SMLOUVA .
O KLINICKEM HODNOCENI

Mezi

MERCK SHARP & DOHME s.r.o., se sidlem Na
Valentince 3336/4, Praha 5, PSC 150 00, IC:
284 62 564, DIC: CZ28462564, zapsana
v obchodnim rejstiiku vedeném Méstskym soudem
v Praze (oddil C, vlozka 143294), jednajici svym
jménem na Zzadost spolecnosti Merck Sharp &
Dohme LLC, se sidlem 126 East Lincoln Ave.,
P.0.Box 2000, Rahway, New Jersey 07065, Spojené
staty americké

(dale jen ,,Zadavatel)

A

Masarykuv onkologicky ustav

se sidlem Zluty kopec 7 656 53 Brno
Ceska republika

IC: 00209805

DIC: CZ00209805

(dale jen ,,Centrum®)

A
XXX

(dale jen ,,Hlavni zkousSejici’)

(Centrum a Hlavni zkouSejici dale
oznacovani jako ,,Smluvni partnefi”)

spolecné

uzaviena nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obc¢ansky zakonik, ve znéni pozd¢jSich piedpisi
(dale jen ,obcansky zakonik®“), (dale jen
H>omlouva®):

Preambule

VZHLEDEM K TOMU, ZE Zadavatel pozadal
Smluvni partnery, aby provedli klinické hodnoceni
s hodnocenym 1é¢ivym piipravkem XXX (dale jen
»2Hodnoceny 1ék“) sniazvem “XXX“ (dale jen
»Studie™), které je blize popsano v protokolu ¢.
XXX, ktery bude Smluvnim partnerim piedan
Zadavatelem a ktery muze byt cas od casu

CLINICAL TRIAL AGREEMENT

Between

MERCK SHARP & DOHME s.r.o., with its
address at Na Valentince 3336/4, Prague 5, Zip code
150 00, ID: 284 62 564, tax ID: CZ 284 62 564,
registered in the Companies Register maintained by
the Municipal Court in Prague (Section C, File No.
143294), acting in its own name at the request of
Merck Sharp & Dohme LLC with its address at 126
East Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, United States of America (hereinafter
referred to as the “Sponsor”)

AND

Masarykuv onkologicky tstav
registered seat at: Zluty kopec 7
656 53 Brno

Czech Republic

ID: 00209805

Tax ID: CZ00209805

(hereinafter referred to as the “Center”)

AND

XXX

(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”)

Preamble

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the
study drug XXX (hereinafter called the “Study
Drug”) named “XXX” (hereinafter referred to as the
“Study”) as described in more detail in protocol no.
XXX which will be provided to the Contracting
Partners by the Sponsor and which may be from time
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Page 1 0f 43



Zadavatelem jednostranné dopliiovan (dale jen jako
,,Protokol®).

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

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

Cl. 1 - Pfedmét Smlouvy
1.1 Predmétem této Smlouvy je provedeni Studie
v Centru a rozdéleni povinnosti souvisejicich
se Studii mezi Zadavatele a Smluvni partnery.
Predmétem této Smlouvy jsou zavazky
Smluvnich partner k provedeni Studie za
podminek  sjednanych  vtéto Smlouvé
a zavazek Zadavatele k tthradé¢ odmeény za
fadné provedeni Studie. Jakékoli odchylky od
Protokolu a dodatky k Protokolu, véetné avSak
nejen jakéhokoli vySetfovani nebo hodnoceni
dopliiyjicich  klinickych ¢i  laboratornich
parametrt, vyZzaduji predchozi pisemny
souhlas Zadavatele.

CL. 2 — Povinnosti Smluvnich partneri

to time unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

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

THEREFORE, the parties (hereinafter referred to
as the “Parties” or the “Contracting Parties”) have
agreed as follows:
Article 1 — Subject of the Agreement

1.1  The subject of the Agreement is the
performance of the Study at the 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. Smluvni partneti se zavazuji provést a 2.1. The Contracting Partners shall conduct and
zdokumentovat ~ Studii  hospodarné a document the Study in a diligent and efficient
s nalezitou odbornou péci v prisném souladu s manner in strict compliance with (a) the
(a) Protokolem; a (b) podminkami této Protocol; and (b) the terms and conditions of
Smlouvy; a (c) etickymi zasadami Helsinské this Agreement; and (c) the ethical principles
deklarace; a (d) Harmonizovanym of the Declaration of Helsinki; and (d) the ICH
Ttistrannym Guideline ICH pro spravnou Harmonised Tripartite Guideline for Good
klinickou praxi v¢etné jeho néslednych zmén Clinical Practice as amended from time to
a obecné¢ pfijimanymi standardy spravné time as well as generally accepted standards
klinické praxe; a (e) vSemi piislusSnymi of Good Clinical Practice; and (e) all
pravnimi piredpisy; a (f) veskerymi prikazy a applicable legal regulations; and (f) all orders
smérnicemi piisluSnych organt vefejné moci and directives of competent public
a spravy a etickych komisi, jsou-li takové. administration  authorities and  ethics
Centrum se zavazuje poskytnout odpovidajici committees, if any. The Center shall provide
zdroje a vybaveni k provadéni Studie. adequate resources and facilities for the
performance of the Study.
XXX
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2.2.

2.3.

2.4.

Studie bude v Centru provadéna pod
dohledem Hlavniho zkousejiciho, ktery je
odpovédny za jeji tadny prabeh. Hlavni
zkousSejici je odpovédnym vedoucim skupiny
zkousejicich v ptipadé, ze Studie je v Centru
provadéna vicero nez jednim zkousejicim
(takovi dalsi zkousejici se dale oznacuji jako
~ZkouSejici“).  Hlavni  zkouSejici  je
odpovédny za blaho subjekti hodnoceni
ucastnicich se Studie z hlediska poskytovani
zdravotnich sluzeb na nélezité¢ odborné Grovni.

Hlavni zkousejici soucasné¢ muze slouZzit pro
Zadavatele jako kontaktni osoba v Centru ve
vztahu ke Studii, pokud neni nize v této
Smlouvé stanoveno jinak. Hlavni zkousejici
provadi Studii Vv ramci svého
zaméstnaneckého pomeéru k Centru.

Centrum se zavazuje umoznit a Hlavni
zkousSejici se zavazuje zajistit, aby Zkousejici
a ostatni osoby zahrnuté do provadéni Studie
(dale jen ,,Clenové studijniho tymu*) jednali
vsouladu s podminkami této Smlouvy.
Centrum se prostfednictvim  Hlavniho
zkousSejicitho zavazuje zajistit, Ze puvodni
i novi Clenové studijniho tymu jsou fadné
proskoleni, kvalifikovani a vzdélani, obzvlast
7ze se zucastiuji vSech Skolicich setkani
o Studii, v¢etn¢ skoleni na spravnou klinickou
praxi  vyzadovanych a  zajiStovanych
Zadavatelem (Clenové studijniho tymu vSak
nemusi Skoleni na sprdvnou klinickou praxi
absolvovat, pokud se prokazi certifikatem
z absolvovaného Skoleni spravné klinické
praxe ne star$im 2 let k datu zahajeni Studie).
Zadavatel ma pravo odmitnout konkrétni
Cleny studijniho tymu, pokud se Zadavatel
domniva, Ze nejsou piislusné vzdélani a/nebo
kvalifikovani. Clenové studijniho tymu jsou
zaméstnanci Centra. Clenové studijniho tymu
a Hlavni zkousejici se budou ucastnit skoleni,
které v souvislosti se Studii pro tyto osoby
Zadavatel zorganizuje a Centrum je povinno
takovou ucast umoznit. Zadavatel nahradi
pfimétené cestovni a ubytovaci naklady
souvisejici se vzdélavanim podle tohoto
¢lanku, bude-li to tfeba, ale za ucCast na
takovém vzdé¢lavani nenalezi ti¢astnikim ani
nikomu jinému zadna odmeéna.

2.2.

2.3.

2.4.

XXX
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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 trial 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 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.

2.6.

2.7.

Centrum se zavazuje umoznit Hlavnimu 2.5.
zkoudejicimu,  Zkouejicim a  Cleniim
studijniho tymu, ucastnit se podle potieby
setkani  zkouSejicich a  telekonferenci
uskutec¢novanych v pribéhu Studie v rozsahu
pozadovaném Zadavatelem.

Kazdé smluvni zajisténi kterékoli z povinnosti  2.6.

Centra na zaklad¢ této Smlouvy tfeti stranou

vyzaduje  pfedchozi  pisemny  souhlas

Zadavatele. Udé€leni takového souhlasu je na

vyluéném rozhodnuti Zadavatele. V ptipadé

povoleného smluvniho zajisténi povinnosti

Centrum:

2.6.1 je povinno zajistit u subjektu, na n¢jz
svou povinnost pienasi, dodrzovani
podminek, (a) které vzhledem
k charakteru = pozadované  sluzby
chrani prava Zadavatele pfinejmensim
stejné jako podminky této Smlouvy,
vcetn¢, avSak nejen, lhit k plnéni
povinnosti, (b) na zaklad¢ kterych tieti
strana  postoupi  veSkera préava
k vysledkim své cinnosti/Studie na
Centrum anebo Zadavatele a (c) dle
kterych tfeti strana umozni Zadavateli
nebo tfetim  strandm  smluvné
opravnénym Zadavatelem
a prislusnym regulatornim ufadim
provedeni auditti a inspekci u takové
treti strany, coz soucasné neznamena
omezeni povinnosti Centra ve vztahu
k auditlim a inspekcim; a

2.6.2  bude nést odpoveédnost za fadné plnéni
vSech zajisténych nebo delegovanych
povinnosti.

Smluvni partnefi se zavazuji vynalozit veskeré 2.7.

usili k zafazeni subjekti hodnoceni do Studie

vsouladu spozadavky na zafazovani a

Ihitami stanovenymi v Protokolu. Soucasné

lhiity vztahujici se k provadéni Studie jsou

nasledujici:

2.7.1 Predpokladany  zaCatek  naboru
subjekti hodnoceni je XXX a
predpokladané ukonceni XXX. Nabor
subjekti  hodnoceni se vzdy fidi
aktualnimi podminkami Protokolu.

XXX
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The Center shall make it possible for the
Principal Investigator, Investigators and
Study Team Members, as required, to
participate in Investigators’ meetings and
teleconferences held in the course of the Study
to the extent requested by the Sponsor.

Any subcontracting of any of the Center’s
obligations under this Agreement to a third
party requires the prior written consent of the
Sponsor. Granting of such consent shall be
within the Sponsor’s sole discretion. In the
case that such consent is granted, the Center
shall:
2.6.1 make sure that such subcontractors
observe the terms and conditions (a)
that are relevant to the nature of
requested services and at least as
protective of Sponsor’s rights as the
terms and conditions of this
Agreement, including - without
limitation - the timelines for fulfilling
obligations,

(b) based on which the third party shall
assign all rights with regard to the
results of its performance/the Study to
the Center or the Sponsor and (c)
based on which the third party shall
allow the Sponsor or third parties
contracted by the Sponsor and
competent regulatory authorities to
perform audits and inspections at such
a third party’ site, whereas this shall
not limit the Center’s obligations with
respect to audits and inspections; and

2.6.2 be responsible for due performance of
all delegated or subcontracted duties.

The Contracting Partners agree to make
maximum efforts to enroll trial subjects in the
Study in accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for conducting
the Study are as follows:

2.7.1 Recruitment of trial subjects is
expected to begin on XXX and to be
completed by XXX. Recruitment of
trial subjects is always governed by
current terms and conditions of the
Protocol.



2.8.

2.9.

2.7.2 Hlavni zkouSejici  souhlasi, Ze
Zadavatel mize jednostranné kdykoli
zménit pocet subjekti hodnoceni,
které Hlavni zkousejici do Studie
muze  zafadit a/nebo  Casovy
harmonogram naboru, a to
prostfednictvim vydani piislusného
pokynu ke Studii. Takovy pokyn se
nedotkne jiz zafazenych subjektl
hodnoceni.

Hlavni zkouSejici se zavazuje do Studie
zatadit pouze ftadné zpisobilé subjekty
hodnoceni v souladu s Protokolem.

Smluvni partneti se zavazuji zajistit, Ze Studie
bude provadéna v souladu s povolenim nebo
souhlasem k ohlaseni vydanym Statnim
ustavem pro kontrolu 1éCiv a souhlasy
ptislusnych etickych komisi. Smluvni partneti
se zavazuji poskytnout Zadavateli soucinnost
pti pripravé dokumentl tykajicich se Studie
a predat Zadavateli nebo treti strané¢ urcené
Zadavatelem bezodkladné veskera prohldseni
nezbytna kpovoleni Studie regulatornimi
organy a/nebo etickymi komisemi, vcetné
avSsak nejen (i) ProhlaSeni o financnich
zéjmech, (ii) CV a (iii) potvrzeni
o odpovidajicim vybaveni mista hodnoceni.
Smluvni partneti se zavazuji zajistit, Zze
poskytnuté dokumenty tykajici se Studie jsou
uplné a spravné. Napriklad, Prohlaseni
o financ¢nich z&jmech musi obsahovat veskeré
finanéni vztahy mezi Hlavnim zkouSejicim
a kterymkoli Clenem studijniho tymu, a jejich
finan¢ni zajmy, na jedné stran¢ a Zadavatelem
anebo kteroukoli spolecnosti propojenou se
Zadavatelem, na strané druhé, véetn€ — avSak
nejen — odmény nebo jiného financniho
prospéchu piijatétho kazdym znich od
Zadavatele nebo kterékoli ze spolecnosti
propojenych se Zadavatelem za konzultacni
¢innosti nebo jiné sluzby nepokryté touto
Smlouvou. Potvrzeni o finan¢nich zdjmech by
méla byt pfedlozena v pribéhu Studie, pfi jeji
zmén¢ a jeden rok po skonceni Studie.
»Propojenou osobou“ se rozumi jakakoli
pravnicka osoba nebo spole¢nost, ktera piimo
nebo nepiimo, prostiednictvim jednoho ¢i vice
prostiednik,  vykonavd  kontrolu, je
kontrolovana anebo je pod spole¢nou
kontrolou se smluvni stranou.

2.8.

2.9.

XXX

Page 5 0f 43

2.7.2 The Principal Investigator agrees that
the Sponsor may unilaterally change
the number of trial 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 trial subjects.

The Principal Investigator agrees to include in
the Study only such trial 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 or consent with notification
issued by the State Institute for Drug Control
and approvals of the competent ethics
committees. 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
trial site facilities. The Contracting Partners
shall ensure that the provided Study
documents are complete and correct. For
example, the Financial Interest Declarations
shall contain all financial relations between,
and financial interests of, the Principal
Investigator and any Study Team Member, on
one hand, and the 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 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.



2.10.

2.11.

2.12.

Hlavni zkousSejici se
subjekty hodnoceni odpovidajicim zpiisobem
informovat 0 cilech, metodach,
predpokladanych piinosech a potencidlnich
rizicich Studie a o okolnostech, za kterych by
jejich osobni tidaje mohly byt zptistupnény
Zadavateli, jeho Propojenym osobam,
pfislusSnym organtim, tfetim stranam, jez
poskytuji sluzby Zadavateli a/nebo etickym
komisim. Hlavni zkouSejici se zavazuje
zajistit, ze subjekty hodnoceni se zucCastni
Studie teprve poté, co podepisi informovany
souhlas subjektu hodnoceni poskytnuty
Zadavatelem. Hlavni zkouSejici uchova
original takového souhlasu ve zdravotnické
dokumentaci subjektu hodnoceni. Pokud
subjekt hodnoceni svlij souhlas v prib¢hu
Studie odvola, Smluvni partnefi nesmi ve
vztahu k tomuto subjektu hodnoceni provést
zadné dalsi postupy vramci Studie vyjma
pfipadnych opatfeni tykajicich se nasledného
sledovani predepsanych Protokolem, s nimiz
subjekt hodnoceni souhlasil. Nasledna 1é¢ba
subjektu hodnoceni, ktera nesouvisi se Studii,
je vyhradni Iékaiskou odpovédnosti a pravni
odpovédnosti Smluvnich partnerd.

Smluvni partnefi se zavazuji zajistit, Ze
subjekty hodnoceni zafazené do Studie se
v Centru nebudou tcastnit specifického
léCebného programu dle § 49 zakona
¢. 378/2007 Sb., o lécivech (dale jen ,,zakon o
1écivech®) ani jiného klinického hodnoceni,
pii kterém by subjekty hodnoceni uzivaly
v Ceské republice neregistrovany 1&¢ivy
pripravek v pribéhu Studie ani béhem doby
preruseni Studie specifikované v Protokolu
bez ptedchoziho pisemného  souhlasu
Zadavatele.

