum a ZkousSejici berou na védomi, 7.10. Center and Principal Investigator

8.1.

8.2.

ze Zadavatel mlOzZe v souladu se

acknowledge that, Sponsor may, in

spole¢nymi ,Zasadami odpovédného accordance with the joint ‘Principles for
sdileni klinickych udaji o Klinickém Responsible Clinical Study Data
hodnoceni* EFPIA a PhRMA (k Sharing’ by EFPIA and PhRMA (found
dispozici na: www.efpia.eu nebo at: www.efpia.eu or www.phrma.org),

www.phrma.org) sdilet s nezavislymi
zadateli zpravu o Klinickém hodnoceni,
souvisejici klinické dokumenty a Gdaje o
klinické studii (dalSi informace Ize nalézt
na http://Studys.boehringer-
ingelheim.com/transparency_policy.html).

Cl. 8 — Odpovédnost a odskodnéni

Smluvni partnefi se zavazuji Zadavateli
nahradit ujmu (vCetné ujmy
nemajetkové) vzniklou z duvodu (i)

8.1

share the clinical study report, related
clinical documents, and clinical study
data with third party requestors (more
information to be  found at
http://Studys.boehringer-
ingelheim.com/transparency_policy.ht
ml).

Article 8 — Liability and Indemnity
The Contracting Partners agree to

indemnify the Sponsor for any damage
(including  non-pecuniary  damage)

nedbalostniho nebo amysliného incurred as a result of (i) a negligent or
protipravniho jednani & opomenuti willful illegal act or omission and/or (ii) a
a/nebo (i) poruSeni kterékoli breach of any obligations assumed
z povinnosti pfijatych na zakladé této under this Agreement by either of them
Smlouvy kterymkoli z nich, nebo or any employee of the Center or
kterymkoli ze =zaméstnancu Centra contractors used for the purposes of

nebo smluvnich partnerd, jichz pouziji
pro ucely plnéni této Smlouvy.

Zadavatel je Smluvnim partnerim
(Centrum, Hlavni zkouSejici dale
oznacovani jen jako ,OdSkodrnovana
strana“) povinen nahradit ujmu (v€etné
ajmy nemajetkové) v rozsahu, v jakém

8.2

fulfilment of this Agreement.

The Sponsor must indemnify the
Contracting Partners (hereinafter the
Center and the Principal Investigator
collectively referred to as the
‘Indemnified Party”) for damage

je vlaéi nim u pfislusného soudu (including non-pecuniary damage) to the
subjektem hodnoceni nebo jinymi extent to which a Study subject or any
ktomu podle platnych pravnich other under law entitled person
predpisu opravnénymi osobami successfully claims namely damage to

Uspésné uplatnén zejména narok na
nahradu Ujmy na zdravi (v€etné smrti)

health (including death) as a result of
using the Study Drug or any clinical
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8.2.1

8.2.2

8.2.3

8.3.

8.4

vzniklé z divodu uzivani Hodnoceného
léku nebo jakéhokoli vykonu nebo
postupu vykonaného na subjektu
hodnoceni dle pozadavkl Protokolu, a
to za podminky, ze tato Ujma:

nevznikla z ddvodu, ze Odskodriovana
strana nejednala v souladu (a)
s podminkami této Smlouvy; a/nebo (b)
Protokolem;  a/nebo  (c)  vSemi
prislusnymi pravnimi pfedpisy a pravidly
upravujicimi provadéni Studie; a/nebo
(d) bezpeCnostnimi  opatfenimi a
pisemnymi pokyny Zadavatele nebo
jeho Propojenych osob; a/nebo
nevznikla z davodu nedbalého nebo
umysliného protipravniho jednani di
opomenuti  OdSkodriované  strany;
a/nebo

neni plné nahrazena 2z pojisténi
sjednaného v souladu s pravnimi
predpisy ve prospéch OdSkodhované
strany.

Déle plati, Ze pokud vznikne takova
Ujma pouze zCasti z diavodu na strané
Odskodnované strany uvedenych v ¢l.
8.2.1, nebo 8.2.2, 0Odskodnované
strané vznika narok na nahradu ujmy
vl¢i Zadavateli v rozsahu, v jakém se
na vzniku Skody nepodilely divody
uvedené v ¢l. 8.2.1 a/nebo 8.2.2.

Pravo Smluvnich partneri na nahradu
ujmy dle ¢l. 8.2 dale nevznikne a
Zadavatel nebude mit povinnost
ndhradu djmy poskytnout, s vyjimkou
odst. 8.4.3, pouze v rozsahu, ve kterém
bude mit poruseni nékteré znize
uvedenych povinnosti ze  strany
Smluvnich partnertd negativni vliv na
moznost Uspé&Sné se branit proti
uplatnénému naroku na nahradu ujmy:

8.4.1 Smluvni partnefi se zavazuji pisemné

informovat Zadavatele o kazdém
naroku a/nebo zalobé v maximalnim
mozném rozsahu, jeZz spadaji nebo by
mohly spadat pod tato ustanoveni o
nahradé ujmy, a to do patnacti (15) dnu
ode dne, kdy se o nich dovédéli, a
souCasné umoznit Zadavateli, aby
schvaloval vS8echny ukony a obranu
proti takovému naroku nebo Zalobé
vcetné rozhodovani o jeho urovnani; a

Bl Contract No.: 860368

intervention or procedure required by the
Protocol in a competent court of justice,
provided that such damage:

8.2.1 did 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 Sponsor or its Affiliates; and/or

8.2.2 does not arise from a negligent or willful
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 Inthe case that such damage incurs only
in part due to reasons on the part of the
Indemnified Party as specified in Article
8.2.1 or 8.2.2, the Indemnified Party shall
be entitled to indemnification from the
Sponsor to the extent to which the
reasons indicated in Article 8.2.1 and/or
8.2.2 did not contribute to the damage.

8.4 The Contracting Partners shall not be
entitled to indemnification under Article
8.2 and the Sponsor shall not provide
indemnification, with the exception of
Paragraph 8.4.3, if the Contracting
Partners breach any of the following
obligations and such breach has a
negative impact on the possibility of
successful defense against the lodged
claim:

8.4.1 The Contracting Partners agree to notify
the Sponsor in writing and as much as
possible about a claim and/or lawsuit that
falls or could fall under these provisions
on indemnification within fifteen (15)
days of learning about such a claim or
lawsuit and to allow the Sponsor to
approve all acts and defense against
such a claim or lawsuit, including the
right to decide on its settlement; and
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8.4.2 Smluvni

8.4.3

partnefi  jsou
spolupracovat se Zadavatelem a jeho
pravnimi zastupci a pojistiteli pfi obrané
proti takovému naroku nebo zalobé, a
zajistit takovou spolupraci také svych
zaméstnancU; a

Smluvni partnefi nesmi uznat ani
urovnat Zadny takovy narok nebo
soudni  fizeni bez  prfedchoziho
pisemného souhlasu Zadavatele.

povinni 8.4.2 The

Bl Contract No.: 860368

Contracting Partners  must
cooperate and require its employees to
cooperate, with the Sponsor and its
attorneys and insurers in the defense of
such a claim or lawsuit; and

8.4.3 The Contracting Partners may not

recognize or settle any such claim or
lawsuit without the prior written consent
of the Sponsor.

Cl. 9 — Pojisténi Article 9 — Insurance
9.1. Zadavatel odpovida za zajisténi 9.1 The Sponsor shall be responsible for
pojisténi pro ucely Studie v souladu taking out insurance for the purposes of
s prislusnymi pravnimi predpisy. Za the Study in compliance with applicable
timto uCelem Zadavatel prohladuje, Ze legal regulations. For these purposes,
zajistil pojisténi odpovédnosti the Sponsor represents and warrants
Zadavatele a ZkouSejiciho za Skodu that it took out insurance of liability of the
(v€etné nemajetkové Ujmy, vyjma Sponsor and the Investigator for damage
nemajetkove ujmy zpusobené (including the non-pecuniary damage,

porusenim prav na ochranu osobnosti Ci

with the exception of non-pecuniary

jména, urazkou na cti, pomluvou, damage caused by Vviolation of
Sikanou,  obté&Zzovanim, nerovnym personality or name protection rights, by
zachazenim & jinymi  zpusoby defamation, slander, bullying,

diskriminace), jehoz prostfednictvim je
zajisténo i odSkodnéni v pfipadé smrti
subjektu hodnoceni nebo v pfipadé
ajmy vzniklé na zdravi subjektu
hodnoceni v dusledku provadéni Studie
vsouladu s 8 58 odst. 2 zakona o
IéCivech. Pro vylouceni pochybnosti
Zadavatel a Smluvni partnefi prohlasuiji,
Ze pojisténi podle tohoto odstavce
nenahrazuje pojisténi vztahujici se
k aktivitam, které nesouvisi se Studif,
napf. bézné poskytovani zdravotnich
sluzeb.

Cl. 10 — Ochrana a zpfistupnéni osobnich

adaju

harassment, unequal treatment or by any
other way of discrimination), including
indemnification in case of death of a
Study subject or damage to health to a
Study subject due to the Study
performance pursuant to Section 58 (2)
of Pharmaceuticals Act. In order to
eliminate any doubts, the Sponsor 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. Smluvni partnefi jsou si védomi, Zze 10.1 The Contracting Partners understand
Zadavatel nebo treti osoba that the Sponsor or a third party
Zadavatelem povéfena budou authorized by the Sponsor shall enter

vkladat Vysledky Studie a veSkeré
zpravy souvisejici se Studii, zaznamy o
Skolenich v misté provadéni Studie a
vystupy z veskerych audita
provadénych Zadavatelem nebo jeho
jménem podle pravidel spravné klinické

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 Sponsor into internal
electronic databases of the Sponsor
and/or third parties authorized by the

praxe Ci inspekci do internich Sponsor in compliance with good clinical
elektronickych databazi Zadavatele practice rules or inspections. As part of
a/nebo tfetich osob povéfenych such data management, the personal
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10.2.

10.3.

10.4.

Zadavatelem. V ramci této spravy dat
mohou byt v souladu s pozadavky
pravidel spravné klinické praxe a
pFislusnych pravnich predpist na Useku
ochrany osobnich Udaji uchovavany,
zpracovavany a pouzivany
Zadavatelem, jeho Propojenymi
osobami a povéfenymi tfetimi stranami
osobni udaje Hlavniho zkouSejiciho,
jako jsou jméno, pfijmeni a adresa,
finanéni zajmy podle Potvrzeni o
finan&nich zdjmech, a dale také osobni
udaje jinych zaméstnancl Centra,
Clentt studijniho tymu a jejich
zaangazovani ve Studii a vystupy auditt
provedenych  Zadavatelem podle
pravidel spravné Kklinické praxe i
inspekci (dale jen ,Data“) a pravnich
predpisi vztahujicich se k ochrané
osobnich udaju. Zadavatel bude
poskytovat tato Data externim verejnym
databazim jako je napt. clinicaltrials.gov
a Vv nezbytném rozsahu na zakladé
prislusnych pravnich predpisti také
organim vefejné moci. Data budou
zpracovavana pro plnéni pravnich
povinnosti Zadavatele a pro
management klinickych  hodnoceni.
Data budou zpracovavana po dobu
neurcitou, nejdéle vSak do naplnéni
ucelu.

Smluvni partnefi se zavazuji zajistit, Ze
do provadéni  Studie  nebudou
zaangazovany zadné fyzické osoby,
dokud tyto osoby neudéli souhlas se
zpracovanim svych osobnich udaju.

Smluvni partnefi se
neprodlené a pisemné
Zadavatele o jakémkoli
ustanoveni o bezpecnosti osobnich
udaju, v kazdém pfipadé vSak
nejpozdéji do péti (5) dnd od data
takoveého poruseni.

zavazuji
informovat
poruseni

Smluvni partnefi a Zadavatel se
zavazuiji jednat v souladu s pfisluSnymi
pravnimi pfedpisy na useku ochrany
osobnich Udajl, zejména nafizenim
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich 4dajd a o
volném pohybu téchto udajd a o zruseni
smérnice 95/46/ES (obecné nafizeni o

10.2

10.3

10.4
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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
Center, Study Team Members and their
involvement in the Study and outcomes
of audits performed by the Sponsor 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 Sponsor, its
Affiliates and authorized third parties in
compliance with good clinical practice

rules and applicable personal data
protection laws. The Sponsor 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
Sponsor’s legal obligations and for the
management of clinical studies. Data
shall be processed for an indefinite
period of time, however, no longer than
until the purpose, for which they are
processed, is fulfilled.

The Contracting Partners agree not to
enroll any natural persons in the Study
until such persons grant their consent to
the processing of their personal data.

The Contracting Partners agree to inform
the Sponsor in writing about any breach
of personal data protection provisions
without undue delay; however, no later
than five (5) days following such breach.

The Contracting Partners and the
Sponsor agree to adhere to applicable
personal data protection laws, especially
Regulation (EU) 2016/679 of the
European Parliament and of the Council
of 27 April 2016 on the protection of
natural persons with regard to the
processing of personal data and on the
free movement of such data, and
repealing Directive 95/46/EC (General
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10.5.