Pokud v pribéhu Studie v Centru dojde
k poskozeni zdravi subjektu hodnoceni,
Smluvni partnefi se zavazuji informovat
o kazdé takové wudalosti Zadavatele (i)
v piipadé¢ zavazného nezadouciho ucinku
a/nebo zévazné nezadouci piihody a/nebo
v piipadech  tehotenstvi, jsou-li  takové,
nejpozdéji do 24 hodin a (ii) v ptipade
nezadouciho ucinku a/nebo nezadouci ptihody
neprodlen¢  vramci lhit  stanovenych
v Protokolu a jinych pokynech danych
Zadavatelem o hlaseni dat tykajicich se
bezpec¢nosti. Soucasti takového hlaseni musi

zavazuje vSechny 2.10. The

2.11.

2.12.

XXX
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Principal Investigator agrees to
appropriately inform all trial 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 trial subjects shall not
participate in the Study until after they sign
their informed consent provided by the
Sponsor. The Principal Investigator shall keep
the original of such consent in the trial
subjects’ medical records. If such consent is
revoked in the course of the Study, no further
Study-related procedures may be performed
by the Contracting Partners with regard to the
respective trial subject, except for any Study-
related follow-up monitoring laid down in the
Protocol and consented to by the trial subject.
Subsequent treatment of the trial subject,
which is not related to the Study, lies in the
sole medical responsibility and legal liability
of the Contracting Partners.

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

If in the course of the Study at the Center trial
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



2.13.

2.14.

2.15.

2.16.

byt také posouzeni pri¢inné souvislosti.
O jakémkoliv jiném poskozeni zdravi subjektu
hodnoceni nebo jakémkoliv zavazném
poruSeni Protokolu nebo pokynl spravné
klinické praxe musi Smluvni partnefi
informovat Zadavatele bez zbytecného
odkladu.

Smluvni partnefi se zavazuji bez zbyte¢ného
prodleni  zodpovédét vSechny  dotazy
Zadavatele nebo osob povéienych
Zadavatelem  tykajici se dokumentace
nezadouci udalosti. Toto zahrnuje zejména
aktivni nasledné sledovani a objasnéni
prislusnych nesrovnalosti v hlasenich
nezadoucich ptihod a ptipadu téhotenstvi. Za
ucelem hlaseni nezadoucich piihod a ptipadii
téhotenstvi jsou Smluvni partnefi povinni
pouzivat formulafe poskytnuté Zadavatelem,
jsou-li takové.

Béhem a po skonceni Studie se zavazuji
Smluvni partnefi predlozit Zadavateli veskeré
dokumenty pfijaté od uradu, etickych komisi
a/nebo pfislusnych regulatornich organt
tykajici se jakychkoli souhlasti nebo povoleni
nebo pfislusné komunikace vztahujici se
k bezpecnosti ve vztahu ke Studii do 24 hodin
od jejich obdrzeni.

Smluvni partnefi se zavazuji pouZzivat
Hodnoceny 1€k vyhradné pro ucely provadéni
Studie a pouze zplusobem specifikovanym
v Protokolu. Smluvni partnefi jsou odpoveédni
za tadné pfijimani, pouzivani, nakladani,
skladovani a vedeni dtkladné a presné
evidence zachazeni s Hodnocenym lékem
v pribéhu Studie v souladu s pozadavky
spravné klinické praxe, spravné Iékarenské
praxe a Protokolem. Navic se Smluvni partnefi
zavazuji vratit anebo zajistit fadnou likvidaci
nepouzitétho Hodnocené¢ho I1éku, pokud si
Zadavatel likvidaci vyzadal (na naklady
Zadavatele), a tuto likvidaci fadné
zdokumentovat. 'V pfipadé  nacatého
a nespotiebovaného Hodnoceného 1¢ku, jehoz
forma podéani je infuze, zajisti Smluvni
partneii likvidaci ihned po ptipravé ¢i uprave
Hodnoceného léku.

Centrum se timto zavazuje zajistit uskladnéni,
ptipravu, kontrolu a distribuci Hodnoceného
léku v souladu s ustanovenim Protokolu,

2.13.
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health of trial 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- 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,



2.17.

2.18.

2.19.

2.20.

platnych zdkoni a v souladu se vsemi
ustanovenimi pokynu LEK-12 Statniho stavu
pro kontrolu 1é¢iv. Smluvni partneti nebudou
vyzadovat zaplaceni Hodnoceného 1éku nebo
jakékoliv sluzby hrazené Zadavatelem podle
této Smlouvy po subjektu hodnoceni nebo treti
strané, jako je naptiklad zdravotni pojistovna.

Centrum se zavazuje jmenovat dostatecny
pocet zastupcu, kteti spliuji kvalifikacni
pozadavky na vykon povolani farmaceuta ve
smyslu zdkona €. 95/2004 Sb., o podminkach
ziskavani a uznavani odborné zpiisobilosti a
specializované  zpusobilosti k  vykonu
zdravotnického povolani lékate, zubniho
lékate a farmaceuta, ve znéni pozd¢jSich
predpist, nebo farmaceutického asistenta ve
smyslu zakona ¢. 96/2004 Sb., o nelékarskych
zdravotnickych ~ povolanich, ve  znéni
pozdéjsich ptedpist. Tito zastupci budou
odpovédni za nakladani s Hodnocenym lékem
a za vedeni souvisejicich zaznami a
dokumentace. lhned po jmenovani tohoto
zastupce nebo zastupcl, oznami Centrum
Zadavateli pisemné¢ jméno a pfijmeni
poveétenych osob ¢i osob, spolu s pfislusSnymi
kontaktnimi informacemi.

Hlavni zkouSejici se =zavazuje odebirat
Hodnoceny 1ék v souladu s Protokolem, a to
v davkovani  potfebném  pro  kazdou
jednotlivou navstévu subjektu hodnoceni.

Kdykoli o to Zadavatel pozada, zavazuji se
Smluvni partnefi podat hlaSeni o postupu ve
Studii v Centru véetné¢ udaji o zafazovani
subjektl hodnoceni.

Hlavni zkousejici je povinen shromazdovat
data a vkladat je do 5 pracovnich dni od jejich
vytvofeni do elektronickych zaznamovych
list (dale jen ,,CRF“) v souladu
s ndlezitostmi  stanovenymi v Protokolu.
Hlavni zkousSejici se zavazuje pravidelne
predavat Zadavateli CRF a veskerou
dokumentaci vyZzadovanou Protokolem, aby je
Zadavatel mohl piimo ¢i prostfednictvim
jiného subjektu pribézné¢ zpracovavat.
V pfipad¢ prodleni del$im nez 10 pracovnich
dnit se vkladanim 0daji  je Zadavatel
opravnén, na zékladé pisemného oznameni
dorucen¢ho Hlavnimu zkousejicimu, zastavit
zafazovani subjektG hodnoceni Hlavnim
zkousejicim az do doby, kdy je vkladani udaji

2.17.

2.18.

2.19.

2.20.
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the applicable law and all provisions of the
LEK-12 guideline issued by the State Institute
for Drug Control. The Contracting Partners
shall not charge any trial subject or third party,
such as a health insurance company, for the
Study Drug or for any services paid for by the
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 qualifications 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 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 trial
subject.

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

The Principal Investigator must collect data
and enter them within five (5) 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 10 working days, the
Sponsor shall have the right by giving written
notice to the Principal Investigator to stop the
recruitment of trial subjects by the Principal
Investigator until data entering is up to date. If



2.21.

2.22.

Pokud bude mit toto za
nasledek prodleni v zafazovani subjekti
hodnoceni, = Zadavateli  pfislusi  prava
stanovend v ¢l. 12.4. Ve lhite¢ 5 pracovnich
dnli po oSetfeni posledniho ze subjektl

aktualizované.

hodnoceni, musi byt dokonceno vlozeni
veskerych  zbyvajicich CRF, souvisejici
dokumentace a rovnéz nepouzit¢ CRF

v listinné podobé¢, jsou-li takové, musi byt
pfedany Zadavateli anebo na pozadani
Zadavatele zniCeny. Smluvni partnefi se
zavazuji poskytovat souc¢innost pti pohotovém
objasnovani jakychkoli dotazli tykajicich se
udajii v CRF a vénovat se témto dotazlim a
zodpovidat je nejpozdéji ve lhute¢ 5 (péti)
pracovnich dnti. Zadavatel miize pozadovat
odpovédi 1 vkratsim casovém tuseku
s ohledem na klicova stadia Studie, jako napf.
Cistd databaze. Smluvni partneti se dale na
zadost Zadavatele zavazuji  poskytovat
pfiméfenou soucinnost pii pripravé celkové
zpravy o Studii. Centrum zajisti, ze CRF
nebudou pfistupné nikomu jinému nez
Clenim studijniho tymu a Hlavnimu
zkouSejicimu a piistup k nim, pokud budou
v elektronické  podobé, bude chranén
pristupovym jménem a heslem.

Hlavni zkouSejici je povinen zajistit, Ze
vSechny CRF poskytnuté Zadavateli jsou
pravdive, presné a fadné vyplnény a Ze jsou
vérnym odrazem skute¢nych vysledki Studie.
Hlavni zkousSejici se rovnéz zavazuje predat
Zadavateli kopie vSech zprav, vcetné vSech
aktualizaci a zmén, které si vyzadala eticka
komise.

Centrum se zavazuje uchovavat veskerou 2.22.

elektronickou i jinou dokumentaci, vcetné
zdrojové dokumentace a slozky Zkousejiciho,
vyzadovanych ICH pfedpisy a piisluSnymi
pravnimi predpisy upravujicimi provadéni
Studie, po delsi z nasledujicich dvou dob: 1)
patnact (15) let po skonceni Studie nebo 2)
jakoukoli  delsi dobu pro archivaci
dokumentace stanovenou ptisluSnymi
pravnimi predpisy. Studijni dokumentace
musi byt uchovdvana na vhodném misté
a vhodnym zptsobem a Centrum je povinno
vést zaznamy o misté, kde je dokumentace
Studie uchovavana, aby tato byla pohotové
k dispozici na zadost povéreného zastupce
Zadavatele, etické komise, auditora nebo
ptislusnych uradt. Centrum je povinno

2.21.
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this results in a delay with recruiting trial
subjects, the Sponsor shall have the rights set
forth in Article 12.4. Within five working
days of the last trial subject’s treatment, all
outstanding CRFs must be entered and related
documentation as well as unused paper 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 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 Center shall keep all electronic and other
documents, including without limitation,
source documents and the Investigator’s files
required by ICH guidelines and applicable
laws regulating Study performance for the
longer of the two following periods: 1) fifteen
(15) 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



2.23.

2.24.

Zadavatele informovat v pfipad¢, ze planuje
archivovat dokumentaci Studie mimo své
vlastni prostory. V ptipad¢, ze ma Zadavatel
zéjem na dal$i archivaci zaznamu a udaja, je
povinen svilj pozadavek uplatnit pisemné u
Centra nejméné dva mésice pred uplynutim
sjednané doby archivace. V takovém ptipad¢
Centrum  zajisti  prodlouzeni archivace
zaznamu a udaji na naklady Zadavatele nebo
Zadavatel zajisti na vlastni naklady archivaci
na jiném miste. V piipadé, Ze ve shora uvedené
lhit€¢ Zadavatel nesd€li pozadavek na dalsi
archivaci i tento sd€li, ale neuhradi poplatek
na dalsi archivaci, Centrum nalozi
s archivovanymi zaznamy a udaji v souladu
s pravnimi predpisy.

Smluvni partnefi jsou si védomi, ze Zadavatel
nebo jeho jménem tfeti strana dikladné
monitoruje provadéni Studie a pravidelné
nav§tévuje Centrum. Smluvni partnefi se
zavazuji ~ pifiméfen¢  podporovat  tyto
monitorovaci aktivity, vCetné ale bez omezeni,
poskytnutim pfistupu povéfenému zastupci
Zadavatele do prostor a k datim dle potteby a
spolupracovat se Zadavatelem nebo ptisluSnou
treti stranou vtomto ohledu. Na Zadost
Zadavatele jsou Hlavni zkousejici a Clenové
studijniho tymu povinni se zucastnit osobni
diskuze.

Zadavatel a statni organy, jako je napt. Utad
pro potraviny a léky Spojenych statu
americkych (,FDA*) maji pravo provadet
audit ¢i inspekci zdznamti Smluvnich partnert,
veskeré jiné dokumentace a  prostor
souvisejicich s provadénim Studie, a to
kdykoli v pribéhu a/nebo po dobu 25 let po
skonCeni Studie a bez jakychkoli naroku
Smluvnich partnert na zvlastni platbu. Takovy
audit ¢i inspekci je Zadavatel povinen
piiméfené¢ piredem ohlasit v ptfipade, Ze je
provadén Zadavatelem. Smluvni partnefi jsou
povinni  poskytovat  Zadavateli,  jim
povéfenym zastupcim nebo veskerym statnim
organiim soucinnost pfi plnéni jejich wloh
v souladu s Protokolem a podniknout veskeré
pfimeéfené kroky pozadované Zadavatelem
nebo statnimi organy za ucelem odstranéni

2.23.

2.24.
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Sponsor in the event that the Center plans to
archive Study documentation outside of its
own premises. If Sponsor is interested in
further archiving of records and data, Sponsor
is obliged to initiate a request in written form
to the Center for at least two months before
the expiration of the agreed period of filing
and archiving. In that case, Center will ensure
prolonged archiving for records and data at
Sponsor’s costs; or Sponsor will ensure that
records and data are archived at another place
at its own cost. If Sponsor will not
communicate the requirement for further
archiving within the above stated deadline, or,
as the case may be, it will communicate such
a requirement, however it will not pay a fee
for further archiving, Center will dispose of all
the archived records and data in accordance
with the applicable legal regulations.

The Contracting Partners understand that the
Sponsor or a third party on behalf of the
Sponsor closely monitors the performance of
the Study and regularly visits the Center. 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
participate in personal discussions upon the
request of the Sponsor.

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 reasonable actions requested by the
Sponsor or government authorities to remedy



2.25.

2.26.

nedostatkll  zjisténych beéhem auditu nebo
inspekce.

Smluvni partneii se zavazuji, Ze béhem a po
skonceni Studie, umozni a budou podporovat
veskeré kontroly odpovédnych turadi bez
jakychkoli narokt na zvlaStni odménu ci
nahradu. Smluvni partnefi jsou povinni
informovat Zadavatele o kazdé takové
inspekci ¢i zaméru takovou inspekci provést
ihned poté, co se o nich Smluvni partnefi
dozvi. Smluvni partnefi se zavazuji umoznit,
aby Zadavatel mohl byt pfitomen na kazdé
inspekci provadéné urady nebo podobnymi
institucemi. Pfed vyjadfenim se k naleziim
takové inspekce, budou-li né&jaké, jsou
Smluvni partnefi povinni odpovéd posoudit
a prodiskutovat se Zadavatelem. Smluvni
partneti bez zbytecného odkladu poskytnou
Zadavateli kopie jakychkoliv zjisténi nebo
kontrol odpovédnych ufadi ve vztahu ke
Studii.

Smluvni partneti nesmi védomé (po provéteni
na seznamu vyloucenych osob vedeného
uradem FDA, tzv. FDA Debarment List, a to
na oficidlni webové strdnce ufadu FDA
https://www.fda.gov/ICECI/

EnforcementActions/FDADebarmentList/def
ault.htm, a na seznamu osob vyloucenych
z federalniho  programu zdravotni  péce
v databazi LEIE na adrese
https://oig.hhs.gov/exclusions/exclusions_list.
asp), vyuzivat sluzeb, bez ohledu na jejich
objem, zadnych osob, jimz bylo poskytovani
téchto sluzeb zakazadno FDA nebo kterymkoli
jinym  pfisluSnym  organem v prubchu
provadéni Studie. Smluvni partnefi dale
zévazné prohlasuji, ze dle jejich znalosti (po
provéteni na seznamu vyloucenych osob
vedeného Ufadem FDA, tzv. FDA Debarment
List, a to na oficialni webové strance ufadu
FDA https://www.fda.gov/ICECI/
EnforcementActions/FDADebarmentList/def
aulthtm, a na seznamu osob vyloucenych
z federalniho  programu  zdravotni  péce
v databazi LEIE na adrese
https://oig.hhs.gov/exclusions/exclusions_list.
asp) ani jim ani jejich zaméstnancim,
zmocnéncum ¢i zastupcim, ktefi se ucastni
provadéni Studie, nebylo zakazano provadét
¢innosti, jez jsou provadéné v ramci Studie, ze
strany FDA ¢i jiného organu, ani podle jejich
nejlepsiho védomi v souc¢asné dobé neprobiha

2.25.
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deficiencies
inspection.

noted during an audit or

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 Contracting Partners
learn 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 copies of any findings or
inspections of responsible authorities in
relation to the Study.