10.6.

11.1.

11.2.

12.1.

ochrané osobnich (daju) zakonem
upravujicim zpracovani osobnich udaju
a pfislusnymi pokyny Statniho ustavu
pro kontrolu IéCiv, zejména pokynem
KLH-22, pokud se uplatni.

Kontaktnim mistem ve véci jakychkoli
dotazli ze strany Subjektd hodnoceni
tykajicich se ochrany udaji subjektl
hodnoceni dle této smlouvy bude
Centrum, a bude tak zodpovédné za
vyporadani takovychto dotazu.

Bliz§i podminky zpracovani osobnich
udaju v Klinickém hodnoceni jsou
upraveny v pfiloze €. 4 Smiouvy.

Cl. 11 = Trvani Smlouvy

Tato Smlouva nabyva uc&innosti svym
zvefejnénim v registru smluv a skongi
dnem kdy (a) bude dokoncena celkova
zprava o Studii, nebo (b) bude
provedena posledni platba
Zadavatelem, pficemZ rozhoduijici je ta
z téchto skuteénosti, ktera nastane
pozdéji.

Prava a povinnosti Zadavatele a
Smluvnich partner(i stanovené v této
Smlouvé, které s ohledem na svou
povahu maji pfetrvat i po skonCeni této
Smlouvy (v€etné prav s ohledem na

10.5

10.6
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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.

Center will be the point of contact for any
data protection related requests related
to Study subjects as per this Agreement
and responsible to handle such requests.

Detailed conditions for the processing of
personal data in the Study are regulated
in Appendix No. 4 of the Agreement.

Article 11 — Term of the Agreement

111

11.2

This Agreement shall come into force
upon its disclosure in the agreements
register and shall end on the day (a) the
overall Study report is completed or (b)
the Sponsor makes its last payment,
whichever occurs later.

The rights and obligations of the
Sponsor and the Contracting Partners
that are set forth in this Agreement and
by nature are to survive this Agreement
(including, without limitation, rights with

vlastnictvi, Vynalezy, zachovavani respect to ownership, Inventions,
mi€enlivosti, publikace, protikorupénich confidentiality, publication, anti-bribery,
ustanoveni, odpovédnosti a liability and indemnification) shall
odskodnéni), zustavaji v platnosti i po remain in effect even after this

skon&eni nebo splnéni této Smlouvy.

Cl. 12 — Ukonéeni

Bez ohledu na jakékoli jiné pravo
ukong€it tuto Smlouvu, jez mize byt
stanoveno Vvtéto Smlouvé anebo
vyplyva z obecné zavaznych pravnich
pfedpisu, Zadavatel ma pravo ukondit
tuto Smlouvu kdykoli i bez uvedeni
dlvodu na zakladé vypovédi
s tficetidenni (30) vypovédni Ihitou.
Ihned po doru€eni vypovédi této
Smlouvy na zakladé kteréhokoli
ustanoveni této Smlouvy, se Centrum a
Hlavni zkouS$ejici zavazuji (i) zastavit
nabor a zafazovani subjekttd hodnoceni

12.1.

Agreement is terminated or completely
performed.

Article 12 — Termination

Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal
regulations, the Sponsor reserves the
right to terminate this Agreement at any
time without cause based on thirty-day
(30) notice. Immediately upon receipt of
the notice based on any provision of this
Agreement, the Center and the Principal
Investigator agree to (i) cease recruiting
and enrolling Study subjects in the
Study, (ii) cease all procedures to the
extent medically permissible on Study
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12.2.

12.3.

do Studie, (ii) zastavit provadéni
veskerych postupu, u jiz zafazenych
subjektd hodnoceni, a to v mife, v jaké
to dovoluje lékafské hledisko, a (iii)
zdrzet se v maximalni mozné mife
vytvareni dalSich nakladd a vydaja. V
pripadé, ze Centrum nebo Zadavatel
sdéli, ze vypovédni Ihita v délce fficeti
(30) dnl je nedostatecné dlouha doba
na vyhodnoceni rizik pro zafazené
Subjekty hodnoceni, kterym je podavan
Hodnoceny 1ék, budou smluvni strany
spolupracovat na tom, aby byla
bezpecné ukonfena I|éCba téchto
subjektd timto léCivem v prabéhu
vzgjemné dohodnuté doby, ale v
zadném pfipadé nebude zavazek
Zadavatele dodavat Hodnoceny |ék
podle této Smlouvy trvat déle nez
pfiméFenou dobu.

Smluvni partnefi a Zadavatel, kazdy
z nich, maji pravo ukoncit tuto Smlouvu
s okamzitym u€inkem formou vypovédi
doruc¢ené druhé smluvni strané
v pfipadé, Ze provadéni Studie v Centru
musi byt ukon€eno z Iékafskych anebo
etickych duavodu. Ukon&eni Smlouvy
Smluvnimi partnery dle pfedchozi véty
je Hlavni zkouSejici povinen pFedem
prokonzultovat se Zadavatelem. Aniz je
tim dotéeno pFedchozi ustanoveni,
v pfipadé kritickych nebo dulezitych
zjisténi v ramci auditu nebo inspekce
tykajicich se spravné klinické praxe,
farmakovigilance nebo regulatornich
zalezitosti, praxe nebo postupu, které
maji  nepfiznivy vliv na prava,
bezpecnost, nebo blaho subjektu
hodnoceni anebo  které  mohou
predstavovat potencialni riziko pro
vefejné zdravi anebo které mohou mit
za nasledek nepfijatelnost dat ze Studie
anebo které predstavuji vazné poruseni
pfislusnych  pravnich pfedpisi a
pravidel, ma Zadavatel pravo (podle své
volby) s okamzZitym ucinkem docasné
zastavit nabor subjektd hodnoceni,
dokud nebudou pFedmétna zjisténi
zcela posouzena nebo s okamzitym
ucinkem ukongit tuto Smlouvu.

V pfipadé, ze kterékoli z povoleni C i
souhlast nezbytnych pro provadéni
Studie je (i) skoneCnou platnosti
zamitnuto anebo (ii) zruseno, skondi

12.2.

12.3.
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subjects already enrolled in the Study
and (iii) refrain as much as possible from
incurring additional costs and expenses.
In the case that the Center or the
Sponsor announces that the thirty-day
notice does not provide enough time to
evaluate risks for enrolled Study
subjects who receive the Study Drug,
the Contracting Parties shall cooperate
so that the treatment of the Study
subjects with the Study Drug would be
safely terminated during a mutually
agreed period of time; however, the
Sponsor shall not be required to provide
the Study Drug based on this
Agreement for an unreasonable period
of time.

The Contracting Partners and the
Sponsor 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 Center needs to be
terminated due to medical or ethical
reasons. The Principal Investigator
must consult termination of this
Agreement by the Contracting Partners
under the previous sentence with the
Sponsor beforehand. 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
Study 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 Sponsor
reserves the right (at its own discretion)
to temporarily stop the recruitment of
Study subjects with immediate effect
until the relevant findings are fully
assessed or to terminate this
Agreement with immediate effect.

In the case that any authorization or
consent necessary for the performance
of the Study is (i) finally rejected or (ii)
withdrawn, this Agreement shall be
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12.4.

12.5.

12.6.

tato Smlouva
dorudeni
takovém
zruseni.

automaticky dnem
oznameni (rozhodnuti) o
kone€ném  zamitnuti  &i

Pokud se Zadavatel odavodnéné
domniva, ze Smluvni partnefi nebudou
schopni zacCit nabor anebo splnit svoje
povinnosti tykajici se naboru v ramci
sjednané |haty, ma Zadavatel pravo na

zakladé oznameni doruc¢eného
Smluvnim partnerdm (a) s okamzitym
uCinkem  snizit  poCet  subjektl

hodnoceni, jez maji byt zarfazeni do
Studie; anebo (b) prodlouzit dobu
naboru; anebo (c) ukondit tuto Smlouvu
vypovédi. Dle pismene c¢) muze
Zadavatel vypovédeét Smlouvu
s okamzitym ucinkem, av8ak pouze
pokud pfedem pisemné upozornil
Smluvni partnery na jejich prodleni
s naborem subjektd hodnoceni a
pozadal je o napravu v dodatecné
pfiméfené |haté, kterou jim za timto
ucelem stanovi, a Smluvni partnefi ani

v takové dodate¢né Ihaté napravu
neudini.
V pfipadé, ze Zadavatel neschvali

nového Hlavniho zkouSejiciho podle €l.
2.27 anebo tento novy hlavni zkouSejici
se pisemné nezavaze k povinnostem
dle této Smlouvy, Zadavatel je opravnén
tuto Smlouvu ukongit vypovédi ke dni
doruceni vypovédi Centru. V pfipadé,
Ze Hlavni zkouS$ejici a Zadavatel maji
zajem pokraCovat ve spolupraci pfi
provadéni Studie v jiném zdravotnickém
zafizeni, Centrum se zavazuje
poskytnout soucinnost pfi prevedeni
relevantnich dat, informaci a materialu,
které nejsou vlastnictvim Centra, ve
prospéch nového centra.

V pfipadé, Ze béhem auditu nebo
inspekce dozornych organt bude
zjisténo porusSeni ustanoveni této
Smlouvy nebo Protokolu ze strany
Centra nebo Hlavniho zkouSejiciho
(nebo nedodrzeni ustanoveni této
Smlouvy ze strany kteréhokoli jiného
Clena studijniho tymu), ma Zadavatel
pravo tuto  Smlouvu  vypovédét
s okamzitou ucinnosti.

12.4.

12.5.

12.6.
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automatically terminated on the day of
receipt of notification (decision) of such
final rejection or withdrawal.

In the case that the Sponsor reasonably
believes that the Contracting Partners
shall be unable to start recruitment or to
fulfil their recruitment obligations by the
agreed deadline, the Sponsor shall
have the right, by sending written notice
to the Contracting Partners, to (a)
decrease with immediate effect the
number of Study subjects to be
recruited; or (b) extend the recruitment
deadline; or (c) terminate this
Agreement. According to (c), the
Sponsor may terminate this Agreement
with immediate effect, provided that the
Sponsor informed the Contracting
Partners about their delay with
recruiting Study subjects in writing
beforehand and asked them to remedy
this delay within an additional
reasonable time-limit and the
Contracting Partners failed to remedy
this delay within such additional
reasonable time-limit.

In the case that the Sponsor does not
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 Sponsor may terminate
this Agreement as of the day of delivery
of the termination notice to the Center.
In the case that the Principal
Investigator and the Sponsor wish to
continue to cooperate with regard to the
Study in another medical facility, the
Center agrees to cooperate with
transferring relevant data, information
and materials that are not owned by the
Center to such a medical facility.

In the case that an audit or inspection of
supervising authorities discovers a
breach of this Agreement or the Protocol
on the part of the Center or the Principal
Investigator (or failure by any Study
Team Members to observe the
provisions of this Agreement), the
Sponsor shall have the right to terminate
this Agreement with immediate effect.
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12.7.

12.8.

12.9.

12.10. Centrum a Zkousejici

Zadavatel je povinen uhradit vSechny
dluzné castky za Fadné poskytnuté
sluzby Smluvnimi partnery na zakladé
této Smlouvy a néklady, které jim
odGvodnéné vznikly, ke dni doruceni
vypovédi anebo v pfipadé skon&eni této
Smlouvy dle ¢l. 12.1 k poslednimu dni

12.7.

Bl Contract No.: 860368

The Sponsor must pay all outstanding
amounts for the services properly
provided by the Contracting Partners
based on this Agreement and all
reasonably incurred costs, as of the day
of receipt of the notice or, in the case
that this Agreement is terminated

vypovédni lhaty anebo v pfipadé pursuant to Article 12.1, as of the last
skonceni této Smlouvy dle ¢l. 12.3 ke day of the termination period or, in the
dni doru€eni  tam uvedeného case that this Agreement is terminated

kone¢ného zamitnuti. Pokud Centrum
prokazatelné obdrzelo vysSi Castky
odmény a nakladd, na néz mu podle
skute¢né provedenych cinnosti vznikl
narok vsouladu stouto Smlouvou,
Centrum se pfislusny rozdil zavazuje
zaplatit zpét Zadavateli bez zbyteéného
odkladu.

Pfi skonCeni Smlouvy se Smluvni
partnefi zavazuji vratit Zadavateli
veSkery nespotifebovany material a
pfedméty, jez jim byly poskytnuty
v souvislosti se Studii, a to nejpozdéji do
tficeti (30) pracovnich dni od data
ukonc&eni skon€eni Smlouvy.

Centrum a Zkousejici budou po
ukon€eni dale monitorovat Subjekty
hodnoceni a uchovavat klinické udaje
podle Protokolu a v souladu s ICH GCP.

budou (i)
poskytovat Zadavateli veSkeré udaje
vyzadované dle ustanoveni této
Smlouvy a/nebo Protokolu a (ii) zajisti
zastupcim Zadavatele pfed vyplatou
zavérecné platby i poté pfistup k udajum
a lékarskym zaznamim za UcCelem

12.8.

12.9.

pursuant to Article 12.3, as of the day
of receipt of the final rejection. In the
case that the Center provably received
higher payments than the payments due
according to the work actually
performed based on this Agreement,
the Center shall refund the balance to
the Sponsor without undue delay.

Upon termination of this Agreement, the
Contracting Partners shall return to the
Sponsor 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.

Following such termination, Center and
Principal Investigator will continue to
monitor Study subjects and maintain
clinical data as set forth in the Protocol
and in accordance with ICH GCP.

12.10. Contractual Parties will (i) provide to

Sponsor any and all data required
pursuant to the terms of this Agreement
and/or the Protocol, and (ii) provide
Sponsor representatives access, both
prior to and following final payment, to
data and medical records for review and

revize a dopracovani  potiebné completion of necessary documentation
dokumentace a nalezitého prevodu and appropriate transfer or
nebo ukonceni UCasti  Subjektu discontinuation of Study subjects’

hodnoceni v Klinickém hodnoceni.

Cl. 13 — PREDPISY PROTI UPLATKARSTVIi

s pFislusnymi protikorupnimi pravnimi
pfedpisy a nafizenimi, vSeobecné
zndmymi kodexy platnymi v ramci
daného odvétvi a profese, a je jim
zakazano pfimo nebo nepfimo nabizet,
slibovat, platit nebo zajistovat platbu

participation in the Study.

Article 13 — ANTI-BRIBERY AND ANTI-

A KORUPCI CORRUPTION
13.1 Z&kaz. Centrum a Hlavni ZkouSejici se 13.1 Prohibition. Center and Principle
zavazuji, ze budou jednat pIné v souladu Investigator commit to act in full

compliance with any applicable anti-
corruption laws and regulations, industry
and generally known professional codes
of and are prohibited to offer, promise,
pay or arrange for payment or giving of
any benefit or advantage to any
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nebo poskytnuti jiného prospéchu nebo
vyhody jakékoli fyzické nebo pravnické
osobé, zejména Zastupcim vefejné
moci dle definice nize, vyménou za
jakoukoli formu neopravnéné vyhody.
Centrum a Hlavni ZkouSejici nesmi
zejména nabidnout, pfislibit nebo
zaplatit uplatek za ucelem (i) splnéni
regulacnich pozadavkl a ziskani nebo
udrzeni (ii) jakéhokoli druhu obchodni
¢innosti, véetné obchodni transakce,
jejimz je Zadavatel uCastnikem nebo (iii)
jakékoli jiné neopravnéné vyhody
souvisejici s podnikdnim Zadavatele.
Centru a Hlavnimu ZkouSejicimu je
zakazano pozadovat, pfijmout pfislib
nebo obdrzet jakoukoli platbu, prospéch
nebo vyhodu od jakékoli fyzické nebo
pravnické osoby pro sebe nebo pro treti
osobu vyménou za to, Ze daji jiné fyzické
nebo pravnické osobé neregulérné
pfednost pfi obstaravani zbozi nebo
obchodnich nebo jinych sluzeb.

Zastupce verejné moci. Pojem
,zastupce vefejné moci“ znamena pro
ucely této Smlouvy jakéhokoli ufednika
¢i zaméstnance domaci nebo zahranicni
vlady nebo jakéhokoli jejiho ministerstva,
agentury nebo ufadu nebo vefejnopravni
mezinarodni organizace (vCetné
nevladnich organizaci), a také jakoukoli
osobu jednajici ¢&i jakoukoli sekci,
oddéleni, organ C¢i pobocCku téchto
instituci, nebo jakoukoli osobu jednajici v
kompetenci ufedni moci v zastoupeni
jakékoli takové vlddy nebo jejiho
ministerstva, agentury nebo ufadu nebo
v zastoupeni jakékoli vefejnopravni
mezinarodni organizace, a zaroven
zdravotnické odborniky, ktefi pracuji ve
zdravotnickych  zafizenich, v nichz
vlastni podil nebo které ovladaji ustfedni,
regionalni nebo mistni organy statni
moci nebo ktera jsou jimi zCasti nebo
zcela financovana. Centrum a Hlavni
ZkouSejici nesmi prevést zadnou
hodnotu Zastupci vefejné moci za
neopravnéné vyhody ve smyslu ¢l. 13.1
této Smiouvy.

13.3 HlaSeni Zadavateli. Centrum a Hlavni

ZkouSejici jsou povinni hlasit Zadavateli
jakékoli podezieni na minulé, sou€asné
nebo potencialni poruseni tohoto &lanku.
Ma-li Centrum pochybnosti o to, zda

Bl Contract No.: 860368

individual or entity, including but not
limited to Public Officials, as defined
below, in exchange for an improper
advantage in any form either directly or
indirectly. In particular, Center and
Principle Investigator may not offer,
promise or pay a bribe in order to fulfil,
obtain or retain (i) regulatory
requirements, (ii) any kind of business
including any commercial transaction to
which Sponsor is a party, or (iii) any other
improper advantage in connection with
the business of Sponsor. Center and
Principle Investigator are prohibited to
request, accept a promise of or receive
any payment, benefit or advantage from
any individual or entity for oneself or for
a third party in return for giving another
person or entity unfair preferences in the
procurement of goods or commercial or
other services.

13.2 Public Official. For the purpose of this

Agreement, “Public Official” means any
officer or employee of a local or foreign
government or any department, agency,
or instrumentality thereof, or of a public
international organization (non-
governmental institution included) as
well as any person acting in an official
capacity for or on behalf of any such
government, department, agency, or
instrumentality, or for or on behalf of any
such public international organization as
well healthcare professionals, working in
healthcare institutions, in which the
central, regional or local government
owns an interest or has control or which
are paid partly or as a whole by the
government. Center and Principle
Investigator may not transfer anything of
value to a Public Official without the prior
approval of the Sponsor. Center and
Principle Investigator may not transfer
anything of value to agents for unjustified
benefits in the sense of Article 13.1 of
this Agreement

13.3. Reporting to Sponsor. Center and

Principle Investigator shall report any
suspicion of past, actual or potential
violations of this section to the Sponsor.
If the Center is in doubt whether a certain
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ur€ité jednani porusuje jeho povinnosti
dle tohoto ¢lanku, bude kontaktovat
Zadavatel a odlozZi rozhodnuti, dfive nez
podnikne dané opatieni

13.4 Nasledky poruseni. Veskeré poruseni

tohoto c¢lanku tvofi zavazné poruseni
této Smlouvy. Zadavatel je vedle jinych
sankci stanovenych PFislusnymi
pravnimi  pfedpisy a/nebo  touto
Smlouvou opravnén ukongit tuto
Smlouvu s uvedenim ddvodu a s
okamzitou platnosti, jestlize Centrum
porusi své povinnosti dle tohoto ¢lanku.
Centrum nahradi Zadavateli Skodu, ktera
mu vznikne porusenim tohoto ¢lanku ze
strany Centra  anebo Hlavniho
zkouSejiciho, a to v rozsahu a zplisobem
stanovenym pravnimi predpisy.

13.5 Finanéni zvefrejnéni. Smluvni partnefi

souhlasi, Ze budou spolupracovat se
Zadavatelem na zajisténi souladu s
poZzadavky FDA tykajicicmi financnich
informaci. Smluvni partnefi se zavazuji
zajistit, Ze vSichni zkouSejici poskytnou
dostateCné a presné financni informace
na formulafi Financial Disclosure
Questionnaire  (,FDQ") poskytnutém
Zadavatelem; Smluvni partnefi se
zavazuji hlasit veSkeré zmény bez
zbyte&ného prodleni Zadavateli, a to po
dobu Studie a dale pak jednoho (1) roku
po ukondéeni Studie.
Smluvni partnefi (i) berou na védomi, ze
vyplnéné formuldfe FDQ mohou byt
kontrolovany ze strany vladni nebo
regulatornich autorit, Zadavatele a jeji
zastupcl, a Ze formulafe FDQ mohou byt
soucasti regulatorniho  podani ve
Spojenych statech americkych, kde si
FDA vyhrazuje pravo tyto informace
zvefejnit, povazuje-li to za predmét
vefejného zajmu, a (ii) zajisti pfedchozi
pisemny souhlas kazdého zkouS$ejiciho s
touto kontrolou a pfevodem, bude-li to
tfreba.
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act violates its obligations under this
section, the Center shall contact the
Sponsor and shall delay the decision
before taking the action.

13.4 Consequences of Violation. Any

violation of this section constitutes a
material breach of this Agreement. In
addition to any other sanction provided
by Applicable Law and/or this
Agreement, the Sponsor may terminate
this Agreement for cause and with
immediate effect, if the Center violates its
obligations under this section. The
Center and Principle Investigator shall
indemnify and hold Sponsor harmless for
any loss or damage resulting of a breach
by the Center and/or Principle
Investigator, its directors, officers,
employees, sub-contractors and agents
of this section or of any Applicable Law.

13.5. Financial Disclosure. The Contracting

Partners agree to cooperate with
Sponsor to ensure compliance with FDA
requirements on financial information.
The Contracting Partners shall ensure
that all investigators provide sufficient
and accurate financial information on the
Financial Disclosure  Questionnaire
(“FDQ”) provided by Sponsor; The
Contracting  Partners  shall report
changes promptly to the Sponsor during
the Study and for one (1) year following
Study completion.
The Contracting Partners 0]
acknowledge that the completed FDQ
may be subject to review by
governmental or regulatory authorities,
Sponsor, and their agents and that the
FDQ may be included in a regulatory
submission in the USA and FDA
reserves the right to make the
information public if it feels that this in the
public interest, and (ii) ensure to obtain
from each investigator prior written
consent as necessary for such review
and transfer.

Cl. 14 - Poskytnuti zafizeni a vzdalené Article 14 — Provision of Equipment and
zadavéani dat Remote Data Capture

14.1 Pokud bude Centrum a/nebo Hlavni 14.1 If computer systems are used for
zkouSejici pro vzdalené zadavani dat Remote Data Capture (“RDC”) by Center
(RDC) pouzit pocitaCovy systém (at uz and/or Principal Investigator for the
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ve vilastnim pocitaci, nebo v pocitaci
poskytnutém Zadavatelem), Centrum a
Hlavni zkouSejici se zavazuji zajistit
splnéni vS8ech pozadavki na RDC a
postupovat v souladu s podminkami
Pfilohy 2 ,Vzdalené zadavani dat (RDC)
— Podminky pouziti” a s Uzivatelskou
priruckou RDC poskytnutou
Zadavatelem.

14.2 Pokud Zadavatel poskytne Centru

a/nebo Hlavnimu zkouSejicimu jakékoli
zafizeni k pouziti v souvislosti s
provadénim Studie (dale ,Zafizeni),
zavazuji se Centrum a Hlavni zkouSejici
vést dokumentaci takového Zafizeni v
prehledu ,Equipment Loaned Log®, ktery
je soucasti ISF a uzavie se za timto
Ucelem zvlastni smlouva, kterou se
vypuijcka zafizeni bude Fidit.

Cl. 15 — Odebrani opravnéni provadéni

klinickych hodnoceni

15.1 Centrum a ZkouSejici kazdy prohlasuji a

zaruCuji se, ze Centrum, ZkousSejici a
maji za to, Ze ani Personal Klinického
hodnoceni a jejich pFislusni
zameéstnanci, dodavatelé a zastupci,
vEetné pomocnych zkoudejicich, nejsou
predmétem zadného omezeni
opravnéni k provadéni Kklinickych
hodnoceni, takové opravnéni jim nebylo
odebrano, jeho platnost nebyla
pozastavena, nebyli diskvalifikovani a
nebyl jim ulozen zakaz provadét klinicka
hodnoceni, a Zadny regulaéni organ
proti nim nevede fizeni o odebrani
opravnéni k provadéni Klinickych
hodnoceni a ze strany FDA, jiného
statniho nebo regulaéniho organu nebo
profesni organizace jim nebyla ulozena
Zadna omezeni ani sankce ve vztahu k
provadéni védeckych nebo klinickych
vyzkumd. Centrum a/nebo Hlavni
zkouSejici  Zadavatele  neprodlené
pisemné uvédomi v pfipadg, Zze
Centrum, Hlavni zkouSejici, nebo
v pfipadé, ze se dozvi, ze kterykoli z
jejich zaméstnancu, dodavateld nebo
zastupcl, véetné spoluzkousejicich se
stane pfedmétem omezeni opravnéni k
provadéni klinickych hodnoceni, takové
opravnéni mu bude odebrano, jeho
platnost bude pozastavena, bude
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Study (own computer or notebook
computer supplied by Sponsor), Center
and Principal Investigator will ensure that
all requirements for RDC are in place
and comply with the RDC terms and
conditions set forth in Appendix 2
“‘Remote Data Capture (RDC) — Terms
and Conditions” and the RDC User
Guide provided by Sponsor.