The Contracting Partners may not knowingly
(after check for debarment against the FDA
Debarment List at US FDA official web site:
https://www.fda.gov/ICECl/

EnforcementActions/FDADebarmentList/def
ault.htm), or exclusion from a United States
federal healthcare program (LEIE Database:
https://oig.hhs.gov/exclusions/exclusions_list
.asp) 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
(after check for debarment against the FDA
Debarment List at US FDA official web site:
https://www.fda.gov/ICECI/

EnforcementActions/FDADebarmentList/def
ault.htm), or exclusion from a United States
federal healthcare program (LEIE Database:
https://oig.hhs.gov/exclusions/exclusions_list
.asp), 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



2.27.

2.28.

zadné fizeni tykajici se takového zdkazu ve
vztahu k témto osobam, zejména na zaklade (i)
United States 21 U.S.C. § 335a a (i1) Hlavy 21
Code of Federal Regulation § 312.70. Smluvni
partneii se zavazuji v prubéhu Studie a po
dobu 3 let po jejim ukonceni ihned informovat
Zadavatele, pokud se dozvi, ze bude zahajeno
takové fizeni ve vztahu k Hlavnimu
zkousejicimu, Centru ¢i jeho zaméstnanci.
Smluvni partnefi dale zarucuji a zavazuji se, ze
dle jejich znalosti nejsou subjektem
predchozich ani probihajicich Setfeni, vyzev,
upozornéni nebo vymahani rozhodnuti organi
statni spravy vztahujicich se ke klinickému
hodnoceni, které by nebyly oznameny
Zadavateli. V pfipad€, Ze nastane skutecnost
podle predchozi véty ve vztahu ke Studii,
Smluvni partnefi to bez zbytecného odkladu
sdéli Zadavateli.

V piipadé, ze Hlavni zkouSejici v prub&hu
Studie  ukon¢i  pracovnépravni  vztah
s Centrem, Centrum je povinno o této
skute¢nosti informovat Zadavatele neprodlené
poté, co se o tom dozvi, a soucasné navrhnout
radn¢ kvalifikovanou osobu jako nového
hlavniho zkouSejiciho. Zadavatel ma pravo
vznést namitky vic¢i tomuto nahrazeni.
Centrum se zavazuje s vynaloZenim
maximalniho usili pozadovat po novém
hlavnim zkousejicim, aby se pisemné zavazal
k dodrzovani podminek sjednanych v této
Smlouvé. Pokud Centrum a Zadavatel nejsou
schopni domluvit se na osob¢ nového hlavniho
zkousSejiciho anebo pokud novy hlavni
zkouSejici neni ochoten zavdzat se
k podminkdm stanovenym touto Smlouvou,
Zadavatel je opravnén vypovédét tuto
Smlouvu vsouladu s¢l. 12.5. Centrum
a Hlavni zkouSejici jsou povinni neprodlené
pisemné¢ informovat Zadavatele o vsech
zménach, které maji vliv na dostupnost zdrojii
a/mebo Clent studijniho tymu provadéjiciho
Studii.

Smluvni  partnefi se zavazuji = piimo
aneprodlen¢ informovat Zadavatele v ptipadé,
7ze subjekt hodnoceni tucastnici se Studie
oznami ¢i vyjadii nazor, ze doslo k poskozeni
jeho zdravi v disledku ucasti ve Studii, a Ze
ma proto pravo na finan¢ni nahradu.

2.27.
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and (ii) 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 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 trial 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 new
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 directly and immediately in the case
that a trial subject participating in the Study
announces or opines that his or her health has
been damaged due to his or her participation
in the Study and that he/she is therefore
entitled to financial compensation.



2.29.

2.30.

2.31.

2.32.

3.1.

3.2.

Smluvni partnefi se zavazuji
smluvnim vyzkumnym organizacim, smluvné
zajisténym Zadavatelem nebo kteroukoli
z Propojenych osob, aby jménem Zadavatele
vykonavaly kterékoli zprav a povinnosti
Zadavatele na zakladé této Smlouvy,
v piipad€, ze se prokazi povérenim ¢i plnou
moci, ze které jejich opravnéni vykonavat
prava a povinnosti Zadavatele vyplyva.
Smluvni partneti se zavazuji spolupracovat
s témito smluvnimi vyzkumnymi
organizacemi.

Smluvni partnefi se =zavazuji poskytovat
zdravotni sluzby subjektiim, jejichz ucast ve
Studii neskoncila, v pfipadé castecného
uzavieni Studie, a dale také subjektim
zatazenym do nasledného sledovani po
skonCeni  Studie, vsouladu s etickymi
pravidly.

V piipadé¢, ze Studie je multicentrickou Studii
a Hlavni zkouSejici prebira odpovédnost
koordinujiciho zkousSejiciho navic
k povinnostem, které pro néj vyplyvaji z této
Smlouvy, Hlavni zkousejici je povinen pievzit
vSechny povinnosti, které jsou stanoveny
v Ptiloze ¢. 3.

V ptipadé, ze pti Studii pouziva Centrum,
Hlavni zkousejici nebo Clenové studijniho
tymu priistrojové vybaveni, které vyzaduje
servis, kalibraci nebo jinou zvlastni péci,
Centrum se zavazuje udrzovat takové
pristrojové vybaveni zpusobilé fadného
provozu, o ¢emzZ je povinno Zadavateli na
vyzéadani poskytnout odpovidajici
dokumentaci.

Cl. 3 — Povinnosti Zadavatele

Kontaktnimi osobami Zadavatele ve vztahu ke
Studii jsou:

Hlavni zkousejici a XXX ; e-mail: XXX,
tel. XXX

nebo kterékoli dalsi oznamené

Hlavnimu zkousejicimu.

osoby

Zadavatel se zavazuje Smluvnim partnerim
poskytnout zdarma v mnozstvi a casovych
intervalech pro fadné provedeni Studie
Hodnoceny 1€k, nezbytné vzory CRF a dalsi

2.30.

2.31.

2.32.

3.1.

3.2.

XXX
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umoznit 2.29. 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 and
to perform the Sponsor’s obligations. The
Contracting Partners agree to cooperate with
such research organizations.

The Contracting Partners undertake to provide
medical services to trial subjects whose
participation in the Study has not yet ended, in
the case of a partial closure of the Study, as
well as to subjects included in the post Study
follow-up in compliance with ethics rules.

In the case that the Study is a multicenter
Study and the Principal Investigator assumes
the responsibility of a coordinating
investigator in addition to his or her own
obligations under this Agreement, the
Principal Investigator shall assume all
obligations set forth in Appendix 3.

In the case that the Center, the Principal
Investigator or Study Team Members use in
the course of the Study devices that require
servicing, calibration or any other special
care, the Center agrees to 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

The Sponsor’s contact persons regarding the
Study are:

Principal Investigator and XXX;

e-mail: XXX

tel.: XXX

or any other person announced to the Principal
Investigator.

The Sponsor agrees to provide the Contracting
Partners with the Study Drug, necessary CRF
templates, other information and other
drugs/placebo required for the performance of



3.3.

3.4.

3.5.

3.6.

informace a dalsi 1é¢ivo/placebo vyzadované
pro provadéni Studie, naptf. Pfirucka
zkousejiciho, Dokumentaci o Hodnoceném
1éku a Souhrn udajii o ptipravku - SPC.

Hodnoceny 1ék — XXX (jakoz i dalsi 1éCivo,
placebo, je-li vyzadovano Protokolem; s
vyjimkou 1é¢iv zajistovanych Centrem) bude
dodavan v pracovni dny v dobé od 7:00 do
15:00 hod. na nasledujici adresu:

Masaryktiv onkologicky ustav
Ustavni lékarna

Zluty kopec 7

656 53 Brno

Ceska republika

Hodnoceny 1€k, nezbytné vzory CRF a dalsi
informace vyzadované pro provadéni Studie
poskytnuté  Centru jsou a  z{stavaji
vlastnictvim Zadavatele. Zadavatel
prohlasuje, Ze jsou splnény veskeré podminky
stanovené piislusnymi pravnimi piedpisy pro
vyrobu (dovoz) dodavaného Hodnoceného
1é¢iva a jeho distribuci do Centra.

Zadavatel se zavazuje poskytovat Hlavnimu
zkouSejicimi  pfislusné nové informace
o0 bezpecnosti tykajici se Hodnoceného 1éku
bez zbyteéného odkladu.

Zadavatel se zavazuje poskytnout soucinnost
hlavnimu zkousSejicimu pfi zpracovani zprav o
prab¢hu Studie, a to v rozsahu potfebném pro
jejich zpracovani v souladu s pravnimi
predpisy (zakon o lé¢ivech, vyhlaska o blizsich
podminkach provadéni klinického hodnoceni
humaénnich 1é¢ivych pfipravkt). Strany si
vzajemné odsouhlasi znéni zprav pied jejich
predlozenim pfislusné Etické komisi, pfip.
dals$im opravnénym subjektim (v této
souvislosti pouzivejte pro komunikaci s
Centrem a/nebo hlavnim zkousSejicim e-mail:

studie@mou.cz).

CL 4 - Odména

3.3.

3.4.

3.5.

3.6.

XXX
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the Study free of charge and in the quantity
and frequency necessary for the proper
performance of the Study, for example the
Investigator’s  Brochure, Study Drug
Documentation and Summary of Product
Characteristics.

The Study Drug — XXX (as well as any other
drugs, placebo, if required by the Protocol,
with the exception of drugs provided by the
Center) shall be delivered during business
days between 7 am and 3 pm to the following
address:

Masaryktiv onkologicky tstav
Institution’s Pharmacy

Zluty kopec 7

653 53 Brno

Czech Republic

The Study Drug, necessary CRF templates
and other information required for the
performance of the Study and provided to the
Center are and shall remain the Sponsor’s
property. The Sponsor declares that all
conditions stipulated in applicable laws
regulating the production (import) of the
provided Study Drug and the distribution of
the Study Drug to the Center have been met.

The Sponsor agrees to provide the Principal
Investigator with new information regarding
the safety of the Study Drug without undue
delay.

The Sponsor undertakes to provide
cooperation to the Principal Investigator in the
processing of reports on the progress of the
Study, to the extent necessary for their
processing in accordance with legal
regulations (Act on Medicinal Products,
Decree on Detailed Conditions for
Conducting Clinical Trials of Human
Medicinal Products). The  parties shall
mutually agree on the wording of the reports
before submitting them to the relevant Ethics
Committee or other authorized entities (in
this context, use the e-mail address:
studie@mou.cz for communication with the
Center and/or the Principal Investigator).

Article 4 — Remuneration



4.1.

4.2.

4.3.

Zadavatel se zavazuje zaplatit Smluvnim
partnerim za fadné¢ provedené cinnosti na
zéklad¢ této Smlouvy veetné prevodu prav dle
¢l. 5 odménu ve vysi, zplisobem a za podminek
sjednanych stranami dale v tomto clanku
Smlouvy a ptiloze €. 1, pfiCemZ smluvni strany
prohlasuji, ze predpokladana vyse odmény
¢ini 40.242.180,- K¢. Jedinym pfijemcem
veskerych castek dle této Smlouvy bude
Centrum, které se zavazuje vyplatit pfislusSnou
c¢ast odmény Hlavnimu Zkousejicimu a
Clenim studijniho tymu v souladu se svymi
internimi ptedpisy. Zadavatel prohlasuje, Ze
neuzaviel se zaméstnanci Centra Zadnou
dohodu, jejimz predmétem 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 priloze
¢. 1 nebo jinych smlouvach uzavienych se
Zadavatelem, ledaze je pfedem pisemné
schvali Zadavatel.

Veskeré odmény a nadhrady, které maji byt
zaplaceny Centru, jsou splatné ve lhité 60 dnit
ode dne, kdy bude Zadavateli dorucen
odpovidajici danovy doklad (faktura) majici
vSechny nalezitosti dle ptislusnych pravnich
predpisti upravujicich dan z ptidané hodnoty,
a to ve prospéch bankovniho uctu Centra:

Banka: Ceska narodni banka

Kod banky: 0710

Majitel u¢tu: Masarykav onkologicky tstav
Cislo uétu: 87535621/0710

Reference: ¢islo faktury

Faktury musi byt zasilany Zadavateli
s uvedenim ¢isla protokolu, ¢isla objednavky a
zaslany na adresu uvedenou v Ptiloze 1.
Odmeény a nahrady dle této Smlouvy a ptilohy
¢. 1 (s vyjimkou odmén a nahrad, u kterych je
splatnost zvlast upravena v pfiloze ¢. 1
Smlouvy) budou Centru a Hlavnimu
zkouSejicimu uhrazeny takto: Zpétné za
bezprostfedné uplynulé a dosud nefakturované
obdobi vzdy kazdého pololeti Studie (k 20.3. a
k20.9.) si Smluvni partnefi spole¢né se
Zadavatelem vzajemné pisemné nebo formou
e-mailu odsouhlasi piehled poctu, druhu a jim
odpovidajici hodnoty jednotlivych 1kont

4.1

4.2

4.3

XXX
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For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5, the Sponsor agrees to
provide the Contracting Partners 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
remuneration amount is 40 242 180 CZK.
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 entitled 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: Czech National Bank
Bank code: 0710
Account holder:
ustav

Account No.: 87535621/0710
Reference: Invoice number

Masarykliv  onkologicky

Invoices must be addressed to the Sponsor,
must include Protocol number and order
number and must be sent to the address
indicated in Appendix 1. 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 half-year of the Study (on 20
March and on 20 September), the Contracting
Partners and the Sponsor shall approve in



provedenych Hlavnim zkouSejicim a/nebo
ostatnimi Cleny studijniho tymu, jez maji byt
dle této Smlouvy Zadavatelem hrazeny (tzv.
navrh faktury), zaslany osobou povétenou
Zadavatelem na e-mail fakturace-
studie@mou.cz. Tento piehled musi byt
zpracovan zvlast' pro kazdy subjekt Studie a
musi zahrnovat polozkové vyuctovani vsech
navstév, vysSetfeni a  dalSich  sluzeb
provedenych v prislusném pololeti Studie. Na
zaklad¢ vzajemného odsouhlaseni navrhu
faktury vystavi Centrum fakturu na odménu a
piipadné nahrady, jeZz je v souladu s touto
Smlouvou opravnéno fakturovat, kterou doruci
Zadavateli. Zadavatel zaplati Centru na
zékladé tadn¢ vystavené a doruCené faktury
prislusnou odménu a pripadné opravnéné
fakturované nahrady za obdobi, pro néz byl
pfedmétny ndvrh faktury dle tohoto clanku
odsouhlasen.

V pripad€, ze Zadavatel nezasle Centru vyse
uvedeny ptehled (ndvrh faktury)
k odsouhlaseni ve lhit¢ 30 dnli ode dne
ukonceni pololeti Studie, zaSle Centrum
Zadavateli pisemnou vyzvu a pokud Zadavatel
nezasle uvedeny prehled (navrh faktury) ani ve
lhaté 30 dnd od doruceni takové vyzvy, je
Centrum opravnéno vystavit fakturu a
Zadavatel je povinen uhradit Centru odménu a
ndhrady za vSechny fakturované ukony
provedené v obdobi pololeti Studie Hlavnim
zkousejicim a/nebo ostatnimi Cleny studijniho
tymu.

V piipadé, Ze Centrum zjisti, ze jsou
v prehledu (navrhu faktury) nedostatky, tyto
oznami bez zbyteéného odkladu Zadavateli,
ktery je povinen je odstranit. Ma-li Zadavatel
zato, ze v prehledu (navrhu faktury) zadné
nedostatky nejsou, sdéli toto Centru. Centrum
a Zadavatel jsou nasledné povinni si navzajem
poskytnout sou¢innost nezbytnou k odstranéni
ptipadnych rozport. Neposkytnuti sou¢innosti
se povazuje za nepodstatné poruseni Smlouvy.

Neodstrani-li Zadavatel nedostatky v piehledu
(ndvrhu faktury) ani ve lhaté 45 dnti ode dne
doruceni oznameni dle predchoziho odstavce,

XXX
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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 fakturace-
studie@mou.cz. Every 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 half-year of the Study. Based on
the mutually approved draft invoice, the
Center shall issue an invoice for remuneration
and potential reimbursement that the Center is
entitled 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.

In the case that the Sponsor does not send the
Center the aforesaid overview (draft invoice)
for approval within 30 days of the end of the
half-year of the Study, the Center shall send
the Sponsor a written reminder and if the
Sponsor does not send the aforesaid overview
(draft invoice) within 30 days of receipt of the
reminder, 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
half-year of the Study 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



4.4.

4.5.