If Sponsor provides Center and/or
Principal Investigator with any other
equipment (“Equipment”) for use in
connection with performance of services
in the Study, Center and/or Principal
Investigator  will document  the
Equipment in the “Equipment Loaned
Log” which is part of the ISF, and a
separate contract will be concluded for
this purpose, which will establish the loan
of the equipment.

Article 15 — Debarment

15.1 Center and Principal Investigator each

represent and warrant that Center,
Principal Investigator, neither Study
Team Members and their respective
employees, contractors, and agents,
including sub-investigators, have not
been restricted, debarred, suspended,
disqualified or banned from conducting
clinical Studys or are under investigation
by any regulatory authority for
debarment, or otherwise subject to any
restrictions or sanctions by the U.S. FDA
or any other governmental or regulatory
authority or professional body with
respect to the performance of scientific
or clinical investigations. Center and/or
Principal  Investigator shall  notify
Sponsor immediately in writing if Center,
Principal Investigator, or in the event that
it learns that any of their respective
employees, contractors or agents,
including  sub-investigators, is so
restricted, debarred, suspended,
disqualified or banned or becomes
subject to an investigation for
debarment, or becomes otherwise
subject to any restrictions or sanctions.
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diskvalifikovan nebo mu bude ulozen
zakaz provadét klinicka hodnoceni,
pfipadné proti nému regulacni organ
zahaji fizeni o odebrani opravnéni k
provadéni klinickych hodnoceni, nebo
na né& uvali jakakoli omezeni nebo
sankce.

Cl. 16 — Razna ustanoveni

16.1 Uzavieni této Smlouvy neni podminéno

16.2

zadnym  existujicim ¢i  budoucim
obchodnim vztahem mezi Smluvnimi
partnery a Zadavatelem ani na zadném
obchodnim rozhodnuti, které Smluvni

partnefi ucinili anebo ugini  Vv{di
Zadavateli nebo vyrobkim
obchodovanym Zadavatelem.

Pro vylou€eni pochybnosti strany

prohladuji, Zze ve vSech pfipadech kdy
tato Smlouva odkazuje na smluvni
vyzkumnou organizaci, jedna smluvni
vyzkumna organizace vyluéné jménem
a jako zastupce Zadavatele a neni
smluvni stranou této Smiouvy.

16.3 Smluvni partnefi se zavazuji plnit svoje

povinnosti na zakladé této Smlouvy
zpusobem, ktery bude v souladu
S pfisludnymi pravnimi predpisy
zaméfenymi proti korupci a uplaceni.
Smluvni partnefi zavazné prohlasuji, ze
v souvislosti se Studii neposkytli ani

neposkytnou Zadnou platbu ani
prospéch, pfimo ¢i nepfimo, ufedni
0sobé, zakaznikdm, obchodnim

partneriim, odbornikim ve zdravotnictvi
ani zadné jiné osobé =za ucelem
zajisténi nepatficného prospéchu nebo
nekalé obchodni vyhody, nebudou
ovliviiovat rozhodovani v soukromé ani
vefejné sféfe, predepisovani, ani
nebudou nikoho podnécovat
k poruSovani profesnich povinnosti di
pravidel. Smluvni partnefi se zavazuji
neprodlené v pisemné podobé nahlasit
Zadavateli kazdé podezieni Ci zjisténé

poruSeni vySe uvedenych zasad
v souvislosti s obchodni Cinnosti
Zadavatele a budou v takovych
pfipadech spolupracovat se
Zadavatelem pfi proSetieni takové
zalezitosti.
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Article 16 — Miscellaneous

16.1 The conclusion of this Agreement is not

contingent on any existing or future
business relationship between the
Sponsor and the Contracting Partners or
on any business decision that the
Contracting Partners made or shall
make with respect to the Sponsor or the
products sold by the Sponsor.

16.2 To eliminate any doubts, the Contracting

16.3

Parties represent and warrant that
research organizations referred to in this
Agreement act in the name and as a
representative of the Sponsor and are
not a contracting party to this Agreement.

The Contracting Partners agree to
perform their obligations under this
Agreement in compliance with applicable
anti-bribery and anti-corruption laws.
The Contracting Partners represent and
warrant that in connection with the Study
they did not provide and shall not provide

any payment or benefit, directly or
indirectly, to government officials,
customers, business partners,

healthcare professionals or any other
persons in order to secure an improper
benefit or unfair business advantage,
shall not influence private or official
decision-making, shall not influence
prescribing and shall not instigate
anyone to breach professional duties or
rules. The Contracting Partners agree to
immediately report to the Sponsor in
writing any suspected or detected
violation of the above principles in
connection with the Sponsor’s business
activity and, in such cases, shall
cooperate with the Sponsor in reviewing
the matter.
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16.4. Smluvni strany prohladuji, Ze nemaji v 16.4 The Contracting Partners represent and

souCasné dobé& uzavienou Zzadnou
smlouvu ¢&i zavazek, jejichZ plnéni by
negativné ovlivnilo plnéni povinnosti
viéi Zadavateli, na zakladé této
smlouvy a souCasné se zavazuji po
celou dobu prabéhu  klinického
hodnoceni Studie Zadnou takovou
smlouvu neuzavfit ani zZadny takovy
zavazek nepfijmout. Hlavni zkouSejici
ruéi za to, ze zadny z Clenu studijniho
tymu nema v souc€asné dobé uzavienou
Zadnou takovou smlouvu, a zavazuje se
zajistit, ze zadny z Clent studijniho
tymu takovou smlouvu neuzavie.

16.5 Tato Smlouva obsahuje UpIné ujednani o

predmétu Smlouvy a vSech
naleZitostech, které smluvni strany
mély a chtély ve Smlouvé ujednat, a
které povazuji za dulezité. Soucasné
smluvni strany prohlasuji, Ze se
navzajem sdélily vS8echny informace,
které povazuji za dulezité a podstatné
pro uzavieni této Smiouvy.

16.6 Smluvni strany si nepfeji, aby nad ramec

16.7

16.8

vyslovnych ustanoveni této Smlouvy
byla jakadkoliv prava a povinnosti
smluvnich stran dovozovany
zdosavadni €i  budouci  praxe
zavedené mezi nimi & zvyklosti
zachovavanych obecné ¢Ci v odvétvi
tykajicim se pfedmétu plnéni této
Smiouvy.

Kazda ze smluvnich stran jedna jako
nezavisly subjekt a pro zadné ucely
neni % postaveni partnera,
zprostfedkovatele, zaméstnance ani
zastupce druhé smluvni strany.

Zadavatel ma pravo postoupit tuto
Smlouvu zcela anebo z&asti na
kteroukoli ze svych Propojenych osob.
Kromé vySe uvedeného neni Zadna ze
smluvnich stran opravnéna postoupit
sva prava a/nebo povinnosti zcela ani
zCasti na tfeti stranu bez pfedchoziho
pisemného souhlasu ostatnich
smluvnich  stran. Tato  Smlouva
zavazuje jeji jednotlivé smluvni strany,
jakoz i jejich pravni nastupce a osoby,
na néz budou prava a zavazky

16.5.

16.6.

warrant that they are not presently under
any agreement or obligation that would
negatively affect the performance of their
obligations with respect to the Sponsor
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 no Study Team
Member shall enter into any such
agreement.

This Agreement represents an entire
agreement about the subject-matter
hereof and all matters that the
Contracting Parties were and wished to
negotiate herein and consider important.
The Contracting Parties represent and
warrant that they provided to each other
all information they consider important
and substantial for entering into this
Agreement.

The Contracting Parties do not wish to
have any of their rights and obligations
implied from current or future practice
established between them or from
usages observed in general or in the
industry related the subject-matter of this
Agreement, unless explicitly agreed in
the Agreement.

16.7 Each Contracting Party shall act as an

independent entity and shall not be
construed for any purposes as a partner,
agent, employee or representative to the
other Contracting Party.

16.8 The Sponsor shall have the right to

assign this Agreement, in whole or in
part, to any of its Affiliates. Save for the
foregoing, neither Party may assign its
rights or obligations under this
Agreement, in whole or in part, to a third
party without the prior written consent of
the other Parties. This Agreement is
binding for all Parties as well as their
legal successors and parties to which the
rights and obligations of the Contracting
Parties shall be assigned in compliance
with this Article.
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16.9

smluvnich stran v souladu s timto

¢lankem postoupené.

Neplatnost nebo nevymahatelnost
konkrétniho ustanoveni této Smlouvy
nema vliv na plathost ostatnich
ustanoveni. Smluvni strany se zavazuji
nahradit neplatné a nevymahatelné
ustanoveni platnym a vymahatelnym
ustanovenim, podle potieby, jimZ bude
co mozna nejblize dosazeno umyslu,
jez strany mély v dobé& uzavfeni této
Smiouvy.

16.10 Jednostranné vzdani se prava anebo

micky dany souhlas anebo neuspésné
dovolani se poruSeni kteréhokoli
ustanoveni této Smlouvy smluvni
stranou nezaklada jednostranné vzdani
se prava v souvislosti s jakymkoli
naslednym  porusenim  kteréhokoli
ustanoveni této Smlouvy.

16.11 Pokud neni v této smlouvé dohodnuto

jinak, povazuje se za kontaktni osobu

Centra: I

Ukon
uCinény vici Centru se povazuje za
fadné ucinény i vaci  Hlavnimu

zkousejicimu, resp. ¢lendm Studijniho
tymu.

16.12 Smluvni strany se dohodly, Ze tato

Smlouva muze byt s dale uvedenou
vyjimkou ménéna pouze pisemné
prostfednictvim vzestupné Ccislovanych
dodatkd podepsanych v&emi 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 &i
zpusob provadéni ukonu (zejména
vy8etfeni)  provadénych  Smluvnimi
partnery v rdmci Studie a nemda tedy
jakykoli vliv na vySi odmény za provadéni
Studie ¢&i jiné ceny uvedené v této
Smlouvé. Nepodstatné zmény Protokolu
jsou uc€inné dnem jejich doruceni Centru.

16.10 A unilateral
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16.9 The invalidity or unenforceability of a

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.

waiver of a right or
acquiescence or failure to claim a breach
of any provision of this Agreement by
either Contracting Party shall not
establish a unilateral waiver of such right
with respect to any subsequent breach of
any provision of this Agreement.

16.11 Unless otherwise agreed in this

Agreement, the Center’s contact person

shall be:
]
All actions

taken with respect to the Center shall be
deemed as actions taken respect to the
Principal Investigator or Study Team
Members as well.

16.12 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 Center.
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Ceskym pravem bez ohledu na
ustanoveni jeho koliznich  norem.
Smluvni strany se dohodly, ze veSkeré
spory vzniklé ztéto Smlouvy budou
feSeny vécné a mistné pfislusnymi
soudy Ceské republiky.

16.14 Tato Smlouva je sepséna v ¢eském a

anglickém jazyce a smluvni strany
povazuji obé jazykové verze za
rovnocenne, avsak pro pfipad
vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, Zze pfednost ma Ceska verze
Smlouvy. Tato Smlouva a vSechny jeji
pfilohy pfedstavuji Uplnou dohodu
smluvnich stran o prfedmétu této
Smiouvy.
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16.13 Tato Smlouva je vytvofena a fidi se 16.13 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.

16.14 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.

Cl. 17 - Prilohy Article 17 — Appendices

Nasledujici pfilohy tvofi nedilnou soucast této The following Appendices constitute an

Smlouvy, nestanovi-li tato Smlouva jinak: integral part of this Agreement, unless set
forth otherwise herein:

Pfiloha €. 1:  Platebni rozvrh
Priloha €. 2:  Dalkové
udaji (RDC) — Podminky
Pfiloha €. 3: Pozadavky na faktury
Pfiloha €. 4: Zpracovani osobnich udaja

Appendix 1: Payment Schedule
zaznamenavani Appendix 2: Remote Data Capture (RDC)
Terms and Conditions

Appendix 3: Invoice requirements

Appendix 4: Personal Data Processing
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NA DUKAZ CEHOZ nechaly Smluvni strany

Bl Contract No.: 860368

IN WITNESS WHEREOF, the Contracting

tuto Smlouvu podepsat svymi Fadné Parties have executed this Agreement in three
zmocnénymi zastupci ve tfech (3) origindlnich  (3) originals by their duly authorized
vyhotovenich. representatives.

Zadavatel / Sponsor
Boehringer Ingelheim RCV GmbH & Co KG

Misto / Place: Vienna
Datum / Date: 22.4.2025

Misto / Place: Vienna
Datum / Date: 22.4.2025

Jméno a pfijmeni / First and last name: Jméno a pfijmeni / First and last name:

Funkce / Position: Head of Clinical Development Funkce / Position: Regional Therapeutic Area Lead

Centrum / Center Hlavni zkousejici / Principal Investigator

Misto / Place: Brno
Datum / Date: 2-5.2025

Misto / Place: Brno
Datum / Date: 2-5.2025

prof. MUDr. Marek Svoboda, Ph.D.,, feditel / director

Jméno a pfijmeni / First and last name:

I
Funkce / Position: [ I
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halouzka
Podtržení


Priloha 1
Platebni rozvrh

Boehringer Ingelheim,
Protokol: 1463-0001

A.