4.6.

nebo v téze 1hité nesdéli Centru, Ze v prehledu
(navrhu faktury) zadné nedostatky nespatiuje,
plati, Ze rozhodny pro vystaveni faktury je
prehled (navrh faktury) ve znéni pfipominek
Centra, na =zaklad¢ kterého je Centrum
opravnéno vystavit fakturu a Zadavatel je
povinen odménu a nahrady za fakturované
ukony provedené v obdobi pololeti Studie
Hlavnim zkousejicim a/nebo ostatnimi Cleny
studijniho tymu Centru uhradit.

Zadavatel ma pravo zadrzet az 10 %
z ptislusné ¢astky odmény za obdobi pololeti
Studie (dale jen ,,zAdrzné). Zadavatel se
zavazuje uhradit Centru zadrzné poté, co
budou predlozeny vsechny pfislusné CREF,
budou zodpovézeny  vSechny  dotazy
s ohledem na data obsazena v téchto CRF a
budou odstranény vSechny nespravnosti a
nedostatky dat v databazi.

Nestanovi-li tato Smlouva jinak, vSechny
castky uvedené v této Smlouvé a jejich
prilohach jsou uvedeny bez DPH. Pokud
nékteré¢ platby za sluzby podléhaji DPH,
Zadavatel zaplati ptislusnou castku DPH ve
vys$i dle pravnich predpisi ucinnych ke dni
uskute¢néni zdanitelného plnéni na zaklade
prislusného danového dokladu (faktury), ktera
bude spliovat vSechny nalezitosti predepsané
ptislusnymi pravnimi predpisy. Centrum nese
odpovédnost za uhrazeni vSech ostatnich dani
v souvislosti s platbami na zaklad¢ této
Smlouvy.

Smluvni partnefi si jsou védomi, ze Zadavatel
muze zvefejnit na své centralni webové a/nebo
na webové strance
www.transparentnispoluprace.cz vlastnéné a
provozované Asociaci inovativniho
farmaceutického pramyslu platby a jina plnéni
tykajici se vyzkumu a vyvoje, tj. (1) platby
provedené ze strany Zadavatele na zakladé
této Smlouvy a (2) veskeré vydaje na
ubytovani, souvisejici vydaje na pohosténi a
dopravu Smluvnich partnerti, které Zadavatel
uhradi na zaklad¢ této Smlouvy a (3) veskeré
kongresové registracni poplatky, ucastnické
poplatky nebo obdobné poplatky, které
Zadavatel uhradi na zaklad¢ této Smlouvy, a to
anonymnim zplUsobem, tj. na agregované
urovni. Tyto informace mohou byt rovnéz
publikovany jako soucast této Smlouvy

4.4

4.5

4.6
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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 half-year of the Study 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 half-year of
the Study (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.

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 its central website
and/or on the website
www.transparentnispoluprace.cz owned and
operated by the Association 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, 1i.e. on aggregated level. This
information may also be disclosed as a part of
this Agreement in the Agreements Register




4.7.

5.1.

5.2.

5.3.

vregistru smluv na zaklad¢ zakona
¢. 340/2015 Sb., o Registru Smluv (dale jen
»Zakon o registru smluv®). Bez ohledu na
vyse uvedené muize Zadavatel zvetejnit prevod
jakékoliv hodnoty poskytnuté vramci této
Smlouvy.

Veskera penézni plnéni subjektu hodnoceni
jsou vyplacena Centrem v souladu s touto
Smlouvou a Protokolem. Pravidla pro
vyplaceni jsou blize upravena v piiloze ¢. 1
k této Smlouvé.

ClL. 5 — Prava k vysledkim

Zadavateli patii vyhradni prava ke vSem
vysledkiim, datim, zjiSténim, objevim,
vynaleziim a specifikacim, bez ohledu na to
zda jsou zpusobilé byt pfedmétem patentové
ochrany ¢i nikoli, které wvznikly, byly
vytvorené, odvozené, vyprodukované,
objevené, vymyslené nebo jinak ucinéné
Centrem, Hlavnim zkousejicim a/nebo Cleny
studijniho tymu v souvislosti s provadénim
Studie (dale jen ,,Vysledky*). Smluvni
partnefi timto pfedem postupuji veskera sva
majetkova prava k Vysledklim na Zadavatele
a Zadavatel tato postoupena prava pfijima.
Odména za tento pifevod je jiz zahrnuta
vodméné¢ Smluvnich partnerd dle ¢l. 4.
Smluvni partnefi neziskavaji k Vysledkim
plnénim této Smlouvy zadna prava.

Vsechna zdravotnicka dokumentace a pivodni
zdrojova dokumentace zistane majetkem
Centra; nicméné, Zadavatel je opravnén je
pouzit vsouladu stouto Smlouvou a
souhlasem subjekti hodnoceni. Zpiistupnéni
Vysledkti  jakémukoli  subjektu, vcetné
smluvni vyzkumné organizace ¢i etické
komise anebo regulatorniho organu nebude
povazovano za udéleni vlastnického prava
k témto informacim témto subjektim.

Vrozsahu, vjakém prava  duSevniho
vlastnictvi k Vysledkiim nejsou prevoditelna,
udéluji timto Smluvni partneti Zadavateli
vyhradni, neodvolatelnou v mist¢ a Ccase
neomezenou licenci s pradvem udé€lovat
podlicence a to ke vSem zptisobtim uziti téchto
Vysledki. Odména za tuto licenci je jiz
zahrnuta v odmén¢ Smluvnich partneri dle ¢l.
4. Centrum se zavazuje vyvinout maximalni
usili k tomu, aby skute¢ni vlastnici téchto prav

4.7

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 trial 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.

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive rights to all

5.2

53
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results, data, findings, discoveries, inventions
and specifications, whether patentable or not,
that were originated, conceived, derived,
produced, discovered, invented or otherwise
made by the Center, the Principal Investigator
and/or Study Team Members in connection
with conducting the Study (hereinafter referred
to as “Results*). 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.

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 trial
subjects. Disclosure of Results to any subject,
including a contracted research organization,
ethics committee or regulatory authority, shall
not be deemed as granting the ownership of
such information to these entities.

To the extent intellectual property rights to
Results are legally not assignable, the Sponsor
is hereby granted by the Contracting Partners
an exclusive, worldwide, sub-licensable, time-
unlimited and irrevocable license for unlimited
use of these Results. The royalty fee for this
license is already included in the remuneration
of the Contracting Partners under Article 4. The
Center shall make maximum efforts so that the
actual owners of the intellectual property
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5.5

5.6

5.7

dusevniho vlastnictvi, tzn. zaméstnanci Centra
a/nebo zucastnéné tieti strany, umozni Centru
udélit vySe uvedenou licenci Zadavateli.
Zadavatel neni povinen licenci vyuZit.

Pro odstranéni pochybnosti plati, Ze vynalezy,
které jsou vylepSenimi, nebo novym pouzitim
¢i novymi lékovymi formami Hodnoceného
1éku jsou vyluénym vlastnictvim Zadavatele.

Smluvni partneti se zavazuji zajistit, Zze
veskeré Vysledky (dale jen ,,Vynalezy®),
uc¢inéné zaméstnanci Centra nebo jinymi
stranami zahrnutymi Smluvnimi partnery do
provadéni  Studie, budou bezodkladné
oznameny Zadavateli.

Zadavatel anebo kterakoli s nim Propojena
osoba jsou opravnéni podat prihlasku patentu
pro tyto Vyndlezy svym vlastnim jménem
anebo jménem urcené tieti strany, na vlastni
naklady, suvedenim jména vynalezce(-1)
v prihlasce patentu. Smluvni partnefi se
zavazuji podepsat a zajistit, aby zaméstnanci
Centra a dalsi subjekty zahrnuté Smluvnimi
partnery do provadéni Studie podepsali
veskeré dokumenty a poskytli takova
sveédectvi, jaké Zadavatel uzna za nezbytné pro
ucely podani prihlasky patentu a ziskani
patentu za uc¢elem ochrany opravnénych zajmu
Zadavatele k duSevnimu vlastnictvi, ktera
vzniknou ze Studie.

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 vrozsahu tam
stanoveném, pro veskeré¢ ucely, védecké
a/nebo  komercni, vjakékoli formé¢ a
jakymikoli zplsoby, elektronickymi nebo
mechanickymi, vcetn¢ pofizovani fotokopii,
elektronickych zdznamu (napt. na CD-ROM),
mikro-kopii, nebo prostiednictvim systémil
uchovavani a obnovovani dat, véetné databank
a internetu. Za timto ucelem ude€luji Smluvni
partnefi  Zadavateli  vyhradni, mistem
neomezenou a neodvolatelnou licenci, véetné
prava udé€lovat podlicence Propojenym
osobam Zadavatele, k uzivani vyse uvedenych
snimkti. Odména za tuto licenci je jiz zahrnuta
v odméné¢ Smluvnich partnerd dle ¢l. 4.
Nejsou-li Centrum anebo Hlavni zkousejici
vlastniky prav k témto snimkiim, Centrum
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5.6

5.7
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rights, i.e. employees of the Center and/or
involved third parties, would allow the Center
to grant the aforementioned license to the
Sponsor.

To eliminate any doubts, an invention that is an
improvement, a new use or a new drug form of
the Study Drug shall be the sole property of the
Sponsor.

The Contracting Partners agree to ensure that
all Results (hereinafter referred to as
“Inventions”) made by employees of the
Center or other parties included in the Study by
the Contracting Partners shall be reported to the
Sponsor without undue delay.

The Sponsor or any of its Affiliates shall have
the right to file a patent application for such
Inventions under its own name or under the
name of a designated third party and at its own
expense, with the inventor(s) named in the
patent application. The Contracting Partners
agree to sign and to have employees of the
Center and other parties involved in the Study
by the Contracting Parties sign all documents
and 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.

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.g. 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



5.8

6.1

6.2

a/nebo Hlavni zkousejici se zavazuji zajistit,
aby skuteCny vlastnik téchto prav, tzn.
zaméstnanci Centra a/nebo tieti osoby
zahmuté do provadéni Studie, umoznili
Smluvnim stranam udé€lit vySe uvedenou
licenci Zadavateli. Smluvni partnefi potvrzuji,
ze veskeré takové snimky budou ziskané se
souhlasem subjektu hodnoceni, ktery Centru
preda Zadavatel a ze nebudou obsahovat zadné
informace, jejichz prostfednictvim by mohl

byt  identifikovan = konkrétni  subjekt
hodnoceni.
Zadavatel udéluje Smluvnim partnerim

nevyhradni licenci k Vysledkim vytvofenym
v Centru pro interni nekomercni vyzkumné a
vzdélavaci ucely pii dodrZzeni podminek

zachovavani davérnosti a podminek pro
publikovani, jez jsou obsazeny v této
Smlouvé.  Tato  licence  neopraviiuje

k udélovani jakychkoliv podlicenci.
Cl. 6 — Zachovavani diivérnosti

Po dobu trvani této Smlouvy a po dobu deseti
(10) let po wuplynuti doby trvani nebo
predCasném ukonceni této Smlouvy budou
Smluvni partnefi zachovavat divérnost u vSech
testovanych latek a internich udajich anebo
informaci obdrZzenych od Zadavatele nebo
vytvotenych v pribéhu provadéni Studie, a to
napftiklad vcetné Protokolu, souboru informaci
pro zkousejiciho, predbéznych vysledkl a
veskerych dalSich informaci nebo materiald
poskytnutych na zékladé dohod o zptistupnéni
divérnych informaci diive uzavienych mezi
Stranami (dale jen ,,Divérné informace
Zadavatele). Sponzor bude usilovat o to, aby
jak ustni, tak hmotné Duvémé informace
poskytnuté Centru byly oznaceny jako
,»DUverné®, pti¢emz rozumi tomu, ze pokud tak
neuini, nebude to znamenat, Ze informace
nejsou davérné, pokud by rozumna osoba
povazovala takovy dokument za divérny na
zakladé povahy téchto informaci a okolnosti
jejich sdéleni.

Povinnost k zachovavani divérnosti podle ¢l.
6.1 se nevztahuje na ty ptipady, kdy Smluvni
partnefi jsou opravnéni publikovat Duavérné
Informace Zadavatele v souladu s ¢l. 7.

5.8

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 trial
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 trial subject could be identified.

The Sponsor provides the Contracting 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

6.1 During and for a period of ten (10) years
after the expiration or early termination of
this Agreement, Contracting Partners shall
retain in confidence all test articles and
proprietary data and/or information obtained
from Sponsor or generated pursuant to the
Study including, but not limited to, the
Protocol, the investigator's brochure, interim
results and any other information or material
disclosed under confidential disclosure
agreements previously entered into between
the Parties (hereinafter referred to as
"Sponsor Confidential Information").
Sponsor shall endeavor to identify both verbal
and tangible Confidential Information
provided to the Institution as "Confidential"
given the understanding that failure to do so
does not constitute a designation of non-
confidentiality if a reasonable person would
consider such document to be confidential
based on the nature of such information and
circumstances of disclosure.

6.2 The confidentiality obligation in Article 6.1
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shall not apply as long as the Contracting
Partners have the right to publish Sponsor
Confidential Information in accordance with
Article 7.



6.3

6.4

6.5

Po dobu trvani této Smlouvy a po dobu deseti
(10) let po wuplynuti doby trvani nebo
pfed€asném ukonceni této Smlouvy bude
Zadavatel zachovéavat davérnost internich
obchodnich informaci Centra oznacenych jako
»Duverné® poskytnutych v hmotné podobé a
budou-li zpfistupnény v jiné formé, pokud
takové zpfistupnéni bude v dobé zpfistupnéni
kvalifikovano jako davérné a tato skutecnost
bude potvrzena pisemné a oznaCena jako
»divérné“ Centrem do tficeti (30) dni od
takového zpfistupnéni (dale jen ,Divérné
informace Centra®).

Vyse uvedend omezeni v¢El. 6.1 a 6.3 se
neuplatni na Duvérné informace Zadavatele
nebo Davérné informace Centra (spolecné jen
»Duveérné informace®), které

(i) jsou nebo se stanou vetejné zndmymi
(a to nikoli v disledku zavinéni
ptijimajici strany); nebo

(ii) jsou zpfistupnény pfijimajici strané v
souladu s pravnimi  predpisy
nezavislou tfeti stranou, ktera neni
vazana povinnou mlcenlivosti vuci
zptistupnujici strané ve vztahu k této
Smlouvé (a pfijimajici strana muze
radné prokazat takovyto soulad); nebo

(iii) jsou jiz v drZeni piijimajici strany v
dobé, kdy je ziskala od zptistupniujici
strany (a pfijimajici strana mulZze

takovou ptedchozi drzbu tadné
prokazat); nebo

(iv) jsou uvefejnény v souladu s
vyslovnymi podminkami této
Smlouvy.

Piijimajici strana je opravnéna zptistupnit
Duvérné informace v rozsahu pozadovaném
pravnimi pfedpisy, nafizenim, pravidlem,
ukonem nebo piikazem organu vefejné moci.
Aby mohla pfijimajici strana pozadat o pravni
ochranu za ucelem omezeni nebo zabranéni
zvetejnéni  Duvérnych informaci, oznami
prijimajici strana neprodlené zpftistupnujici
strané, a to pisemnou formou, je-li zptistupnéni

6.3 During and for a period of ten (10) years after

6.4

the expiration or early termination of this
Agreement, Sponsor shall retain in confidence
Center’s proprietary business information
marked as ,,Confidential“ when provided in
tangible form and when disclosed otherwise
such disclosure being identified as confidential
at the time of disclosure shall be confirmed in
writing and marked ,,confidential“ by Center
within thirty (30) days of disclosure
(hereinafter referred to as  “Center
Confidential Information™).

The above restrictions in Article 6.1 and 6.3
shall not apply to Sponsor Confidential
Information or Center Confidential Information
(collectively referred to as “Confidential
Information”) that:

(i) is or becomes public knowledge
(through no fault of receiving party); or

(i1) is lawfully made available to receiving
party by an independent third party
owing no obligation of confidentiality
to transmitting party with regard thereto
(and such lawful right can be properly
demonstrated by receiving party); or

(iii))is already in receiving party’s
possession at the time of receipt from
transmitting party (and such prior
possession can be properly
demonstrated by receiving party); or

(iv) is published in accordance with the
express terms of this Agreement.

6.5 Receiving party may disclose Confidential
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Information to the extent it is required by law,
regulation, rule, act or order of any
governmental authority or agency. To permit
transmitting party an opportunity to intervene
by seeking a protective order or other similar
order, in order to limit or prevent disclosures of
Confidential Information, receiving party shall
promptly notify transmitting party, in writing,
if it is requested by a court order or a



Duvérnych informaci v drzeni piijimajici strany
pozadovano na zakladé soudniho piikazu nebo
organem vefejné moci, a nasledné ptijimajici
strana zpfistupni Davérné informace pouze v
minimalnim rozsahu nezbytném ke splnéni
zadosti, a to bez ohledu na skuteCnost, zda
zptistupnujici strana ziskd moznost pravni
ochrany pred takovym zvetejnénim.

6.6 Za podminek pfislusnych pravnich predpist a

regulatornich pozadavkll pfijimajici strana
souhlasi, ze zpfistupniujici strané na jeji zadost
vrati neprodlené veskeré Dluvérné informace,
které ji byly zpfistupiiujici stranou poskytnuty,
nebo které zpfistuptiujici strané nalezi podle
této Smlouvy; pravni poradce pfijimajici strany
je vsak opravnén ponechat si na bezpecném
misté jednu kopii Duvérnych informaci za
ucelem identifikovani povinnosti piijimajici
strany na zdkladé¢ téchto wustanoveni o
dtvérnosti.

6.7 Pfijimajici strana omezi zpfistupnéni Duvérnych

6.8

informaci obdrzenych na zaklad¢ této Smlouvy
pouze na ty své Cleny Studijniho tymu nebo
personalu Zadavatele, kteifi jsou vzhledem
k povaze svého zaméstnani vazani k zachovani
mlcenlivosti a ktefi jsou pfimo zapojeni do
Studie, a to pouze v rozsahu informaci, které
potfebuji  znat. Prijimajici strana bude
informovat své ¢leny Studijniho tymu nebo
persondl Zadavatele pfi poskytnuti Divérnych
informaci o duavérné povaze informaci a
podminkach této Smlouvy a pouzije veskera
piiméfena ochrannd opatfeni, aby zabranila
neopravnénému pouziti nebo zpfistupnéni
téchto informaci ¢leny Studijniho tymu nebo
persondlem Zadavatele. Pfijimajici strana
odpovida za jakékoli poruseni téchto
ustanoveni o duvérnosti informaci ze strany
cleni  Studijniho tymu nebo personalu
Zadavatele.

Pfijimajici strana uznava a vyslovné potvrzuje,
ze jakékoli zptistupnéni Divérnych informaci v
rozporu s touto Smlouvou mize poskodit
podnikatelskou Cinnost zptistupiiujici strany a
zplsobit ji znacnou Ujmu. V souladu s
prisluSnymi pravnimi pfedpisy a nad ramec
jinych prav a opravnych prostiedki zde
uvedenych je zpfistupnujici strana opravnéna

6.6

6.7

6.8
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governmental authority or agency to disclose
Confidential Information in receiving party’s
possession and thereafter receiving party shall
disclose only the minimum Confidential
Information required to be disclosed in order to
comply, whether or not a protective order or
other similar order is obtained by transmitting

party.

Subject to applicable legal and regulatory
requirements, receiving party agrees to
promptly return to transmitting party, upon its
request, all Confidential Information obtained
from transmitting party or belonging to
transmitting party pursuant to this Agreement;
provided, however, that receiving party's legal
counsel may retain one copy of Confidential
Information in a secure location for purposes of
identifying receiving party's obligations under
these confidentiality provisions.

Receiving party shall limit disclosure of
Confidential Information received hereunder to
only those of its Study Team Members or
Sponsor staff who are bound as a condition of
their employment and who are directly involved
with the Study and only on a need to know
basis. Receiving party shall advise its Study
Team Members or Sponsor staff upon
disclosure to them of any Confidential
Information of the proprietary nature thereof
and the terms and conditions of this Agreement
and shall use all reasonable safeguards to
prevent unauthorized use or disclosure by such
Study Team Members or Sponsor staff.
Receiving Party shall be responsible for any
breach of these confidentiality provisions by its
Study Team Members or Sponsor staff.

Receiving party acknowledges and expressly
agrees that any disclosure of Confidential
Information in violation of this Agreement may
be detrimental to transmitting party's business
and cause it significant harm and damage. In
accordance with applicable law and in addition
to any other rights and remedies provided
herein, transmitting party may be entitled to



6.9 Centrum Zadavateli

podat navrh na nafizeni opravného prostiedku
ve formé predbézného nebo jiného opatieni.
neposkytne, ani jej
nepfiméje k tomu, aby pouzil tajné nebo
divérmné informace nebo materialy nalezejici
jinym osobam nebo jinym zadavatelim
klinickych hodnoceni.

6.10 Veskeré dohody existujici pred uzavienim této

Smlouvy a tykajici se zachovavani ml¢enlivosti
ve vztahu ke Studii, se nahrazuji touto
Smlouvou a pouze ve vztahu ke Studii.

Cl. 7 — Publikovani, tiskové zpravy a vefejna

7.1.

oznameni

Zadavatel uznava zajem Smluvnich partnert
na nekomer¢nim védeckém publikovani
Vysledkt,, bez ohledu na to, zda vysledek
Studie je pozitivni ¢i negativni. S ohledem na
opravnéné zajmy Zadavatele se Smluvni
partneti zavazuji  dodrzovat nasledujici
povinnosti a podminky pro publikovani:

7.1.1 Smluvni partneti se  zavazuji
poskytovat Zadavateli veskeré navrhy
na publikovani nebo ustni prezentace
tykajici se Studie nebo Hodnoceného
léku nebo Vysledkit (dale jen
,Publikace®) nejméné Sedesat (60)
dnt pfed zamySlenym piedlozenim
nebo prezentaci Publikace, aby je
Zadavatel mohl zkontrolovat.

Pokud Zadavatel neucini  vlci
Smluvnim partneriim zadné oznameni
ve lhité 45 dni ode dne, kdy mu byla
doruCena  zamyslena  Publikace,
Smluvni  partnefti se  zavazuji
pfipomenout Zadavateli zamyslené
datum Publikace. Smluvni partneti
nejsou opravnéni publikovat
Publikace bez vyslovného souhlasu
Zadavatele.

Smluvni strany berou na védomi
a souhlasi, 7e v pripadé
multicentrickych studii se Vysledky
Studie publikuji pouze
prostfednictvim koordinace se
Zadavatelem za ucelem kombinovani
vysledkti ze vSech center ucastnicich
se Studie. Smluvni partnefi jsou

6.9

secure equitable relief by way of injunction or
otherwise.

Center shall neither disclose to Sponsor nor
induce Sponsor to use any secret or confidential
information or material belonging to others,
including other sponsors of other clinical trials.

6.10 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.

Article 7 — Publication, Press Releases and
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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 The Contracting Partners agree to
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.

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
publish  Publications without the
explicit consent of the Sponsor.

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



opravnéni publikovat Vysledky jejich
Centra za podminky, ze celkové
vysledky nebyly publikovany do 18
mésici od dokonceni Studie ve vSech
mistech  hodnoceni a uzavieni
databaze, a souCasné za podminky
postupovani v souladu s podminkami
stanovenimi v tomto ¢lanku.

Zadavatel a Smluvni partnetfi se
zavazuji prodiskutovat veskeré rozdily
vnazorech na zamysSleny obsah
Publikace za ucelem nalezeni feSeni
uspokojivého pro Zadavatele i pro
Smluvni partnery. Zadavatel je
opravnén navrhnout jakékoli zmény
Publikace, které odtivodnéné povazuje
za nezbytné pro védecké ucely.
Smluvni partnefi se zavazuji, ze
implementace takovych doporucenych
zmén nebude bezdiivodné odmitnuta.

Pokud 1Ize ocekavat, ze takova
Publikace by mohla mit nezadouci

uc¢inek na zachovani duvérnosti
kterékoli  z DGvérnych  informaci
Zadavatele, Smluvni partnefi se

zavazuji zabranit takové Publikaci,
ledaze predmétna Duvérna informace
Zadavatele nemuze byt vymazana

z Publikace bez Gjmy védecké
spravnosti Publikace.

Pokud by Publikace zpohledu
Zadavatele mohla mit nezadouci

ucinek na schopnost ziskat patentovou
ochranu pro kterykoli Vyndlez,
Zadavatel ma pravo pozadovat odklad
Publikace na pfiméfenou dobu za
ucelem pripravy a podani Zzadané
patentové piihlasky Zadavatelem nebo
jeho jménem, avsak tato doba nesmi
presahnout Sest (6) mésic od data,
kdy Dbyla Zadavateli Publikace
dorucena ke kontrole. Zadavatel ma
pravo  pozadovat dalsi  odklad
Publikace, pokud patentova piihlaska
byla podana a pokud ptihlaska
spravem prednosti je neuplna a
vramci 1 roku od podani ptihlasky
s pravem prednosti musi byt do zadosti
doplnén predmét patentové piihlasky.
V tomto pifipadé ma Zadavatel pravo
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the condition that overall results were
not published within 18 months of the
completion of the Study at all Study
sites and locking of the database,
subject to the compliance with the terms
set forth in this Article.

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.

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

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 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



7.2.

7.3.

7.4.

7.5.

7.6.

pozadovat odklad jakékoli Publikace
az do doplnéni piihlasky s pravem
prednosti. Zadavatel nebude zakazovat
Publikaci v pfipadé, kdy informace,
ktera je zpasobila byt predmétem
patentové ochrany, byla z planované
Publikace odstranéna.

Smluvni partnefi se zavazuji zahrnout
do kazd¢ Publikace ustanoveni
informujici, ze vytvofeni dat bylo
podpofeno Zadavatelem a soucasné se
Smluvni partnefi zavazuji informovat
o své mife angazovanosti ve Studii a
prospéchu, ktery jim ze Studie plynul.

Smluvni partnefi se zavazuji zavazat stejnymi
povinnostmi a pozadavky na publikovani,
které jsou stanoveny v ¢l. 7.1 také vSechny
Cleny studijniho tymu.

Povinnosti  stanové v ¢l 7.1 zistanou
vplatnosti 1 uGCinnosti po predCasném
ukonceni nebo fadném uplynuti této Smlouvy.

Zadavatel je opravnén zvetejnit vysledky
Studie zptisobem, 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, napf. na stranky
www.ClinicalTrials.gov (zvefejnéni registru)
a na stranky pro zvefejnéni vysledkt, na
firemni strdnky Zadavatele (zvefejnéni
registru a vysledkll) a v kterékoli databazi
vyzadované pravnimi predpisy v souladu
s ptislusnymi standardy ve vztahu k rozsahu,
formé a obsahu.

Smluvni partnefi se zavazuji nepublikovat
zadné tiskové zpravy nebo jind vefejna
oznameni o Studii, Vysledcich Studie a/nebo
Hodnoceném léku bez ptedchoziho pisemného
souhlasu Zadavatele, s vyjimkou opravnéné
zvetejnénych a vetejné dostupnych informaci.

Néazev Zadavatele nesmi byt pouzivan
v zadném reklamnim ¢i jiném materialu
Smluvnich  partneri  bez  piedchoziho
pisemného schvaleni Zadavatelem.

C1. 8 — Odpovédnost a odskodnéni

7.2.

7.3.

7.4.

7.5.

7.6.
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until the completion of the priority
application. The Sponsor shall not
prohibit the Publication if the patentable
information was removed from the
planned Publication.

The Contracting Partners agree to
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.

The Contracting Partners agree to impose the
same obligations and requirements for
publications as set forth in Article 7.1 on all
Study Team Members.

The obligations set forth in Article 7.1 shall
remain in effect even 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
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.

Article 8 — Liability and Indemnity



8.1.

8.2.

Smluvni partneti se =zavazuji Zadavateli
nahradit Gjmu (v¢etn¢ jmy nemajetkoveé), a to
v rozsahu, ve kterém tato vznikla z diivodu (i)
nedbalostniho nebo imysIného protipravniho
jednani ¢i opomenuti, vcetné  poruSeni
povinnosti  Smluvnich  partnerit  jednat
v souladu s pfislusnymi pravnimi predpisy a
nedodrzeni pravidel ICH Smérnice spravné
klinické praxe (ICH E6); (ii) poruseni
kterékoli z povinnosti ptijatych na zéklad¢ této
Smlouvy kterymkoli z nich, nebo kterymkoli
ze zaméstnancl Centra nebo smluvnich
partnerd, jichz pouziji pro ucely plnéni této
Smlouvy; (iii) poruSeni povinnosti Smluvnich
partnerd dodrZovat podminky a ustanoveni
Protokolu a jeho dodatkii, nebo pisemnych
pokynti Zadavatele tykajicich se podavani a
uzivani kterékoliv 1écivé latky zahrnuté
v ramci Studie, a to zejména Hodnoceného
lIéku, jakéhokoliv srovnavaciho lé¢iva nebo
placeba.

Zadavatel je Smluvnim partnerim (Centrum,
Hlavni zkouSejici dale oznaCovani jen jako
»Odskodiiovana strana“) povinen nahradit
gjmu (véetné Gjmy nemajetkove) v rozsahu,
vjakém je vO¢i nim u pfislusného soudu
subjektem hodnoceni nebo jinymi k tomu
podle platnych pravnich predpist
opravnénymi osobami uspé$n¢ uplatnén
zejména narok na nahradu Uujmy na zdravi
(vCetn¢ smrti) vzniklé z divodu uZzivani
Hodnoceného 1éku nebo jakéhokoli vykonu
nebo postupu vykonaného na subjektu
hodnoceni dle pozadavka Protokolu, a to za
podminky, ze tato Gjma:

8.2.1 nevznikla z duvodu, ze OdSkodnovana
strana  nejednala v souladu (a)
s podminkami této Smlouvy; a/nebo
(b) Protokolem; a/mebo (c) vSemi
pfislusSnymi pravnimi piedpisy a
pravidly  upravujicimi  provadéni
Studie; a/nebo (d) bezpeCnostnimi
opatfenimi a pisemnymi pokyny
Zadavatele nebo jeho Propojenych
osob; a/nebo

8.2.2 nevznikla z divodu nedbalého nebo
umyslného protipravniho jednani ci
opomenuti  Odskodniované strany;
a/nebo

8.1 The Contracting Partners agree to indemnify

8.2
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the Sponsor for any damage (including non-
pecuniary damage) incurred as a result of (i) a
negligent or willful illegal act or omission,
including failure of Contracting Partners to
comply with all applicable laws and a failure
to comply with the ICH Good Clinical Practice
Guideline (ICH E6); (ii) a breach of any
obligations assumed under this Agreement by
either of them or any employee of the Center or
contractors used for the purposes of fulfilment
of this Agreement; (iii) failure of Contracting
Partners to adhere to the terms and provisions
of the Protocol or agreed amendments thereto
or Sponsor's written instructions relative to the
administration and use of any drug substances
involved in the Study, including, but not
limited to, the Study Drug, any comparative
drug and any placebo.

The Sponsor must indemnify the Contracting
Partners (hereinafter the Center and the
Principal Investigator collectively referred to
as the “Indemnified Party”) for damage
(including non-pecuniary damage) to the extent
to which a trial subject or any other under law
entitled person successfully claims namely
damage to health (including death) that results
from the use of the Study Drug or any clinical
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



8.3.

8.2.3 neni plné nahrazena =z pojisténi
sjednaného v souladu s pravnimi
piedpisy ve prospéch Odskodnované

strany.

Dale plati, ze pokud vznikne takova wjma
pouze  zCasti zdivodi na  strané
Odskodiiované strany uvedenych v ¢l. 8.2.1,
nebo 8.2.2, Odskodnované strané vznika narok
na nahradu jmy vaci Zadavateli v rozsahu,
v jakém se na vzniku $kody nepodilely divody
uvedené v €l. 8.2.1 a/nebo 8.2.2.

8.4 Pravo Smluvnich partnerii na nahradu Gjmy dle

9.1.

¢l. 8.2 dale nevznikne a Zadavatel nebude mit
povinnost  nahradu  Ujmy  poskytnout,
s vyjimkou odst. 8.4.3, pouze vrozsahu, ve
kterém bude mit poruseni nckteré znize
uvedenych povinnosti ze strany Smluvnich
partnerti negativni vliv na moznost uspésn¢ se
branit proti uplatnénému naroku na ndhradu
ujmy:
8.4.1 Smluvni partnefi se zavazuji pisemné
informovat Zadavatele o kazdém
naroku a/nebo zalob¢ v maximalnim
mozném rozsahu, jeZ spadaji nebo by
mohly spadat pod tato ustanoveni
o nahrad¢€ ujmy, a to do patnacti (15)
dnti ode dne, kdy se o nich dovédeli, a
souCasn¢ umoznit Zadavateli, aby
schvaloval vsechny ukony a obranu
proti takovému naroku nebo Zzalobé
vcetné rozhodovani o jeho urovnani; a
8.4.2 Smluvni partnefi jsou povinni
spolupracovat se Zadavatelem a jeho
pravnimi zastupci a pojistiteli pfi
obrané proti takovému naroku nebo
zalobé, a zajistit takovou spolupraci
také svych zaméstnanci; a
8.43 Smluvni partnefi nesmi uznat ani
urovnat zadny takovy narok nebo
soudni fizeni bez predchoziho
pisemného souhlasu Zadavatele.