PLATEBNI PODMINKY

Smluvni strany sjednavaji, Ze nize
uvedeny pfijemce plateb je naleZitym
prijemcem plateb pro ucely této Smlouvy
a Ze platby dle této Smlouvy budou
vyplaceny pouze nasledujicimu pfijemci
(dale jen ,Prijemce plateb®):

JMENO PRIJEMCE
Masarykuv onkologicky ustav

PLATEB:

ADRESA PRIJEMCE PLATBY: Zluty
kopec 543/7, 656 53 Brno

DIC: CZ00209805

BANKOVNI UDAJE: il N
|

FINANCIAL CONTACT:

Pokud Zadavatel nestanovi pisemné
jinak, Centrum, Hlavni Zkousejici ani jina
fyzicka nebo pravnicka osoba nebude mit
narok na zadné platby v souvislosti s
Klinickym hodnocenim nebo c&innostmi
provadénymi dle této Smlouvy kromé
Castek uvedenych v Platebnim rozvrhu.

POZADAVKY NA FAKTURU

Castky vyplacené na zékladé faktury
vystavené Centrem Zadavateli, jsou
splatné v souladu s pozZadavky
uvedenymi v Cl. 4 této smlouvy.

PREVOD PLATEB

Platby budou provadény zahrani¢nim
pfevodem vyhradné na ucet v zemi, v niz
Centrum poskytlo své sluzby pro Klinické
hodnoceni a vniz jsou dafiovymi
rezidenty. Bankovni poplatky souvisejici
s prevodem plateb hradi Zadavatel.
Bankovni poplatky vzniklé z dGvodu
pozadavku Centra na platbu v jakékoli jiné
méné (napf. v mistni méné) budou
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Appendix 1
Payment Schedule

Boehringer Ingelheim,
Protocol: 1463-0001

A.

B.

PAYMENT TERMS

The Contract Parties agree that the
payee designated below is the proper
payee for this Agreement, and that
payments under this Agreement will be
made only to the following payee (the
“Payee”):

PAYEE NAME: Masaryk Memorial
Cancer Institute

PAYEE ADDRESS: Zluty kopec 543/7,
656 53 Brno, Czech Republic

TAX ID NUMBER: CZ00209805

BANK DETAILS:
Bank account: GG

FINANCIAL CONTACT:
I
I

Except as specifically agreed to by
Sponsor in writing, neither Center,
Principle Investigator, nor any other
person or entity will be entitled to any
payments in connection with the Study
or activities conducted pursuant to this

Agreement in addition to the amounts
set forth in the Payment Schedule.

INVOICE REQUIREMENTS

Amounts which will be paid based on
an invoice issued by the Center to the
Sponsor should be in accordance with
the invoice requirements listed in
Article 4.

PAYMENT TRANSFER

Payments will be made via foreign
payment transfer solely to an account
in the country where the Center
provided its/his work/services for the
Study and is a tax resident of. Bank
charges related to payment transfer in
EUR will be borne by Sponsor. Bank
fees arising from the Center's request
for payment in any other currency (e.g.
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rozdéleny mezi Zadavatele a Pfijemce v
souladu s platnymi sazbami pro platebni
transakce. Centrum je povinno dbat o
existenci/spravnost, Uplnost a platnost
bankovnich  udaju  uvedenych v této
Smlouvé. Jestlize Centrum poskytne
jakékoli nespravné nebo nelpiné udaje,
nebude Zadavatel moci provést platbu a
nebude odpovédny za Zadné zpozdéni
platby ani nebude hradit Zadné bankovni
poplatky vzniklé z divodu nespravnych
nebo neuplnych bankovnich udaju.
V pfipadé zmén bankovnich udajli (napf.
pfi stanoveni nového disla bankovniho
Uctu, uzavieni bankovniho uc¢tu apod.) o
tom musi Centrum okamzité informovat
Zadavatele.

PLATBY ZA NAVSTEVY V RAMCI
KLINICKEHO HODNOCENI A ZA JEHO
MILNIKY

Zadavatel bude platit Centru odménu za
realizované navstévy Subjektd hodnoceni
a/nebo milniky dle Platebniho rozvrhu.
Pokud Zadavatel pisemné neschvali néco
jiného, nebudou za Subjekty hodnoceni,
které byly Centrem zafazeny v rozporu
s Protokolem a nesplfuji kritéria pro
zafazeni uvedena v Protokolu zadné
platby.

PLATBY ZA NEUSPESNY SCREENING
A ZA SUBJEKTY, KTERE NEDOKONCI
KLINICKE HODNOCENI

Zadavatel bude hradit Centru platby za
navstévy Subjektll hodnoceni realizované
pfed neuspé&Snym screeningem tak, jak je
uvedeno v  Protokolu (dale jen
,Neuspésny screening” — Screen Failure)
v souladu s Platebnim rozvrhem.

Jestlize Subjekt hodnoceni odstoupi nebo
bude vyfazen z Klinického hodnoceni
pred jeho dokon&enim (dale jen ,Subjekt,
ktery nedokonéi Klinické hodnoceni*),
zaplati Zadavatel Centrum pomeérnou vysi
nakladdi na Ugastnika Klinického
hodnoceni uvedenou v Platebnim
rozvrhu.

Nehledé na vySe uvedené ustanoveni
nebude Zadavatel platit za Screen Failure
nebo za Subjekty, které nedokondi
Klinické hodnoceni a které pouze
podepsaly  formulaf  informovaného
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local currency) will be shared between
Sponsor and the Payee according to
the applicable rates for payment
transactions. Center are obliged to take
care of the existence/correctness as
well as completeness and validity of the
bank details specified in this
Agreement. In case any incorrect or
incomplete data is provided by the
Center, the payment cannot be
executed by Sponsor and Sponsor
shall not be liable for any payment
delay, nor shall Sponsor bear any bank
charges which occur because of
incorrect or incomplete bank details. In
case of any changes of bank details
(e.g. new bank account number,
deactivation of bank account etc.),
Center shall immediately notify
Sponsor of such change.

PAYMENT FOR STUDY VISITS AND
MILESTONES

Sponsor will compensate Center
for completed Study subject visits
and/or milestones according to the
Payment Schedule. No payments will
be made for Study subjects who do not
precisely meet the inclusion criteria set
forth in the Protocol or were included in
violation of the Protocol

SCREENING FAILURE AND
INCOMPLETE STUDY SUBJECTS
PAYMENTS

Sponsor will pay Center
for a Study subject’s visits which occur
prior to a screen failure, as set forth in
the Protocol (“Screen Failures”)
according to the Payment Schedule.

If a Study subject withdraws or is
withdrawn from the Study prior to
completion (“Incomplete Study
Subject”), Sponsor will pay Center the
pro rata costs per Study Subject as set
forth in the Payment Schedule.

Notwithstanding the foregoing,
Sponsor will not pay for Screen Failures
or Incomplete Study Subject that have
only signed the informed consent form
and not commenced participation and
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souhlasu a nezahajily u€ast v Klinickém
hodnoceni a tedy, u kterych nebyl v ramci
screeningu proveden zadny ukon.

Zadavatel si vyhrazuje pravo nezaplatit za
Screen Failure nebo za Subjekt, ktery
nedokondi Klinické hodnoceni, jestlize (i)
prokaze, ze Subjekt hodnoceni v dobé
zarazeni pfesné nesplnil kritéria pro
zarazeni stanovena v Protokolu a Ze ho
Centrum méli evidentné vyloudit, kdyby
byvali provedli pfiméfené predbézné
screeningove postupy nebo Ze (ii) screen
failure nebo odchod Subjektu hodnoceni
byl zpUsoben porusenim Protokolu ze
strany Centra.

PLATEBNI CYKLUS
Platby budou hrazeny Pfijemci plateb dle
bodu A. a v souladu s €¢l. 4 Smlouvy.

NAHRADY PACIENTUM

V ramci tohoto klinického hodnoceni se
Zadavatel zavazuje vyplatit Centru
pausalni Castku ve vysi I N2
Uhradu nakladd subjektd hodnoceni
spojenych s cestou do Centra a zpét (dale
jen ,cestovni naklady“). Pausalni ¢astka
na uhradu cestovnich nakladu (dale jen
,pausal‘) bude Zadavatelem vyplacena
na zakladé faktury vystavené Centrem po
uzavieni této smlouvy. Pausal se v
souladu s § 36 odst. 11 zakona C.
235/2004 Sb., o dani z pfidané hodnoty,
ve znéni pozdéjsich predpisu, nezahrnuje
do zakladu dané z pfidané hodnoty.

Centrum se  zavazuje proplacet
subjektim hodnoceni cestovni naklady, a
to po kazdé navstévé subjektu hodnoceni
uskuteCnéné v souladu s protokolem
klinického hodnoceni. Cestovni naklady
budou uhrazeny subjektu hodnoceni
bezprostiedné po uskute¢néni navstévy,
a to pausalni ¢astkou ve vysSi jak vyplyva
z informovaného  souhlasu  subjektu
hodnoceni. Subjekt hodnoceni obdrzi od
Centra pausalni Castku I z2
kazdou navstévu subjektu hodnoceni.

Centrum vyuctuje Zadavateli vyplacené
cestovni naklady (s podrobnym rozpisem
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therefore for which no action was
performed as part of the screening in
the Study.

Sponsor reserves the right to not pay
for a Screen Failure or Incomplete
Study Subject if (i) Sponsor proves that
the Study subject did not precisely meet
the inclusion criteria set forth in the
Protocol at the time of enrollment and
that the exclusion of such Study subject
should have been evident to Center
through the exercise of reasonable pre-
screening practices, or (ii) Institution’s
violation of the Protocol caused the
Study subject's screen failure or
withdrawal.

PAYMENT CYCLE
Payments will be made per visit and
according to Article 4 of the Agreement.

PATIENT REIMBURSEMENT

As part of this clinical trial, the Sponsor
undertakes to pay the Center a lump
sum of | to cover the
costs of the Study subjects related to
the trip to the Center and back
(hereinafter referred to as the “travel
expenses”). The lump-sum amount for
the payment of travel expenses
(hereinafter referred to as the “lump
sum”) shall be paid by the Sponsor on
the basis of an invoice issued by the
Center after entering this contract.
Pursuant to Section 36 (11) of Act No.
235/2004 Coll., on value added tax, as
amended, the lump sum is not included
in the value added tax base.

The Center undertakes to reimburse
the Study subjects for travel expenses
after each Study subject’s visit carried
out in accordance with the clinical trial
protocol. Travel expenses shall be
reimbursed to a Study subject
immediately after each visit, with a lump
sum in the amount as follows from the
informed consent form of the Study
subject. Study subject will receive from

Center a lump sum N rec'

study visit.

The Center shall invoice the Sponsor
for the travel expenses paid (with a
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Castek vynalozenych jednotlivym
subjektim hodnoceni za dané obdobi), a
to vzdy ke konci pfislusného kalendafniho
Ctvrtleti na zakladé pozadavku
Zadavatele.

Po wvyCerpani tfi Ctvrtin pausalu je
Centrum opravnéno vystavit dalsi fakturu,
a to ve stejné vysSi jako predchozi.
Zadavatel je poté povinen fakturu
bezodkladné uhradit.

V pfipadé, Ze nedojde k cCerpani
Zadavatelem uhrazeného pausalu vibec
nebo v pfipad€, Ze pausal nebude beze
zbytku  vyc€erpan, Centrum  vréati
nevycerpanou ¢astku zpét Zadavateli.

JINE VYDAJE

VeSkeré cestovné a naklady na hotel
vyzadované z duvodu ucasti na schuzich
zkousejicich budou sjednany pisemné
predem (pfiemz se za ekvivalent
pisemné formy povazuje i e-mail) se
Zadavatelem. Pokud to Zadavatel
schvali, bude hradit dohodnuté cestovné
a diety vynaloZzené vsouladu (i) s
pFisluSnymi pravnimi pfedpisy, (i) s
prislusnymi odvétvovymi pFedpisy o
spolupraci farmaceutického primyslu se
zdravotnickou profesi a (iii) s pokyny
Zadavatele. ZkouSejici predlozi originaly
uctenek nebo jiné doklady schvalené
pisemné Bl ohledné vSech vydajl, které
chtgji  nahradit. = VSechny  osobni
nadstandardni sluzby, napfiklad pokojova
sluzba, minibar, pradelna, videa nebo
sluzby nebude Zadavatel proplacet.
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detailed breakdown of the amounts
paid to individual Study subjects for the
given period), always at the end of the
relevant calendar quarter based on the
Sponsor’s request.

When three-quarters of the lump sum is
used up, the Center will be entitled to
issue another invoice, in the same
amount as the previous one. The
Sponsor is then obliged to pay the
invoice without delay.

In the event that the lump sum paid by
the Sponsor is not used at all, or in the
event that the lump sum is not fully
used up, the Center shall return the
unused sum back to the Sponsor.