Cl. 9 — Pojidténi

Zadavatel odpovida za zajisténi pojisténi pro
ucely Studie v souladu s pfisluSnymi pravnimi
predpisy. Za timto tucelem Zadavatel
prohlasuje, Ze zajistil pojisténi odpovédnosti
Zadavatele a Zkousejiciho za Skodu (vCetné

8.2

8.2.3 1is not fully covered by insurance taken
out in compliance with applicable laws

for the benefit of the Indemnified Party.

In the 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

9.1
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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

8.4.2 The 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

8.43 The Contracting Partners may not
recognize or settle any such claim or
lawsuit without the prior written

consent of the Sponsor.
Article 9 — Insurance

The Sponsor shall be responsible for taking out
insurance for the purposes of the Study in
compliance with applicable legal regulations.
For these purposes, the Sponsor represents and
warrants that it took out insurance of liability of



nemajetkové Gjmy, vyjma nemajetkové ajmy
zpusobené¢ porusenim prdv na ochranu
osobnosti ¢i jména, urdzkou na cti, pomluvou,
Sikanou, obtézovanim, nerovnym zachazenim
¢i jinymi zplusoby diskriminace), jehoz
prostfednictvim je zajisténo 1 odSkodnéni
v piipadé¢ smrti subjektu hodnoceni nebo
v piipadé ujmy vzniklé na zdravi subjektu
hodnoceni v dasledku provadéni Studie
v souladu s § 58 odst. 2 zakona o 1é¢ivech. Pro
vylouceni pochybnosti Zadavatel a Smluvni
partnefi prohlasuji, Ze pojisténi podle tohoto
odstavce nenahrazuje pojiSténi vztahujici se
k aktivitam, které nesouvisi se Studii, napft.
bézné poskytovani zdravotnich sluzeb.

C1. 10 — Ochrana a zp¥istupnéni osobnich tdaji

10.1. Smluvni partneti jsou si védomi, ze Zadavatel

nebo tieti osoba Zadavatelem poveétena budou
vkladat Vysledky Studie a veSkeré zpravy
souvisejici se Studii, zdznamy o Skolenich
vmist¢ provadéni Studie a  vystupy
z veskerych auditi provadénych Zadavatelem
nebo jeho jménem podle pravidel spravné
klinick¢ praxe ¢i inspekci do internich
elektronickych databazi Zadavatele a/nebo
tretich osob  povéfenych Zadavatelem.
V ramci této spravy dat mohou byt v souladu
s pozadavky pravidel spravné klinické praxe a
ptislusnych pravnich predpisi na tseku
ochrany  osobnich  0daji  uchovavany,
zpracovavany a pouzivany Zadavatelem, jeho
Propojenymi osobami a povéfenymi tretimi
stranami osobni tidaje Hlavniho zkousejiciho,
jako jsou jméno, piijmeni a adresa, financ¢ni
zajmy podle Potvrzeni o finan¢nich zajmech, a
dale také osobni udaje jinych zaméstnanct
Centra, Clenl studijntho tymu a jejich
zaangazovani ve Studii a vystupy auditi
provedenych Zadavatelem podle pravidel
spravné klinické praxe ¢i inspekci (dale jen
,Data“) a pravnich pfedpisi vztahujicich se
k ochran¢ osobnich 1daji. Zadavatel bude
poskytovat tato Data externim vefejnym
databazim jako je napf. clinicaltrials.gov a
v nezbytném rozsahu na zaklad¢ ptislusnych
pravnich ptedpisii také organiim vetejné moci.
Data budou zpracovavana pro plnéni pravnich
povinnosti Zadavatele a pro management
klinickych ~ hodnoceni. Data  budou
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the Sponsor and the Investigator for damage
(including the non-pecuniary damage, with the
exception of non-pecuniary damage caused by
violation of personality or name protection
rights, by defamation, slander, bullying,
harassment, unequal treatment or by any other
way of discrimination), including
indemnification in case of death of a trial
subject or damage to health to a trial subject due
to the Study performance pursuant to Section
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 The Contracting Partners understand that the

Sponsor or a third party authorized by the
Sponsor shall enter Results of the Study, all
reports related to the Study, site-training
records and outcomes of all audits performed
by, or on behalf of, the Sponsor into internal
electronic databases of the Sponsor and/or third
parties authorized by the Sponsor in
compliance with good clinical practice rules or
inspections. As part of such data management,
the personal data of the Principal Investigator,
such as first and last name, address and
financial interests according to the Financial
Interests Declaration, as well as the personal
data of other employees of the 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 trials. Data shall be
processed for an indefinite period of time,



10.2.

10.3

10.4

11.1

11.2.

zpracovavana po dobu neurcitou, nejdéle vsak
do naplnéni ucelu.

Smluvni partneti se zavazuji zajistit, Ze do
provadéni Studie nebudou zaangazovany
zadné fyzické osoby, dokud tyto osoby neudéli
souhlas se zpracovanim svych osobnich tidaji
v rozsahu dle pfilohy €. 2 této Smlouvy a
dokud Smluvni partnefi nezaslou tento souhlas
Zadavateli.

Smluvni partnefi se zavazuji neprodlené a
pisemné informovat Zadavatele o jakémkoli
poruSeni ustanoveni bezpecnosti osobnich
udajii, v kazdém piipad€ vsak nejpozdéji do
peti (5) dni od data takového poruseni.

Smluvni partnefi a Zadavatel se zavazuji jednat
v souladu s pfislusSnymi pravnimi piedpisy na
useku ochrany osobnich udajii, zejména
natizenim Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto tidaju
a o zruSeni smeérnice 95/46/ES (obecné nafizeni
o ochrané¢ osobnich udaji) zidkonem
upravujicim zpracovani osobnich udaji a
pfislusnymi pokyny Statniho ustavu pro
kontrolu 1é¢iv, zejména pokynem KLH-22,
pokud se uplatni.

CL 11 — Trvani Smlouvy

. Tato Smlouva nabyvd uc€innosti svym
zvetejnénim v registru smluv, je uzavirana na
dobu urcitou a skon¢i dnem ukonceni Studie
(Studie je ukoncena, je-li uzaviena databaze a
veskerd zadveérecna dokumentace o Studii podle
Protokolu je predana Zadavateli a jim
akceptovana) v souladu s Protokolem nebo
predcasného ukonceni Smlouvy podle ¢lanku
12 této Smlouvy.

Prava a povinnosti Zadavatele a Smluvnich
partnerl stanovené v této Smlouvé, které
s ohledem na svou povahu maji pfetrvat i po
skonceni této Smlouvy (vCetné prav s ohledem
na vlastnictvi, Vynalezy, inspekce, audity,
zachovavani mlcenlivosti, publikace,
protikorup¢nich ustanoveni, odpovédnosti a
odskodnéni), zGstavaji v platnosti i1 po
skonceni nebo splnéni této Smlouvy.

10.2

10.3

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 to the extent specified in
Appendix 2 to this Agreement and until the
Contracting Partners send such consents to the
Sponsor.

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.

10.4 The Contracting Partners and the Sponsor agree

11.2
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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 Data Protection
Regulation), the law regulating personal data
processing and relevant guidelines of the State
Institute for Drugs Control, in particular
guideline KLH-22, if applicable.

Article 11 — Term of the Agreement

This Agreement shall come into force upon its
disclosure in the agreements register; it is
concluded for a specified period of time and
shall end upon the completion of the Study
(which means database is locked and all final
Study documentation required to be provided
under the Protocol is received and accepted by
Sponsor), in accordance with the Protocol or
upon earlier termination pursuant to Article
12 hereof.

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 respect to ownership, Inventions,
inspection, audit, confidentiality, publication,
anti-bribery, liability and indemnification)
shall remain in effect even after this
Agreement is terminated or completely
performed.



12.1.

12.2.

Cl. 12 — Ukoné&eni

Bez ohledu na jakékoli jiné pravo ukoncit tuto
Smlouvu, jez miZe byt stanoveno v této
Smlouvé anebo vyplyva z obecné zavaznych
pravnich predpisi, Zadavatel ma pravo
ukonc¢it tuto Smlouvu kdykoli 1 bez uvedeni
divodu na zakladé vypovédi s tficetidenni
(30) vypovédni lhitou. Thned po doruceni
vypovedi této Smlouvy na zakladé kteréhokoli
ustanoveni této Smlouvy, se Centrum a Hlavni
zkousSejici zavazuji (i) zastavit nabor a
zatazovani subjektl hodnoceni do Studie, (ii)
zastavit provadéni veskerych postupli, u jiz
zatazenych subjektll hodnoceni, a to v mife,
v jaké to dovoluje 1ékatrské hledisko, a (iii)
zdrzet se v maximalni mozné mife vytvareni
dalsich nakladi a vydaji. V pfipade, ze
Centrum nebo Zadavatel sdéli, ze vypoveédni
lIhita v délce triceti (30) dntl je nedostate¢ne
dlouh4d doba na vyhodnoceni rizik pro
zatazené¢ Subjekty hodnoceni, kterym je
podavan Hodnoceny 1ék, budou smluvni
strany spolupracovat na tom, aby byla
bezpecn¢ ukoncena lécba téchto subjekti
timto 1é¢ivem v pribchu vzajemné dohodnuté
doby, ale v zadném ptipad¢ nebude zavazek
Zadavatele dodavat Hodnoceny 1€k podle této
Smlouvy trvat déle nez pfimérenou dobu.

Smluvni partneti a Zadavatel, kazdy z nich,
maji pravo ukoncit tuto Smlouvu s okamzitym
uc¢inkem formou vypovédi dorucené druhé
smluvni strané v pfipad¢€, Zze provadéni Studie
v Centru musi byt ukonceno z lékarskych
anebo etickych ditvodd. Ukonceni Smlouvy
Smluvnimi partnery dle ptfedchozi véty je
Hlavni zkousejici povinen predem
prokonzultovat se Zadavatelem. Aniz je tim
dotéeno predchozi ustanoveni, v piipade
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 subjektli hodnoceni
anebo které mohou ptedstavovat potencialni
riziko pro vefejné zdravi anebo které mohou
mit za nasledek nepfijatelnost dat ze Studie
anebo které predstavuji vazné poruseni
ptislusnych pravnich ptedpist a pravidel, ma
Zadavatel pravo (podle své  volby)
s okamzitym ucinkem docasn¢ zastavit ndbor

12.1.

12.2.
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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 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 trial subjects in the Study, (ii) cease
all procedures to the extent medically
permissible on trial 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 trial subjects who receive the
Study Drug, the Contracting Parties shall
cooperate so that the treatment of the trial
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
anegative impact on the rights, safety or well-
being of trial subjects or that may pose
a potential risk to public health or that may
render Study data inadmissible or that
seriously violate applicable legal regulation
and rules, the Sponsor reserves the right (at its
own discretion) to temporarily stop the
recruitment of trial subjects with immediate



12.3.

12.4.

12.5.

12.6.

subjekti  hodnoceni, dokud  nebudou
pfedmétnd zjisténi zcela posouzena nebo
s okamzitym ucinkem ukoncit tuto Smlouvu.

V pfipadé, ze kterékoli z povoleni ¢i souhlasii
nezbytnych pro provadéni Studie je (i)
s kone¢nou platnosti zamitnuto anebo (ii)
zruSeno, skon¢i tato Smlouva automaticky
dnem doruceni oznameni (rozhodnuti)
o takovém kone¢ném zamitnuti ¢i zruSeni.

Pokud se Zadavatel odivodnéné domniva, ze
Smluvni partneti nebudou schopni zacit nabor
anebo splnit svoje povinnosti tykajici se
naboru v ramci sjednané lhiity, ma Zadavatel
pravo na zékladé ozndmeni doruceného
Smluvnim partnerim (a) s okamzitym
ucinkem snizit pocet subjektli hodnoceni, jez
maji byt zafazeni do Studie; anebo (b)
prodlouzit dobu naboru; anebo (c) ukoncit tuto
Smlouvu vypovédi. Dle pismene c) muze
Zadavatel vypovédét Smlouvu s okamzitym
ucinkem, avSak pouze pokud pfedem pisemné
upozornil Smluvni partnery na jejich prodleni
s naborem subjektl hodnoceni a pozadal je
o napravu v dodate¢né pfimétené lhité, kterou
jim za timto ucelem stanovi, a Smluvni
partnefi ani v takové dodatecné lhité napravu
neucini.

V piipadé, ze Zadavatel neschvali nového
Hlavniho zkousSejiciho podle ¢l. 2.27 anebo
tento novy hlavni zkouSejici se pisemné
nezavaze k povinnostem dle této Smlouvy,
Zadavatel je opravnén tuto Smlouvu ukoncit
vypovedi ke dni doruceni vypovédi Centru.
V ptipadé, Zze Hlavni zkousSejici a Zadavatel
maji zajem pokracovat ve spolupraci pii
provadéni Studie v jiném zdravotnickém
zafizeni, Centrum se zavazuje poskytnout
sou¢innost pii pievedeni relevantnich dat,
informaci a materialu, které nejsou
vlastnictvim Centra, ve prospéch nového
centra.

V pfipadé, Zze béhem auditu nebo inspekce
dozormych organti bude zjisténo poruseni
ustanoveni této Smlouvy nebo Protokolu ze
strany Centra nebo Hlavniho zkousejiciho
(nebo nedodrzeni ustanoveni této Smlouvy ze
strany kteréhokoli jiného Clena studijniho

12.3.

12.4.

12.5.

12.6.

XXX
Page 31 of 43

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
(1) finally rejected or (ii) withdrawn, this
Agreement shall be 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 trial 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 trial 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



12.7.

12.8.

13.1

13.2

13.3

tymu), ma Zadavatel pravo tuto Smlouvu
vypoveédét s okamzitou ti¢innosti.

Zadavatel je povinen uhradit vSechny dluzné
castky za fadn¢ poskytnuté sluzby Smluvnimi
partnery na zakladé této Smlouvy a naklady,
které jim odtivodnéné vznikly, ke dni doruceni
vypoveédi anebo v pfipadé skonceni této
Smlouvy dle ¢l. 12.1 kposlednimu dni
vypovédni lhiity anebo v pfipadé skonceni této
Smlouvy dle ¢l. 12.3 ke dni doruceni tam
uvedené¢ho konecného zamitnuti. Pokud
Centrum prokazateln¢ obdrzelo vyssi Castky
odmény a nakladl, na néz mu podle skute¢né
provedenych cinnosti vznikl narok v souladu
s touto Smlouvou, Centrum se piislusny rozdil
zavazuje zaplatit zpét Zadavateli bez
zbyte¢ného odkladu.

Pii skonceni Smlouvy se Smluvni partnefi
zavazuji vratit Zadavateli veskeré Duvérné
informace Zadavatele (s vyjimkou dokumentt
tykajicich se Studie, které jsou Smluvni
partnefi povinni uchovavat na zabezpeceném
misté podle platnych pravnich piedpist),
nespotiebovany material a predméty, jez jim
byly poskytnuty v souvislosti se Studii, a to
nejpozdéji do triceti (30) pracovnich dni od
data ukonceni skonc¢eni Smlouvy.

Cl. 13 — Riizna ustanoveni

Uzavieni této Smlouvy neni podminéno
zadnym existujicim ¢i budoucim obchodnim
vztahem mezi Smluvnimi partnery a
Zadavatelem ani na Zzadném obchodnim
rozhodnuti, které Smluvni partnefi ucinili
anebo ucini viici Zadavateli nebo vyrobkim
obchodovanym Zadavatelem.

Pro vylouceni pochybnosti strany prohlasuji,
ze ve vSech pripadech, kdy tato Smlouva
odkazuje na smluvni vyzkumnou organizaci,
jednéd smluvni vyzkumna organizace vylu¢né
jménem a jako zastupce Zadavatele a neni
smluvni stranou této Smlouvy.

Smluvni partneti se zavazuji plnit svoje
povinnosti na zékladé této Smlouvy
zpisobem, ktery bude v souladu s pfislusnymi
pravnimi predpisy zamefenymi proti korupci a
upléceni. Smluvni partneti zadvazné prohlasuji,

12.7.

12.8.

13.1

13.2

13.3
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Sponsor shall have the right to terminate this
Agreement with immediate effect.

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
pursuant to Article 12.1, as of the last day of
the termination period or, in the case that this
Agreement is terminated 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 Sponsor Confidential Information
(except documents relating to the Study which
the Contracting Partners will be obliged to
retain in a secure location pursuant to the
applicable  legal regulations), 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.

Article 13 — Miscellaneous

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.