OTHER EXPENSES

Any travel or hotel expenses required
due to the participation at Principle
investigator meetings shall be agreed
upon in advance in writing (e-mail shall
be deemed equivalent to writing) with
Sponsor. In case of approval Sponsor
shall assume the agreed travel
expenses and subsistence costs
incurred in accordance with (i)
Applicable Law, (ii) applicable industry
regulations on the cooperation of the
pharmaceutical industry with the
medical profession, and (iii) Sponsor
instructions. Investigator(s) will present
original receipts, or other
documentation approved in writing by
BI, for all incurred expenses for which it
seeks reimbursement. All personal
extras such as room service, minibar,
laundry, videos or others will not be
reimbursed by Sponsor.

NA ZADNE JINE ZADOSTI O FINANCOVANi NO OTHER ADDITIONAL FUNDING
NEBUDE BRAN ZRETEL REQUESTS WILL BE CONSIDERED
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Platebni rozvrh: The Payment Schedule is as follows:

Fee for cleaning
and answering the
Eae for queries until

Visit number Total fee for database lock
per protocol/SVD / | contract / Celkova pﬁ;?;’gi’;?:t:; tzt;e (retainer) / Poplatek
Navstévy podle platba provedeni navatévy za cls’te'm’dat a
protokolu zodpovndanl_ dotazu
do uzavreni
databaze
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DALSI POPLATKY ADDITIONAL FEES
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DALSI SLUZBY ADDITIONAL SERVICES
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[Zbytek této stranky je umysiné ponechan [The remainder of this page is intentionally

prazdny.] blank.]
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Priloha 2

Dalkové zaznamenavani udaju (RDC) —
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Appendix 2

Remote Data Capture (RDC) - Terms and

1.

Podminky

POSKYTNUTI POCITACE PRO
ZAZNAMENAVANI UDAJU

1.1. Jelikoz bude v Klinickém hodnoceni

2.1

pouzito Dalkové zaznamenavani udajl
(,RDC"), ma Hlavni Zkousejici moznost
pouzivat vlastni pocita nebo pocitac

Zdravotnického zarfizeni pro
zaznamenavani udaju z Klinického
hodnoceni nebo mu Zadavatel mize

poskytnout notebook k zaznamenavani
udaji z Klinického hodnoceni. Prodejce
bude odpovédny za dodani a udrzbu

jakéhokoli notebooku, ktery Zadavatel
poskytne Zkou3ejicimu pro Klinické
hodnoceni.

2. PRISTUP DO SYSTEMU

Pfistup do pocitatového systému
pouzivaného pro ucely RDC v Klinickém
hodnoceni (bez ohledu na to, zda se
jedna o vlastni pocitaCovy systém nebo o
pocitaCovy systém dodany Zadavatelem)
je chranén hesly a pfistup k nému a jeho
uzivani je povoleno pouze opravnénym
pracovnikam. Zadavatel vyda
dedikované uzivatelské jméno a heslo
kazdému pracovnikovi, ktery pozaduje
béhem Klinického hodnoceni pfistup do
pocCitatového  systému (dale jen
,Oopravnény uzivatel“). Uzivatelska jména
a hesla nesmi byt uZivana jinou nebo
spole¢né s jinou osobou. Seznam vsech
Opravnénych uzivateld bude uchovavan
v misté provadéni klinického hodnoceni.
Kazda Opravnéna osoba odpovida za
jednani  uskuteChovana pod jejim
uzivatelskym jménem.

SKLADOVANI POCITACE A
BEZPECNOST SYSTEMU

3.

3.1. ZkousSejici zajisti, aby byly pocitaCové

systémy uzivané pro RDC (vlastnéné
Zdravotnickym zafizenim nebo dodané
Zadavatelem) chranény pred
neopravnénym uzivanim, zejména
zajisténim téchto postupu:
(i) odhlaseni, kdyz neni
systém pouzivan
nepritomnosti

pocitaCovy
nebo bé&hem
Opravnéného

1.

Conditions

PROVISION OF COMPUTER FOR
DATA ENTRY

1.1. As Remote Data Capture (“RDC”) will be

used for the Study, Principle Investigator
has the option of using his/her own or
the Center's computer for Study data
entry or to be provided with a notebook
computer from the Sponsor to enter
Study data. The Vendor shall be
responsible for the delivery and
maintenance of any notebook computer
provided to the Prinicple Investigator by
the Sponsor for the Study.

2. SYSTEM ACCESS

2.1. Access to the computer system used

3.1.

for RDC for the Study (whether it be
their own or supplied by the Sponsor) is
password-controlled and only
authorized personnel may access and
use the computer system. Sponsor will
issue dedicated user name and
password to each personnel who
require access to the computer system
in the course of the Study (“Authorized
User”). User names and passwords
must not be used by or together with
any other person. A list of all Authorized
Users shall be kept at the Study site.
Each Authorized Person is liable for
actions performed under his or her
username.

COMPUTER STORAGE AND
SYSTEM SECURITY

Principle Investigator shall ensure that
the computer systems used for RDC
(whether owned by Center or supplied
by the Sponsor) are protected against
unauthorized use, in particular by
ensuring the practice of:
() logging off when not using the
computer system or during
Authorized User’'s absence when
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uzivatele, kdy je pocitaCovy systém
ponechan bez dozoru; a

zamykani mistnosti pfi pFerudeni
zaznamenavani udaja, kdy
Opravnény uzivatel musi ponechat
pocitatovy systém v dané mistnosti

(ii)

Bl Contract No.: 860368

the computer left
unattended; and

locking up the room when data
entry is interrupted and the
Authorized User has to leave the

computer system unattended in

system is

(ii)

bez dozoru. that room.
4. SKOLENI V POUZiVANi SYSTEMU 4. SYSTEM TRAINING

4.1. VSichni Opravnéni uzivatelé musi mit 4.1. All Authorized User must have
absolvovano internetové skoleni (dale jen completed the web-based training (the
,Skoleni*) poskytované Zadavatelem jesté “Training”) provided by the Sponsor
pred provadénim svych ukolu souvisejicich prior to performing their Study related
s klinickym hodnocenim v pocitaCovém tasks in the computer system. Upon
systému. Po dokonceni Skoleni je kazdému completion of the Training, each
absolventovi dana moznost vytisknout trainee is provided with the possibility
nebo ulozit vysvéd&eni o Skoleni (napf. to print-out or save a training certificate
jako soubor PDF), které musi byt uloZzeno (i.e., as PDF-File) which needs to be
v misté provadéni klinického hodnocené. stored locally at the Study site. A copy
Z takového ulozeného osvédceni je nutno of the locally stored training certificate
pofidit kopii a zalozit ji do ISF. should be made and filed in the ISF.

5. ZAPISOVANI UDAJU 5. DATA ENTRY

5.1. Zapisovani udaju je definovano jako pfepis 5.1. Data entry is defined as the
datovych prvkl (napf. rasa, pocet bilych transcription of data elements (e.g.,
krvinek nebo jiné klinické pozorovani) do race, white blood cell count or any
pocitaCového systému pomoci: other clinical observation) into the
(i) prepisu datovych prvka z papirovych computer system by:

zdrojovych  dokumentu, napfiklad () transcription of data from paper
z chorobopisu Subjektu hodnoceni, source documents such as e.g.,
vytisku z pristroje apod. nebo Study Subject's hospital chart,
instrument printout, etc., or
(i) prepisu datovych prvki (i) transcription of data elements from
z elektronickych zdrojovych electronic source documents.
dokumenta.

5.2. ZkouSejici musi zapsat Udaje do 5.2. Principle Investigator must enter data
pocCitaCového systému do Ctyficeti osmi into the computer system within forty-
(48) hodin  po navstévé  Subjektu eight (48) hours after the Study
hodnoceni. ZkouSejici musi zajistit, aby se Subject's visit. Moreover, Principle

zapsana data dala spojovat se zdrojovou
dokumentaci, ktera ma byt uchovavana v
prostorach Zdravotnického
zafizeni/ZkouSejiciho.  Zapis dat do
pocitaCového systému mohou provadét
pouze Opravnéni uzivatelé. Je podstatné,
aby Zkousejici zajistil, ze data zapsana do
pocitaCového systému bude mozno vzdy
spojit  se zdrojovou dokumentaci
uchovavanou v prostorach Zkousejiciho.
Zapis dat do pocitaCového systému musi
provadét pouze Opravnéni uzivatelé.

Investigator must ensure that entered
data are ascribable to source
documentation to be maintained at the
Institution’s/Investigator's site. Data
entry into the computer system must
only be performed by Authorized
Users. It is essential for the Investigator
to ensure that data entered into the
computer system must always be
ascribable to source documentation to
be maintained at the Investigator’s site.
Data entry into the computer system
must only be performed by Authorized
Users.
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6.1.

7.1

6. PODEPISOVANI UDAJU

ZkouSejici potvrdi elektronickym podpisem
uplnost a spravnost vSech dat pfepsanych
Opravnénymi uzivateli do pocitadoveého
systému. Tento elektronicky podpis méa
stejné pravni postaveni jako vlastnoruéni
podpis (pokud to stanovi i Pfisludné pravni
predpisy). Elektronicky podpis je pfidélen
k uzivatelskému jménu a heslu
ZkousSejiciho, které neni zadna jina osoba
opravnéna uzivat.

7. ARCHIVOVANI UDAJU

Zadavatel poskytne Zkou$ejicimu po
dokon&eni  Klinického hodnoceni se
zapsanymi a podepsanymi udaji o vSech
Ugastnicich Klinického hodnoceni v jeho
misté provadéni Kklinického hodnoceni,
vCetné zaznamud o kontrole / informaci o
nesrovnalostech. Zkousejici potvrdi
Zadavateli pfijem a ovéfi uplnosti a
spravnosti Udaji a bude uchovavat jako
soucast souboru ISF tak, aby byl pohotové
k dispozici pro ucely auditu a kontroly.

[Zbytek této stranky je umysiné ponechan

prazdny.]

7.1.
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6. SIGNATURE OF THE DATA

6.1. Principle Investigator will confirm the

completeness and correctness of all data
transcribed into the computer system by
the Authorized User(s) by applying an
electronic signature. The electronic
signature has the same legal status as a
manual signature (provided Applicable
Law provides for the same). The
electronic signature is assigned to the
Investigators user name and password;
no other person is authorized to use
these.

7. DATA ARCHIVAL

After completion of the Study, Sponsor
will provide the Principle Investigator the
entered and signed data for all Study
Subjects of his/her site, including the
audit trail / discrepancy detalils.
Investigator will confirm the receipt, as
well as the verification of completeness
and correctness of the data to Sponsor.
Principle Investigator will archive the
data as part of the ISF file, to be readily
available for audit and inspection
purposes.

[The remainder of this page is intentionally
blank.]
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PRILOHA 3
Pozadavky na faktury

Ujistéte se, Ze vase faktura splnuje
nasledujici poZzadavky, které odpovidaji
poZzadovanému formatu a procesu
odesilani:

APPENDIX 3
Requirements for invoices

Please assure that your invoice contains the
following criteria corresponds to the
required format and sending process:

Pozadovany obsah faktury:

Required invoice content:

e Jméno a adresa dodavatele /
poskytovatele sluzeb

e Jméno a adresa piijemce (BI RCV /
Zadavatel)

e IC nebo DIC (v pfipadé rezidentd EU)

Datum vystaveni faktury
po sobé jdouci Eislo faktury nebo gislo
smlouvy fakturujici strany
e MnozZstvi a popis dodaného zbozi nebo
poskytnutych sluzeb
e Datum dodéani nebo obdobi, ve kterém
byly sluzby poskytnuty
e Cena za zboZi nebo sluzby
(Cisté protiplnéni)
o uvadéjici platné danové sazby a
konkrétni osvobozeni od dané
vySe DPH
Uvedte nasledujici udaje, abyste
zajistili rychlé a spravné pridéleni
faktury: Bl Cislo protokolu / Kéd nebo
gislo centra / Bl Cislo smlouvy a / nebo
nazev smlouvy. Tyto udaje musi byt
rovnéz uvedeny v pfipadé
korespondence souvisejici s fakturou.

e Name and address of the supplier /
providing entrepreneur

¢ Name and address of the recipient (BI
RCV/Sponsor)

e VAT-ID-number or taxpayer
identification number (in case of EU-
residents)

Date of issue of invoice
consecutive invoice-number or
contract-number of the invoicing
entrepreneur

e Quantity and description of the goods
supplied or services rendered

e Date of delivery or period in which the
services were rendered

e Price for the goods or services (net
consideration)

» indicating applicable tax rates and
particular tax exemptions

amount of VAT

State the following details, to ensure a

smooth and correct allocation of the

invoice:

Bl Study Number / Site Code or

Number / Bl Contract Number and/or

contract name

These details must also be mentioned

in case of any invoice related

correspondence.