To eliminate any doubts, the Contracting
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



13.4

13.5

13.6

13.7

ze vsouvislosti se Studii neposkytli ani
neposkytnou zadnou platbu ani prospéch,
piimo ¢i nepiimo, Ufedni osob¢, zakazniklim,
obchodnim partnerim, odbornikim ve
zdravotnictvi ani Zadné jiné osob¢ za tcelem
zajisténi nepatficného prospéchu nebo nekalé
obchodni vyhody, nebudou ovliviiovat
rozhodovani v soukromé ani vefejné sféte,
pfedepisovani, ani  nebudou  nikoho
podnécovat k porusovani profesnich
povinnosti ¢i pravidel. Smluvni partneti se
zavazuji neprodlené¢ v pisemné podobé
nahlasit Zadavateli kazdé podezieni ¢i zjisténé
poruSeni vyse uvedenych zasad v souvislosti
s obchodni c¢innosti Zadavatele a budou
v takovych ptipadech spolupracovat se
Zadavatelem pfi proSetieni takové zalezitosti.

Smluvni strany prohlasuji, ze nemaji v
soucasné dob¢ uzavienou zddnou smlouvu ¢i
zavazek, jejichz plnéni by negativné ovlivnilo
plnéni povinnosti vii¢i Zadavateli, na zékladé
této smlouvy a souCasné se zavazuji po celou
dobu pribéhu klinického hodnoceni Studie
zadnou takovou smlouvu neuzavfit ani zadny
takovy zavazek nepiijmout. Hlavni zkousSejici
ruéi za to, ze zadny z Clent studijniho tymu
nema v souCasné dobé uzavienou Zzadnou
takovou smlouvu, a zavazuje se zajistit, Ze
7adny z Clent studijniho tymu takovou
smlouvu neuzavie.

Tato Smlouva obsahuje uplné ujednani o
pfedmétu Smlouvy a vSech nalezitostech,
které smluvni strany mély a chtély ve Smlouve
ujednat, a které povazuji za dilezité. Soucasné
smluvni strany prohlasuji, Ze se navzijem
sdélily vSechny informace, které povazuji za
dalezité a podstatné pro uzavieni této
Smlouvy.

Smluvni strany si nepfeji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich stran
dovozovény z dosavadni ¢i budouci praxe
zavedené mezi nimi ¢ zvyklosti
zachovavanych obecné ¢i v odvétvi tykajicim
se predmétu plnéni této Smlouvy.

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

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.

13.4 The Contracting Partners represent and

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.

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.

13.6 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.

13.7 Each Contracting Party shall act as an

independent entity and shall not be construed
for any purposes as a partner, agent, employee



13.8

13.9

Zadavatel ma pravo postoupit tuto Smlouvu
zcela anebo zC€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 ptedchoziho
pisemného souhlasu ostatnich smluvnich
stran. Tato Smlouva zavazuje jeji jednotlivé
smluvni strany, jakoz i jejich pravni nastupce
a osoby, na n¢Z budou prava a zavazky
smluvnich stran v souladu s timto clankem
postoupené.

Neplatnost nebo nevymahatelnost konkrétniho
ustanoveni této Smlouvy nema vliv na platnost
ostatnich ustanoveni. Smluvni strany se
zavazuji nahradit neplatné a nevymahatelné
ustanoveni  platnym a  vymahatelnym
ustanovenim, podle potieby, jimz bude co
mozna nejblize dosazeno timyslu, jez strany
mely v dobé€ uzavieni této Smlouvy.

13.10Jednostranné vzdani se prava anebo mlcky

dany souhlas anebo netspésné dovolani se
poruseni kteréhokoli ustanoveni této Smlouvy
smluvni stranou nezakladd jednostranné
vzdani se prava v souvislosti s jakymkoli
naslednym poruSenim kteréhokoli ustanoveni
této Smlouvy.

13.11Pokud neni v této smlouvé dohodnuto jinak,

povazuje se za kontaktni osobu Centra Mgr.
Michaela Hanakova, e-mail: XXX, Tel. XXX.
Ukon uéinény vi¢i Centru se povaZuje za
fadné ucinény i vaci Hlavnimu zkousejicimu,
resp. ¢lentim Studijniho tymu.

13.12Smluvni strany se dohodly, ze tato Smlouva

muze byt s dale uvedenou vyjimkou ménéna
pouze pisemné prostiednictvim vzestupné
¢islovanych dodatkdi podepsanych vSemi
smluvnimi stranami. Smluvni strany nemusi
uzavirat dodatek k této Smlouve v ptipadé tzv.
nepodstatnych zmén Protokolu. Nepodstatnou
zménou Protokolu se pfitom rozumi takova
zména Protokolu, kterd neméni rozsah ¢i
zpisob provadéni ukonti (zejména vysSetfeni)
provadénych Smluvnimi partnery v ramci
Studie a nema tedy jakykoli vliv na vysi
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13.9 The

or representative to the other Contracting
Party.

13.8 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.

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.

13.10 A unilateral 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.

13.11 Unless otherwise agreed in this Agreement,

the Center’s contact person shall be Ms.
Michaela Hanakova, e-mail: XXX, tel.: XXX.
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.

13.12 The Contracting Parties have agreed that this

Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to execute
an amendment to this Agreement in case of
so-called minor changes in the Protocol.
A minor change in the Protocol means a
change in the Protocol that does not change
the scope or manner of procedures (in
particular examination) performed by the



odmény za provadéni Studie ¢i jiné ceny
uvedené v této Smlouve. Nepodstatné zmény
Protokolu jsou ucinné dnem jejich doruceni
Centru.

13.13Tato Smlouva je vytvoiena a fidi se Ceskym

pravem bez ohledu na wustanoveni jeho
koliznich norem. Smluvni strany se dohodly,
ze veskeré spory vzniklé ztéto Smlouvy
budou feSeny vécn€ a mistné piisluSnymi
soudy Ceské republiky.

13.14Tato Smlouva je sepsana v ceském a

anglickém jazyce a smluvni strany povazuji
ob¢ jazykové verze za rovnocenné, avSak pro
ptipad vykladovych nesrovnalosti mezi
jednotlivymi  verzemi se smluvni strany
dohodly, ze ptednost ma ¢eska verze Smlouvy.
Tato Smlouva a vSechny jeji pftilohy
predstavuji uplnou dohodu smluvnich stran o
predmétu této Smlouvy.
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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.

13.13 This Agreement is construed and governed by

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

13.14This 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.

[Nasledujici misto je zamérné ponechano prazdné.]  [The following space is intentionally left blank.]



Cl. 14 — P¥ilohy

Nasledujici pfilohy tvoii nedilnou soucast této
Smlouvy, nestanovi-li tato Smlouva jinak:

Ptiloha ¢. 1:  Finan¢ni podminky

Priloha ¢. 2: Pouzivani a zpfistupniovani osobnich
udaju

Priloha ¢. 3: Dodatecné  sluzby  koordinujiciho

Zkousejiciho

Ptiloha ¢. 4: Podminky poskytnuti vybaveni

Merck Sharp & Dohme s.r.o.

BY/PODIS

NAME/JMENO: XXX
TITLE/TITUL: XXX
DATE/DATUM :24. 11. 2025

Masarykuv onkologicky ustav

BY/PODIS

NAME/JMENO: prof. MUDr. Marek Svoboda, Ph.D.
TITLE/TITUL: feditel / director

DATE/DATUM :26. 11. 2025

Hlavni zkousejici / Principal Investigator

BY/PODIS

NAME/JMENO: XXX
TITLE/TITUL:

DATE/DATUM : 25. 11. 2025

XXX

Article 14 — Appendices

The following Appendices constitute an integral
part of this Agreement, unless set forth otherwise
herein:

Appendix 1: Financial Terms

Appendix 2: Use and Disclosure of Personal
Data

Appendix 3: Additional Services of the

Coordinating Investigator

Appendix 4: Conditions for Equipment

Provision

Czech Republic AIFP CTRA Institution and Principal Investigator Tracked 2020-03-03

XXX
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Priloha ¢. 1:  Finan¢ni podminky / Appendix 1: Financial Terms
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Piiloha ¢. 2:

Proprietary

USE AND DISCLOSURE OF PERSONAL
DATA
(FOR INDIVIDUALS WORKING ON
CLINICAL TRIALS)

Sponsor: Merck Sharp & Dohme IT.C. 126 East
Lincoln Avenue, Rahway. NJ 07065 USA

Sponsor Representative: Merck Sharp & Dohme
s.1.0., Na Valentince 3336/4. 150 00 Praha 5, Czech
Republic

Study: Multiple Protocol use

(PLEASE COMPLETE LEGIBLY USING
CAPITAL LETTERS)

Pouzivani a zptistupfiovani osobnich udajt / Appendix 2: Use and Disclosure of Personal Data

€9 MsD

POUZIVANI A ZPRISTUPNOVANI
OSOBNICH UDAJU
(URCENO PRO FYZICKE OSOBY ZAPOJENE
DO KLINICKEHO HODNOCENT)

Zadavatel: Merck Sharp & Dohme LI.C. 126 East
Lincoln Avenue, Rahway, NJ 07065 USA
Zastupce Zadavatele: Merck Sharp & Dohme
5.1.0., Na Valentince 3336/4, 150 00 Praha 5, Ceska

republika
Studie: pro pouziti u vice Protokoli

(VYPLNTE PROSIM CITELNE VELKYMI
PISMENY)

Surname/ Piijmeni

First Name/ Jméno

Email/ E-mail

Phone number/ Telefonni ¢islo

Address/ Adresa

The above-listed Sponsor and its corporate affiliates
("Sponsor") informs you regarding the use and
disclosure of your personal data as is described
herein Sponsor above will be a data controller for
the purposes of processing your personal
information. and can be contacted using the details
listed below.

Uses of your personal data would include certain
internal  processing purposes at  Sponsor.
Disclosures of such data would include its transfer
to certain regulatory agencies and to the public
through registry postings on the Internet with

appropriate purpose.
These uses and disclosures relate to the conduct of
clinical studies in which you participate.

Specifically. Sponsor intends to use and disclose
your personal data as is described below.

Version 4.0 Date of the version: 16-Feb-2024

Vyse uvedeny Zadavatel, véetné jeho pfidruzenych
spolecnosti (dale jen ,Zadavatel”). vas timto
informuje o zpusobu pouZivani a zpfistupovani
vasich osobnich udaji. Zadavatel bude spravcem
osobnich udaji pro ulely zpracovani vadich
osobnich udaji a miZete se na né obratit
prostfednictvim nize uvedenych kontaktnich
udaji.

Vase osobni udaje budou pouzivany pro uwrcité
voitini  ucely zpracovani wu  Zadavatele.
Zptistupnéni téchto udaji bude zahmovat jejich
pfedani regulatornim wufadim a vefejnosti
prostiednictvim databazi klinickych hodnoceni
piistupnych na internetu. a to za danym tcelem.

Takové pouzivani a zpfistupfiovani udaji se
vztahuje k provedeni klinickych hodnoceni,
kterych se ucastnite. Zadavatel ma konkrétné v

Effective date: 16-Feb-2024  Pagelofd
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Proprietary

1. Personal data (such as youwr full name and
physical address, and may include other information
such as that contained in your cumriculum vitae
required to fulfil the study):

a. Will be stored in electronic databases at Sponsor;

b. Will be used and disclosed to Sponsor's
representatives for the purposes of monitoring a
clinical study and its conduct, and to determine
potential investigators for future studies;

c. Will be shared with third parties based on the need
for the trial conduct (such as external central lab,
imaging facility, Interactive Voice Response
System — IVRS. other companies collaborating on
and/or co-funding the trial);

d. Will be disclosed to the US Food and Drug
Admmistration (USFDA). to the European
Medicines Agency (EMA), and to other appropriate
local regulatory agencies, as appropriate. to fulfil
regulatory reporting obligations with such agencies:

e. May be disclosed for posting in the EudraCT
database or in the EMA’s Clinical Tnals
Information System portal; and.

f Will be transferred to the United States for sites
located outside of the United States. or to other
countries, as appropriate. for purposes of the above
uses and disclosures.

2. Certain personal data (such as your study site
phone contact information and site location):

a. Will be posted on public registries (such as
clinicaltrials. gov) i which Sponsor participates;

b. Will be used to contact you. if you are designated
by your site to be the study site contact for

prospective study subjects or for referring

Version 4.0 Date of the version: 16-Feb-2024

€9 MsD

umyslu pouzivat a zpfistupfiovat vase osobni udaje
nize uvedenym zpusobem.

1. Osobni udaje (jako je vase celé yméno a postovni
adresa, popf. jiné informace, jako jsou ty obsazené
ve vasem ZzZivotopise, které jsou nezbytné pro
realizaci studie):

a. budou wuchovaviny u
elektronickych databazich:

b. budou pouzity a zpfistupnény zastupcim
Zadavatele za ucelem monitorovani klinického
hodnoceni a jeho pribéhu a pro identifikovani
moznych zkousejicich pro budouci studie;

c. budou sdileny se tretimi osobami v rozsahu, v
jakém je budou tyto osoby nezbytné potrebovat pro
realizaci studie (jedna se o externi centralni
laboratof. zobrazovaci zafizeni. interaktivni
systém hlasové odezvy — ISHO, dalsi spolecnosti
spolupracujici a/nebo spolufinancujici klinické
hodnoceni ;

d. budou zpiistupnény Ufadu pro potraviny a
léctva USA (USFDA). Evropské agentufe pro
léévé pripravky (EMA) a dalSim mistnim
regulatornim wfadim. bude-li to nezbytné pro
splnéni oznamovacich povinnosti vi&i témto
e. mohou byt zpfistupnény za ucelem zvefejnéni
v databazi klinickych hodnoceni agentury EMA
nebo na portalu informaéniho systémm klinickych
studiit EMA;

f. budou pfedany do Spojenych stath americkych.
v pfipadé mist hodnoceni umisténych mimo uzemi
Spojenych stati americkych. nebo do jinych zemi.
bude-li to vhodné pro vySe uvedené ucely
pouzivani a zpfistupfiovani.

Zadavatele v

2. Nékteré osobni udaje (jako je vas kontaktni
telefon a umisténi mista hodnoceni):

a. budou uvefejnény ve verejnych registrech (jako
je clinicaltrials gov)., na kterych se Zadavatel
podili:

b. budou pouzity, abychom vas mohli kontaktovat.
jestlize budete vasim mistem hodnoceni oznacen/a
jako kontakini osoba pro potencidlni subjekty
hodnoceni nebo pro indikujici lékafe, ktefi se

Effective date: 16-Feb-2024  Page2of4
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Proprietary

physicians who may contact the site regarding a
study; and

c. Will be transferred to the United States for sites
located outside of the United States. or to other
countries, as appropriate, for purposes of the above
uses and disclosures.

If you have any questions concerning the handling
of your personal data, please contact our data
privacy office. via email:
msd_privacy_office@msd.com.

Sponsor will ensure the appropriate protection and
legitimate transfer of data among its group
companies in compliance with local data protection
laws. Where Sponsor cannot rely upon its Binding
Corporate Rules to conduct a transfer, it will rely
upon EU Commission standard contractual clauses
or any approved compliance mechanisms available
at this time. Sponsor will provide, upon request to
the MSD Global Privacy Office
msd privacy office; d.com). additional
information on the applicable lawful transfer
mechanism used to transfer any of your personal
data.

We will store your personal data for so long as is
reasonably necessary for the purposes set out above,
and in accordance with applicable law. You may at
any time request access to, or portability of your
information collected from you. request that it be
corrected or deleted. or object to or restrict our
processing of your information in compliance with
applicable law. Please note, however, that we will
not delete information relating to ongoing clinical
trials or information which we need to retain to meet
our legal obligations.

Version 4.0 Date of the version: 16-Feb-2024
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mohou obratit na misto hodnoceni ohledné studie;
a

c. budou predany do Spojenych stati americkych v
piipadé mist hodnoceni umisténych mimo uzemi
Spojenych stati americkych, nebo do jinych zemi,
bude-i to vhodné pro vyse uvedené ucely
pouzivani a zpfistupfovani.

Budete-li mit jakékoliv dotazy ohledné nakladani
s vaSinu osobninu udaji, obrat'te se prosim na nase

oddéleni ochrany osobnich udaji, a to
prostiednictvim e-mailu:

msd_privacy_office@msd.com.

Zadavatel zajisti nalezitou ochranu a zakonnost
predavani udaji svymi  koncernovymi
spolecnostmi v souladu s pfisluénymi pravnimi
piedpisy na ochranu osobnich udaji. Pokud
Zadavatel nebude moci vyuzit pro predani udaji
zavaznych podnikovych pravidel. bude postupovat
podle standardnich smluvnich dolozek Evropskeé
komise nebo prostfednictvim jakychkoliv jinych
nastrojis pro zakonné pfedavani tidaji, které budou
v takové dobé schvaleny. Na zakladé zadosti
adresované globalnimu oddéleni MSD pro ochranu
osobnich tdaji (msd_privacy_office@msd.com)
poskytne Zadavatel doploujici informace o
piisluiném zakonném zpusobu pfedani vasich
osobnich udaji. ktery byl v konkrétnim piipadé

pouizit.