DODATECNE POZADAVKY PRO
DODAVATELE V RAMCI EU:
DIC dodavatele
DIC Zadavatele / BI RCV pro faktury s
celkovou ¢astkou presahujici 10,000.00
EUR,
ATU 64226215

e Vy3e DPH pro kazdou pouzitelnou
sazbu DPH
NEBO - v pfipadé ,reverse charge, .
Zadavatel / Bl RCV je zodpovédny za
zaplaceni DPH: Uvedte prosim odkaz,
Ze odpovédnost za DPH se pifesouva na
Zadavatele / Bl RCV (napr. ,Reverse
charge - danova povinnost je pfevedena
na Bl RCV (pfijemce sluZzeb) podle § 19

ADDITIONAL REQUIREMENTS FOR
SUPPLIERS WITHIN THE EU:
Supplier's VAT identification number
Sponsor’s/Bl RCV’s VAT identification
number for invoices with total amount
surpassing € 10,000.00
ATU 64226215

e Amount of VAT for each VAT rate

applicable
OR —in case the reverse charge system
applies, i.e. Sponsor/BI RCV is

responsible for paying the VAT: Please
include a reference that the VAT liability
is shifted to Sponsor/BlI RCV (e.q.
“Reverse Charge System — tax liability is
transferred to Bl RCV (recipient of
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UStG 1994 “). V takovém pripadé nesmi
byt na fakture uvedena DPH, protoZe v
takovém pfipadé by Zadavatel / Bl RCV
musel platit DPH dvakrat.

services) in accordance with § 19 UStG
1994"). In such case no VAT must be
shown on the invoice since in that case
Sponsor/Bl RCV would have to pay VAT
twice.

Pozadovana forma faktury

Required invoice form:

e Faktury musi byt v anglickém jazyce
(pfipadné: dvojjazyéné anglicky / mistni
jazyk)

e Faktury musi byt napsany strojem nebo
vytvoreny pocitatem (ne ruéné psané)

e Elektronicky podané faktury (viz nize
uvedené ,Zasilani faktury“) musi byt

e ve formatu pdf

e digitalni rozliSeni 300 dpi (pixel)

e pouze v ¢erné a bilé barvé (bez
barvy)

e Invoices must be in English language
(optionally: bilingual English/local
language)

e Invoices must be typed or computer
generated (not handwritten)

e Electronically submitted invoices (see
“Sending of the Invoice” below) must be
* in pdf-Format
= digital resolution 300 dpi (pixel)

* in black and white only (no colour)

L ]

Zasilani faktury

Sending of the invoice:

e Faktury musi byt zaslany

= Jako ifiloha e-mailem na:

e Aby byly faktury ve formatu PDF
zpracovany spravné, poslete e-mailem
kazdou PDF fakturu zvlast.

e |nvoices must be sent
=  via e-mail attachment to:

e For PDF-invoices to be processed
properly please e-mail each PDF-invoice
separately.

[Zbytek této stranky je umysiné ponechan
prazdny.]

[The remainder of this page is intentionally
blank.]
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APPENDIX 4 / PRILOHA C. 4

Zpracovani osobnich idaja

b)

V souvislosti s plnénim Smlouvy dochazi ke zpracovani osobnich tdaju smluvnimi stranami.
Smluvni strany se zavazuji nakladat s osobnimi Gdaji v souladu s nafizenim EP a Rady (EU)
2016/679 o ochrané fyzickych osob v souvislosti se zpracovanim osobnich udaji 0 a volném
pohybu téchto tdaji a o zruseni smernice 95/46/ES (dale jen ,,GDPR*) a v souladu se zadkonem
¢. 110/2019 Sb., o zpracovani osobnich udajl, ve znéni pozd¢jsich predpisi. Smluvni strany
jsou pfitom povinny dbat, aby subjekt hodnoceni neutrpél Gjmu na svych pravech, zejména na
pravu na zachovani lidské diistojnosti, a také dbat na ochranu pfed neopravnénym zasahovanim
do jeho soukromého a osobniho zivota.

Zadavatel bude v souvislosti se Studii jako Spravce zpracovavat tyto osobni Udaje:

osobni Udaje Zkousejiciho, spoluzkousejicich a dalsich ¢lent studijniho tymu v rozsahu: jméno a
pfijmeni, adresa, datum narozeni, telefon, e-mail, a to za Gcelem plnéni pravnich povinnosti
vyplyvajicich ze zvlastnich pravnich predpist, zejména Zakona o léCivech. Zadavatel zasle
Centru nejpozdéji 5 pracovnich dnt pfed zahajenim zpracovani dokument s informacemi o
zpracovani osobnich udajt dle ¢l. 14 GDPR s tim, Ze Centrum se zavazuje tento dokument piedat
hlavnimu zkous$ejicimu a ostatnim ¢lentim studijniho tymu.

osobni udaje subjektll hodnoceni vyzadované v zaznamovych listech subjekti hodnoceni (dale
»CRF“) a vystupy vySetfeni pozadovanych Protokolem v rozsahu: identifika¢ni koéd, datum
narozeni, vék, etnicka ptisluSnost, pohlavi, rasova ptislusnost, idaje o zdravotnim stavu a dalsi
udaje pozadované pro fadné provedeni Studie.

Centrum jako zpracovatel osobnich daji bude pro ucely provedeni Studie zpracovavat pro
Zadavatele jako spravce osobnich udaji osobni tidaje subjektti hodnoceni dle ¢lanku 2 pism. b).

Osobni udaje jsou ziskdvany podle pozadavkd Protokolu ze zdrojové dokumentace (napft.
zdravotnickd dokumentace subjektll hodnoceni, 1ékatské zpravy z vySetieni) a/nebo piimo od
subjektl hodnoceni (napt. na zakladé rozhovorid a/nebo dotaznikll) ZkousSejicim a/nebo dal§imi
¢leny studijniho tymu a témito osobami jsou vkladany v pseudonymizované podobé do CRF
zptistupnénych Zadavatelem, ktery je dale zpracovava tak, ze je zejména tfidi, vyhodnocuje a
uchovava. Osobni udaje jsou dale zpracovavany tak, Ze prostfednictvim povéfenych osob
Zadavatele dochazi na pracovisti Centra k ovéfovani shody mezi zaznamy v CRF a zdrojové
dokumentaci za pfitomnosti a soucinnosti Zkousejiciho a/nebo dalsich ¢leni studijniho tymu.
Zpracovani osobnich idaji Centrem bude tedy spocivat hlavng v jejich: sbéru (shromazdéni),
zaznamenavani, usporadani, vyhledani, nahliZzeni, pouziti, zpfistupnéni pfenosem, ulozeni,
likvidaci.

Centrum jako zpracovatel osobnich udaji vede zdznamy o ¢innostech zpracovani provadénych
pro Zadavatele dle ¢l. 30 odst. 2 GDPR.

Centrum se pro ucely tohoto zpracovani zavazuje:

(8) zpracovavat osobni udaje dle ¢lanku 2 pism. b) vyhradné na zakladé dolozenych pokyni
Zadavatele, ledaze mu zpracovani ukladaji pfislusné pravni predpisy, které se na ncho
vztahuji, v takovém ptipadé ma Centrum povinnost Zadavatele informovat;

(b) =zajistit, ze subjekty hodnoceni budou informovany Zkousejicim a podepisi souhlas se svou
udasti ve Studii ve znéni zaslaném Zadavatelem;

(c) nezapojit do zpracovani osobnich udaji dalsi zpracovatele bez pfedchoziho souhlasu
Zadavatele. Pti zapojeni dal$iho zpracovatele je Centrum povinno dal§imu zpracovateli uloZit
na zakladé smlouvy stejné povinnosti, jaké jsou uvedeny v této smlouve.
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(d) predani osobnich tidajui do tfeti zemé je mozné pii splnéni podminek uvedenych v ¢l. 44 az
49 GDPR;

(e) zajistit, aby systémy pro automatizovana zpracovani osobnich udaji pouZivaly pouze
opravnéné osoby, které budou mit piistup pouze k osobnim udajim odpovidajicim opravnéni
téchto osob, a to na zakladé zvlastnich uzivatelskych opravnéni ztizenych vylucné pro tyto
osoby;

(F) =zajistit, Ze zaméstnanci Centra budou zpracovavat osobni udaje pouze za podminek a v
rozsahu odpovidajicim této Smlouvé a ze budou vazani povinnosti ml¢enlivosti;

(9) zajistit, Ze osobni udaje piedavané Zadavateli budou aktualni, pfesné a pravdivé;

(h) pfijmout opatieni k zabezpeceni osobnich tidaju dle ¢1. 32 GDPR uvedena dale v této piiloze
A a pravidelné tato opatfeni hodnotit,

(i) bez prodleni informovat Zadavatele o zadosti subjektu hodnoceni o uplatnéni svych prav dle
¢l. 15 az 21 GDPR a poskytovat Zadavateli nezbytnou soucinnost ke splnéni povinnosti
Zadavatele vytizovat zadosti o vykon prav subjektu hodnoceni; Zadavatel na zékladé této
smlouvy zpracovava osobni udaje pro ucely, které nevyzaduji identifikaci subjektd tdaju,
jsou mu poskytovany pseudonymni Gdaje. Zadavatel v souladu s ¢él. 11 GDPR nemiize
vyfizovat zadosti subjektii hodnoceni dle ¢l. 15 az 21 GDPR bez dodateénych informaci
umoznujicich identifikaci subjektu hodnoceni. Subjekty udaji tak nemohou vici spravcei
uplatiiovat prava vyplyvajici ztéchto ustanoveni. To neplati v pfipadé, kdy subjekt
hodnoceni za ucelem vykonu svych prav podle téchto ustanoveni pisemné zmocni
zpracovatele k poskytnuti dodateénych informaci spravci, umoziiujicich jeho identifikaci.

(J) poskytovat Zadavateli soucinnost pii plnéni povinnosti dle ¢l. 32 az 36 GDPR, a to pfi
zohlednéni povahy zpracovani a informaci, jez ma Centrum k dispozici;

(k) bez prodleni informovat Zadavatele o kontrolach ze strany Utadu pro ochranu osobnich udajti
¢i jiného dozorového uradu, ktery se tyka osobnich udaji specifikovanych v ¢lanku 2 pism.
b) této Smlouvy;

() poskytnout Zadavateli veSkeré informace potfebné k doloZzeni toho, Ze byly splnény
povinnosti stanovené v této smlouvé a umozni audity, véetné inspekci, provadéné
Zadavatelem nebo jinym auditorem, kterého Zadavatel povéril, a k témto auditim prispét;

(m) po skonéeni zpracovani dle tohoto ¢lanku odevzdat Zadavateli vSechny osobni tudaje
zpracované dle Smlouvy, je-li to mozné, nebo je zniit spolu se viemi kopiemi, dle pokynu
Zadavatele, ledaZe je povinen osobni udaje dale zpracovavat na zakladé piislu$nych pravnich
predpisty;

(n) zpracovavat osobni Udaje specifikované v ¢lanku 2 pism. b) po dobu provadéni Studie dle
Protokolu Studie a Smlouvy a dale po dobu povinné archivace studijni dokumentace. Déle je
Poskytovatel opravnén zpracovavat osobni udaje specifikované v ¢lanku 2 pism. b), pouze
pokud mu toto zpracovavani ukladaji ptislusné pravni predpisy.

7. Centrum je povinno vést a uchovavat dokumentaci klinického hodnoceni 1é¢ivého pripravku
vrozsahu stanoveném Zakonem o IléCivech a vyhlaskou ¢. 226/2008 Sb.,
o spravné klinické praxi a blizs§ich podminkach klinického hodnoceni 1é€ivych ptipravki, ve
znéni pozd¢jsich predpist. V ramci této ¢innosti Centrum zpracovava osobni udaje jako spravce,
a to za ucelem plnéni pravnich povinnosti (¢l. 6 odst. 1 pism. ¢) GDPR a z divodu vefejného
zajmu v oblasti vefejného zdravi, kterym je zajisténi kvality a bezpecnosti 1éCivych piipravki
(¢l. 9 odst. 2 pism. i) GDPR);

8. Centrum je povinno fidit se vySe uvedenymi ujednanimi i po zaniku Smlouvy v rozsahu v jakém
jsou stale relevantni (napf. povinnost ml¢enlivosti).
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Technicka a organiza¢ni opatreni

Ptehled technickych a organiza¢nich opatieni ptijatych zpracovatelem:
1. Kontrola fyzického pristupu
Opatreni k zajisténi toho, aby neopravnené osoby nemély fyzicky pristup k systémiim nebo evidencim pouzivanym
ke zpracovani osobnich udajii.

DXostraha objektu

DXJvydavani kli¢t a odpovidajici dokumentace

[ Jelektronicky systém kontroly vstupu (napf. magneticka karta)
DX]kamerovy monitorovaci systém

X pravidlo ¢istého stolu

X] uzamykatelné skiing

DX¥izeni vstupu a pohybu externich spole¢nosti/sluzeb (napt. tiklid/udrzba)
[ tizeni vstupu a pohybu navitévnikii (doprovazeni navstév)

2. Kontroly piistupu do systému
Opatreni K zabrdnéni pouzivani systémii zpracovani udajii bez opravnéni:

Dheslova politika (v&. &isel/zvIastnich znakd, minimdalni délky, vyprseni hesla, historie hesel)
X vicefaktorové ovéfeni (v piipadé VPN)

Xfirewall, antivirova ochrana

Xdetekce napadeni/prevence napadeni

Xlogovani piistupti

3. Kontrola piistupu k datim
Opatreni pro zajisténi toho, aby osoby opravnéné ke zpracovani udajit mély pristup pouze k tém udajiim, ke kterym
maji opravneni pristupu a aby osobni udaje nemohly byt cteny, kopirovany, ménény ci odstranovany bez opravnéni
béhem zpracovani, uzivani i poté:

Domezeni pristupovych prav dle roli

D<]dokumentace k ptistupovym praviim

X schvalovani a postupovani prav piistupu pouze opravnénymi zaméstnanci zpracovatele

<] pseudonymizace — osobni udaje pfedavané spravci zpracovatelem budou pseudonymizované,
tzn. vyhradné pod ¢iselnymi kody a nebudou nikde propojeny s identitou pacienta

[] pseudonymizace zajiiténa automatizované pied vstupem dat na iloZisté spravce

[X] flash disk s mapovaci tabulkou pseudonym (je-li pouzit) ulozen v zabezpecéené skiini min.
klicovy mechanismus

X ukladani dat do zabezpe¢enych adresatti s omezenym piistupem zaméstnanci

X ptistup do systémii s osobnimi idaji na zdkladé identifikatoru a hesla

X zalohovani (zalozni kopie), schopnost obnovy dostupnosti dat

X sifrovani fyzickych nosi¢a dat (v piipadé notebooki)

4. Kontrola pi‘enosu dat
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Opatieni pro zajisteni toho, aby osobni udaje nemohly byt cteny, kopirovany, menény ci odstranovany bez
opravnéni behem elektronického prenosu nebo prevodu nebo béhem nahravani na pamétova média a aby bylo
mozné zajistit a kontrolovat, které organy maji prevadet osobni udaje za pouziti prostredkii pro prenos dat:

[] koédovani pienosu (3ifrovani prostiednictvim VPN)
[X] pienos datové sady v $ifrované formé pomoci bezpeéného protokolu

5. Kontrola piistupu k datim
Opatreni pro zajisteni toho, aby bylo mozné po uskutecnéni kontrolovat a zjistit, zdali byly osobni udaje zadany,
zmeénény nebo odstranény ze systémii zpracovani udajii a pokud ano, tak kym:

[ ] dokumentace fyzického piistupu

Xlogovani ptistupu do systému (napi. piihlasovaci jméno, IP adresa)

Xlogovani jednotlivych akci

DXlogovani jinych udalosti (napf. naruseni a pokusy o napadeni, neuspésné pokusy o piihlageni)

6. Kontrola dostupnosti dat
Opatreni pro zajisteni toho, aby byly osobni udaje chranény pred neumysinym znicenim nebo ztrdtou:

DXzalohovani v jiném misté

DXkoncept kontinuity ¢innosti

<] nahradni zdroj energie (UPS)

DXJopatteni proti kradezi

Xochrana pted pozarem (véasné varovani pii detekci ohné, hasici systém)
[Jochrana pted vodou

7. Kontrola personalu provadéjiciho zpracovani dat
Opatreni k zajisténi toho, aby opravnéné osoby zpracovatele dodrzovaly pravidla ochrany zpracovani
osobnich udajii:

X Bezpecnostni smérnice zpracovatele
DX]Pravidelné $koleni zaméstnancili zpracovatele v oblasti zpracovani a ochrany osobnich udajt

8. Separace udaji
Opatreni pro zajisténi toho, aby byly udaje ziskané pro riizné ucely zpracovavany oddélené:

X jasna fyzicka a/nebo logicka separace idajii od idaji zpracovavanych pro jiné ucely
[] oddélené systémy pro vyvojové, testovaci prostiedi
X pseudonymizace
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Personal data processing

1.

b)

The Parties shall process personal data in connection with the performance of the Agreement. The
Parties undertake to handle personal data pursuant to the provisions of Regulation (EU) 2016/679
of the European Parliament and of the Council on the protection of natural persons with regard to
the processing of personal data and on the free movement of such data, and repealing Directive
95/46/EC (hereinafter referred to as the “GDPR”), and pursuant to the provisions of Act No.
110/2019 Coll., on the processing of personal data, as amended. In doing so, both Parties shall be
obliged to ensure that the rights of the data subjects are not violated, in particular the right to have
one’s dignity maintained, and to prevent any unauthorised interventions in the data subjects’
personal and private lives.

In connection with the Study, the Sponsor, as the Controller, shall process the following
personal data:

personal data of the Investigator, co-investigators and other members of the study team to the
extent of their name and surname, address, date of birth, telephone, and e-mail, for the purpose
of fulfilling legal obligations arising from special legal regulations, in particular the Act on
Pharmaceuticals. The Sponsor’s obligation to inform under Article 14 of the GDPR towards the
Centre’s employees shall be fulfilled through the Centre.

personal data of the study subjects as required in the subject’s record forms (hereinafter referred
to as “CRFs”) and the outcomes of examinations required by the Protocol to the extent of the
identification code, date of birth, age, ethnicity, gender, race, health data, and other data required
for the proper conduct of the Study.

The Centre as the personal data processor shall process the personal data of the study subjects for
the purposes of the Study for the Sponsor as a personal data controller pursuant to Article .2(b).

Personal data shall be obtained according to the requirements of the Protocol from source
documentation (e.g. medical records of the study subjects, medical examination reports) and/or
directly from the study subjects (e.g. based on interviews and/or questionnaires) by the
Investigator and/or other members of the study team and shall be entered in pseudonymised form
into the CRFs made available by the Sponsor, who shall further process them particularly by
sorting, evaluating and storing them. Personal data shall be further processed by cross-checking
between the CRF records and the source documentation in the presence and with the cooperation
of the Investigator and/or other members of the study team on site in the Centre through the
authorised persons of the Sponsor. Processing of personal data by the Centre shall therefore
mainly consist of their gathering (collection), recording, organising, retrieving, consulting, using,
disclosure by transmission, storing, and disposal.

The Centre as the personal data processor keeps records of the processing activities carried out
for the Sponsor pursuant to Article 30(2) of the GDPR.

For the purposes of such processing, the Centre undertakes to:

(@) process the personal data pursuant to Article 2(b) solely on the basis of documented
instructions from the Sponsor, unless the processing is required by the relevant applicable
laws, in which case the Centre shall be obliged to inform the Sponsor;

(b) ensure that study subjects are informed by the Investigator and sign a consent to participate
in the Study as sent by the Sponsor;

(c) not involve other processors in the processing of personal data without the Sponsor’s prior
consent. When involving another processor, the Centre shall be obliged to impose the same
obligations on such other processor as are set out in this agreement.

(d) transfer of personal data to a third country shall be possible subject to satisfaction of the
conditions set out in Articles 44 to 49 of the GDPR,;

(e) ensure that systems for automated processing of personal data are used only by authorised
persons who shall only have access to personal data corresponding to the authorisation of
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such persons, on the basis of special user authorisations established exclusively for such
persons;

(f) ensure that the employees of the Centre process personal data only under the conditions and
to the extent corresponding to this Agreement and shall be bound by the obligation of
confidentiality;

(g) ensure that the personal data provided to the Sponsor are up-to-date, accurate and true;

(h) take measures to secure personal data pursuant to Article 32 of the GDPR which are specified
in Exhibit A to this agreement and to evaluate them regularly;

(i) inform the Sponsor without delay of a study subject’s request to exercise their rights under
Acrticles 15 to 20 of the GDPR and to provide the Sponsor with necessary cooperation to fulfil
the Sponsor’s obligation to respond to requests for exercise of rights of study subjects; the
Sponsor shall process personal data pursuant to this agreement for purposes that do not
require the identification of data subjects, and pseudonymous data shall be provided to the
same. Subject to Article 11 of the GDPR, the Sponsor must not process requests from study
subjects under Articles 15 to 20 of the GDPR without additional information enabling the
identification of the study subject. Data subjects shall thus be unable to exercise their rights
under these provisions with the controller. This shall not apply where, in order to exercise
their rights under these provisions, a study subject authorises the processor in writing to
provide the controller with additional information enabling their identification.

(j) provide assistance to the Sponsor in fulfilling its obligations under Articles 32 to 36 of the
GDPR, taking into account the nature of the processing and the information available to the
Centre;

(k) promptly inform the Sponsor of inspections by the Office for Personal Data Protection or any
other supervisory authority concerning the personal data specified in Article 2(b) of this
Agreement;

() provide to the Sponsor any and all the information necessary to prove that the obligations
laid down in this agreement have been satisfied and allow for audits, including inspections,
carried out by the Sponsor or another auditor charged by the Sponsor, while also contributing
to such audits;

(m) after the end of processing under this article, hand over to the Sponsor all personal data
processed under the Agreement or destroy the same together with all copies, as instructed by
the Sponsor, unless it is obliged to further process the personal data under the applicable
laws;

(n) process personal data specified in Article 2(b) during the implementation of the Study in
accordance with the Study Protocol and the Agreement and for the period of mandatory
archiving of the Study documentation. The Provider shall be entitled to process the personal
data specified in Article 2 (b) for a longer period of time only if such processing is required
by applicable laws.

7. The Centre shall be obliged to keep and maintain the clinical study documentation of the
medicinal product to the extent provided for by the applicable laws Act on Pharmaceuticals.
Within the scope of such activity, the Centre shall process personal data as the controller for the
purpose of fulfilling its legal obligations (Article 6(1)(c) of the GDPR) and for the public health
interest of ensuring the quality and safety of medicinal products (Article 9(2)(i) of the GDPR).

8.  The Centre shall be obliged to comply with the provisions of this article even after the termination
of the Agreement to the extent they are relevant (e.g. confidentiality).
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Exhibit A - Technical and Organisational Measures

Overview of the technical and organisational measures to be taken by Processor.

1. Physical access control

Measures to ensure that unauthorised persons will not have physical access to systems or
evidences used to process personal data.

X security guards

[X] issue of keys and corresponding documentation

D electronic access control system (e.g. magnetic card)

X] clean table rule

X] locked boxes

X video surveillance (cctv)

|E security checks for any external companies/services (e.g. cleaning/maintenance service)
D security checks for visitors (escorting of visitors)

2. System Access Control
Measures to prevent data processing systems from being used without authorization:

& password guidelines (incl. digits/special characters, min. length, password expiration, password
history)

X] multi-factor authentication (when using VPN)

X firewall, anti-virus protection

X intrusion detection/intrusion prevention

X logging of access

3. Data access control
Measures to ensure that persons authorized to use data processing systems have access only to those data they
are authorized to access, and that personal data cannot be read, copied, altered or removed without
authorization during processing, use and after:

[X] access control concept (access rights limited by profiles and roles)

X documentation of access rights

X approval and assignment of access rights through authorised personnel only

X pseudonymisation — personal data transferred to controller by processor will be pseudonymous —
e.g. only under numerological code and will not be connected with patient’s identity

X pseudonymisation ensured automatically before data enter the controller’s storage

(X flash disc with mapping table of pseudonyms (in case its used) is stored in secured box (at least
locked by key)

[X] storage of data in secured directories with limited access of employees

[X] access to systems with personal data based on used 1D and password

X back-up (back-up copies), ability to restore availability of data

[X] encryption of physical data carriers (laptops)

Clinical Trial Agreement Bl Trial 1463-0001/ Czech Republic/ Site CZE2 / Institution and Investigator
Smlouva o klinickém hodnoceni Bl Studie 1463-0001/ CZE2 / Zdravotnické zafizeni a Hlavni zkouSejici
Page 68 of 69



Bl Contract No.: 860368

4.  Data Transfer Control

Measures to ensure that personal data cannot be read, copied, altered or removed without authorization during
electronic transfer or transport or while being recorded on to data storage media, and that it is possible to
ascertain and check which bodies are to be transferred personal data using data transmission facilities:

[] transport encryption (encryption via VPN)
X transfer of data in encrypted form via secure protocol

5.  Data Entry Control
Measures to ensure that it is possible after the fact to check and ascertain whether personal data have been
entered into, altered or removed from data processing systems and if so, by whom:

(] documenting / logging of physical access

X logging of system access (e.g., login name, IP address)

X logging of individual actions

X other event logging (e.g., intrusion and hacking attempts, unsuccessful login attempts)

6.  Auvailability control
Measures to ensure that personal data are protected against accidental destruction or loss:

X backup in separate location

X business continuity/disaster recovery concept

X uninterruptable power supply (UPS)

X anti-theft measures

[X fire protection (early-warning-fire-detection, extinguishing system)
(] water protection

7. Control of personnel processing personal data
Measures to ensure that data are processed by authorised personnel in compliance with data protection rules

[X] personal data processing written instructions
X regular training of processor’s employees in filed of processing and protection of personal data

8.  Separation of data
Measures to ensure that data collected for different purposes can be processed separately:

X clear physical and/or logical separation of data from data processed for different purposes
[] separated systems for development, test and productive environment
X pseudonymisation of data
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