Vase osobni udaje budeme uchovavat po dobu
nezbytné nutnou pro naplnéni vyse uvedenych
uéelt a v souladu s pfisluSnymi pravnimi predpisy.
Kdykoliv muZete pozadat o pfistup k vadim
udajim, o prenos udaji, které jste nam poskytla,
jejich opravu nebo vymaz nebo mmiZete vznést
namitku proti zpracovani nebo nmmiZete pozadat o
omezeni zpracovani Vv souladu s pravnimi
predpisy. Vezméte nicméné prosim na védomi, ze
nebudeme likvidovat udaje tykajici  se
probihajicich klimckych hodnoceni nebo udaje.
které musime uchovavat za ucelem plnéni pravnich
povinnosti.
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Page 40 of 43



Proprietary

You may also lodge a complaint with your
competent supervisory authority if you consider that
our processing of your information infringes
applicable law.

By signing this form. you acknowledge Sponsor's
uses and disclosures of your personal data as is
described herein You may decide to inform
Sponsor of your desire not to have your personal
data used and disclosed as described herein;
however, such notification will apply only to new
uses and disclosures relating to your personal data.
Such data collected up to the date of any such
notification will continue to be used and disclosed
as 1s described herein Please note that we may still
have to process some of your personal information
after such a notification in accordance with our legal
obligations, or to protect our legal rights and
mterests (such as in the event of a legal dispute)
where we have a legitimate interest to do so, or as
necessary to perform a contract with you.

If there are any divergences between the English
and local language version. the local language
version shall prevail.

€9 MsD

Mate rovnéz pravo podat stiznost k pfisluinému
dozorovému ufadu. pokud se dommivate, Ze
zpracovani vasich osobnich wdaji z nadi strany
porusuje platné pravni predpisy.

Podpisem tohoto formmlafe berete na védomi. ze
Zadavatel pouziva a zpfistupfiuje vase osobni
udaje zpusobem zde popsanym. Mizete se
rozhodnout a informovat Zadavatele o tom. Ze si
nepfejete, aby vase osobni udaje byly timto
zpusobem pouZivany a zpfistupfiovany; takové
oznameni se nicméné bude vztahovat pouze na
nova pouziti a zpfistupnéni vadich osobnich udaji.
Udaje shromazdéné do doby takového oznimeni
budou nadile pouzivany a zpfistupfiovany tak. jak
je popsano v tomto dokumentu. Vezméte prosim
na védomi. ze nékteré vase osobni udaje budeme
muset nadale zpracovavat 1 po takovém oznameni,
abychom splmili nase pravni povinnosti, nebo
ochranili nase legitimni prava a zaymy (tak tomu
muze byt napfiklad v pfipadé pravniho sporu). v
piipadé, kdy mame pro takové zpracovani
opravnény zajem. nebo kde je zpracovani nezbytné
ke splnéni s vami uzaviené smlouvy.

V piipadé rozpori mezi anglickou a mistni
jazykovou verzi ma pfednost mistni jazykova
verze.

MSD
Approved Tenplase
16 Feb 2024

READ AND ACKNOWLEDGED/ PRECETL/A A BERE NA VEDOMI

BY/PODPIS

NAME/ IMENO

DATE/ DATUM

Version 4.0 Date of the version: 16-Feb-2024
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Priloha ¢. 3:  Dodate¢né sluzby koordinujiciho Zkousejiciho / Appendix 3: Additional Services of the
Coordinating Investigator

Not Applicable
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Priloha ¢. 4: Podminky poskytnuti vybaveni / Appendix 4: Conditions for Equipment Provision

Not Applicable

XXX
Page 43 of 43



Exhibit B/Priloha B
Study Site Budget / Rozpocet klinického hodnoceni pro centrum

XXX

PI Name/Jméno
hlavniho
zkousejiciho: XXX

Site/ Centrum:  Masarykulv onkologicky ustav

The target number of study subjects for your site is X. For the purpose of trial planning and management, this Budget encompasses an enrollment range between X and X. However, as
you approach your target range, if you wish to continue to enroll, you must be proactive and contact the CRA for approval to continue enrolling up to X. The budget will be adjusted if the
study design is modified and has a financial impact. Sponsor reserves the right to decrease or increase the number of study subjects at any time during the enroliment period without
renegotiating based on the costs listed in this budget. Such notification shall be in writing from a person authorized by the Sponsor.

Cilovy pocet subjekti hodnoceni pro vase centrum je X. Pro ucely planovani a fizeni studie, tento rozpocet zahrnuje rozsah naklad(i za X - X subjekt(i hodnoceni. Nicméné, kdyz se
budete blizit svému planu X a pokud budete chtit zafazovat dalsi subjekty hodnoceni, musite byt aktivni a obratit se na svého monitora studie nebo jiného ¢lena tymu Zadavatele pro
obdrzeni schvaleni k pokracovani v naboru do X subjektti hodnoceni. V pripadé, Ze bude tfeba upravit design studie a tato tUprava by méla financni disledek, bude rozpocet

podle tohoto rozpoctu. Pisemné oznameni o takovéto situaci posle centru opravnény zastupce Zadavatele.

The Per Study Subject Visit Cost includes study-related costs for each study subject as required in the Protocol, including procedure costs, administrative fees during performance of
the study (copying, shipping preparation, labels, etc.), lab draws, and indirect costs and overhead. All of the study related costs are included in the costs outlined above. The Per
Study Subject Visit Costs section of the budget represents procedures required to be performed on every study subject. The Site Costs are outlined below and include: Additional
procedures which are required by the Protocol for specific events and approved by the Sponsor, procedures that are required by the Protocol for a sub-set of study subjects, and
costs which may be incurred by the Site in support of initiating and supporting the study at the Site until completion of all study subjects and documentation.

Néklady za navstévu subjektu hodnoceni zahrnuji naklady spojené se studii pro kazdy subjekt hodnoceni, jak je popsano v Protokolu, zahrnuji naklady na procedury, naklady na
administrativu béhem Studie (kopirovani, pfipravu na odesilani, oznacovani, atp.), laboratorni odbéry, nepfimé a fixni naklady. VSechny néklady na Studii jsou rozepséany v tabulce
vySe. Naklady za navstévy subjektii hodnoceni popisuji véechny procedury, které jsou poZadovéany Protokolem pro vSechny subjekty hodnoceni. Dal§i naklady centra jsou
rozepsané nize a zahrnuji: dodatec¢né procedury, které jsou poZzadovany Protokolem ve zvlastnich pripadech, jsou schvalené Zadavatelem, procedury, které vyZzaduje Protokol pro
podmnoZinu subjekti hodnoceni a néklady, které vznikly centru od zacatku Studie, béhem Studie az po jeho dokonceni véetné veskerého zdokumentovani.

Supplies sourced from Sponsor that are licensed or have a value greater than USD $100 per Sponsor calculations at study close-out will be either returned to Sponsor or purchased
at current market value, or disposition as instructed by Sponsor.

Materiél, ktery je poskytnut od Zadavatele a ma licenci ¢i prevy$uje hodnotu USD $100 dle kalkulace Zadavatele, bude pfi ukonéeni Studie vracen Zadavateli ¢i prodan za trzni cenu
&i znicen, vSe dle instrukci Zadavatele.

For randomized study subjects who do not complete the Study, the Site will be paid according to the per visit schedule noted above for those completed visits documented by
electronic data capture or other approved data input.

Za zafazené subjekty hodnoceni, které nedokoncni Studii, bude centru uhrazena ¢astka dle dokoncenych navstév dle tabulky vySe a po jejich zaznamenani do elektronické databaze
¢&i jiném dohodnutém zdznamu dat.

PROVIDER COSTS */ NAKLADY POSKYTOVATELE TOTAL NOT TO EXCEED:/CELKOVE MAXIMUM:

Per Occurrence / per

polozka MAXIMUM

Quantity / Pocet
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Within the framework of this clinical trial, the Sponsor undertakes to pay the Provider od Healthcare a lump sum of X to cover the costs of the study subjects of the clinical trial related to
travel to and from the Healthcare Facility and meals (hereinafter referred to as "travel costs"). The lump sum for the reimbursement of travel costs (hereinafter referred to as the "Lump
Sum") shall be paid by the Sponsor on the basis of an invoice issued by the Provider od Healthcare after the conclusion of this Agreement. The lump sum shall not be included in the
value added tax base in accordance with Article 36(13) of Act No. 235/2004 Coll., on value added tax, as amended. After three quarters of the lump sum has been used up, the Provider
od Healthcare shall be entitled to issue a further invoice in a reasonable amount corresponding to the current number of active trial subjects.

V ramci tohoto klinického hodnoceni se Zadavatel zavazuje vyplatit Poskytovateli zdravotnich sluzeb pausalni ¢astku ve vysi X na Uhradu nakladu subjektt klinického hodnoceni
spojenych s cestou do Zdravotnického zafizeni a zpét a stravou (dale jen ,cestovni naklady“). Pausaini ¢astka na uhradu cestovnich nakladl (dale jen ,pausal’) bude Zadavatelem
vyplacena na zakladé faktury vystavené Poskytovatelem zdravotnich sluzeb po uzavieni této smlouvy. Pausal se v souladu s § 36 odst. 13 zakona ¢. 235/2004 Sb., o dani z pfidané
hodnoty, ve znéni pozdéjsich predpist, nezahrnuje do zékladu dané z pfidané hodnoty. Po vy€erpani tfi &tvrtin pausalu je Poskytovatel zdravotnich sluZeb opravnén vystavit dalsi
fakturu, a to v pfimérené vysi, ktera bude odpovidat aktualnimu poctu aktivnich subjektt hodnoceni. Poskytovatel zdravotnich sluzeb se dale zavazuje vyuctovat Zadavateli vyplacené
Nahrady subjektu hodnoceni bezprostfedné poté, co posledni subjekt hodnoceni v misté hodnoceni ukonéi ucast ve studii. Pfipadna nevycerpana ¢ast platby pfedem bude
Poskytovatelem zdravotnich sluzeb bez zbyte¢nych odkladll vracena na ucet Zadavatele.

If participant agrees (by signing Consent Form for optional vendor services), patient reimbursement will be handled by a third party vendor (Greenphire) and payments listed above will
be sent directly to participant bank account. In this scenario, participant’ s reimbursement costs will not be invoices by healthcare provider to sponsor.

V pfipadé, Ze Gcastnik hodnoceni podepise Formulaf souhlasu s poskytovanim volitelnych sluZzeb, bude nahrady Ucastnika hodnoceni zpracovavat tieti strana (Greenphire) a vyse

uvedené platby budou zasilany pfimo na bankovni Gcet u€astnika hodnoceni. V tomto scénafi nebudou naklady na Uhradu Géastnikim hodnoceni fakturovany poskytovatelem zdravotni
péce zadavateli.
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Notwithstanding the provisions set in the Exhibit B in cases that Sponsor deems reasonable Sponsor may decide to pay an additional fee or costs in particular unexpected costs as well
as set any additional settlement deadline. The Parties agree that the above does not require an amendment to the Agreement however it requires written Sponsor’s pre-approval under
the pain of invalidity. These payments require relevant documentation such as e.g. invoice, the fee is due to regular payment installement according to the Agreement.

Bez ohledu na uvedené ustanoveni v Priloze B, Zadavatel mize rozhodnout uhradit konkrétni dodate¢né naklady jakoZz i nastavit dal$i termin vyporadani. Strany se dohodly, ze vyse
uvedené nevyZzaduje zménu dohody, nicméné vyZaduje pisemné schvaleni Zadavatele, jinak je poZadavek neplatny. Platby budou provedené na zakladé prislusné dokumentace, jako

Je napr. faktura, splatné v intervalech stanovenych touto smlouvou.
Total Estimated Budget for Site / Celkovy planovany rozpocet pro centrum:

PAYMENT SCHEDULE: Per patient visit costs shall be due and payable as follows: /ROZVRH PLATEB: Néklady za ndvstévy subjektu hodnoceni budou splatné dle
ndsledujiciho:

Payments will be made in half-yearly installments. Data closure necessary for settlement of payment will be always made on 20.3. and 20.9.. Data on completed visits and procedures is
obtained in-house according to information provided by the Electronic Data Capture System (EDC). Data from EDC is always automatically downloaded on the 15th and 26th of the
month, this date cannot be influenced by the Sponsor.

Platby budou uskute&nény v pul roénich intervalech. Uzavérka dat nutna k uskuteénéni plateb bude provedena vzdy k 20.3. a 20.9.. Udaje za uskute&néné navétévy a procedury si
Zadavatel zjisti podle informaci v EDC. Data z EDC jsou vzdy automaticky stahovana k 15. a 26 dni v mésici, tento termin nelze na strané zadavatele ovlivnit.

All payments are without value added tax (VAT), the VAT shall be added according to the Czech law.
Céstky v tomto rozpoétu nezahrnuji dari z pridané hodnoty. Dari bude pfipoétena v zékonem stanovené vysi.

Remittance for the applicable amount is generally issued by Sponsor within 60 days.
Uhrada na pfislusnou &astku je zajisténa Zadavatelem do 60 dnii po obdrzeni faktury.

If the Supplier uses in compliance with the internal procedures of the Sponsor for performance of the Work third parties — members of the study team, the Sponsor will be authorized to
pay a respective part of the fee for the Work directly to these third parties. The fee of the Supplier for performance of the Work shall be decreased by such payments. The Sponsor shall
pay the fees to third persons by bank transfer, on the basis of the Payment request (Zadost o platbu) issued by the Supplier and delivered by it to the Sponsor. Individual Payment
requests must be factually correct and must contain the following data, in particular: (i) the name of the entitled (third) person, (ii) a reference to this Contract for Work, (iii) the number of
the Payment request, (iv) the number of a bank account of the entitled person to which the payment should be transmitted, (v) the entitled person’s contribution (in %) to the performance
of the Work, (vi) an amount of the fee to be paid and (vii) the date of the issuance of the Payment request and signature of the Supplier. The payment details including domicile address
of third party - member of the study team are mentioned on the internal form named ,Contractors” questionnaire“. By completing and signing this form, the third party agrees to receive
fee to his/her bank account. At the same time third party notes that the fee shall be a gross fee, the Sponsor shall not make any statutory deductions (including tax deductions).

Pokud Dodavatel k provedeni Dila pouZije v souladu s vnitfnimi postupy Zadavatele treti osoby — &leny fesitelského tymu, je Zadavatel opravnén zaplatit prislusnou ¢ast odmény za
Dilo pfimo témto tretim osobam. O takto provedené platby bude sniZzena odména Dodavatele za Dilo. Platby tfetim osobam bude Zadavatel hradit bezhotovostnim pfevodem, a to na
zéakladé Zadosti o platbu (Payment request), kterou Dodavatel vystavi a doruéi Zadavateli. Jednotlivé Zadosti o platbu musi byt vécné spravné a musi obsahovat zejména tyto tdaje: (i)
jméno oprévnéné (tfeti) osoby, (i) odkaz na tuto Smlouvu o dilo, (iii) &islo Zadosti o platbu, (iv) &islo bankovniho Gétu opravnéné osoby, na ktery se ma platit, (v) podil opravnéné
osoby (v %) na provedeni Dila, , (vi) Sastku odmény k zaplaceni a (vii) den vystaveni Zadosti o platbu a podpis Dodavatele. Platebni tidaje véetné adresy bydlisté tieti osoby — &lena
fesitelského tymu jsou uvedeny na internim formulari ,Dotaznik dodavatele”. Vyplnénim a podepsanim tohoto dokumentu treti osoba souhlasi s vyplacenim odmény na jeji bankovni
ucet, a zaroveri bere na védomi, Ze odména bude vyplacena bez provedeni jakychkoliv zakonnych srazek (v¢etné dariovych).

Invoice Submissions / Odeslani faktur:
Please direct all invoices to the contact provided by Sponsor./ Prosim, odesilejte vSechny faktury k rukdm kontaktu uréenému Zadavatelem.

Sponsor’s invoicing details/Fakturacni tidaje Zadavatele: Merck Sharp & Dohme, s.r.o.
Na Valentince 3336/4
150 00 Praha 5
Czech Republic
Company ID/ IC: 28462564
Tax ID/DIC: CZ28462564
Payee's invoicing details/Fakturacni Gdaje Poskytovatele: Masarykiv onkologicky ustav
Payee Address /Adresa Poskytovatele: Zluty kopec 7
656 53 Brno
Czech Republic
Company ID/ IC: 209805
Tax ID/IDIC: CZ00209805
Bank account number/ Cislo bankovniho uétu: 87535621/0710
IBAN: CZ58 0710 0000 0000 8753 5621
SWIFT: CNBACZPP
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