SMLOUVA ,
O KLINICKEM HODNOCEN(

CLINICAL TRIAL AGREEMENT

Mezi

Among

Sarepta Therapeutics, Inc.,
se sidlem 215  First
Massachusetts 02142, USA

Street, Cambridge,

(dale jen ,,Zadavatel)

Sarepta Therapeutics, Inc.,

with its corporate address at 215 First Street,
Cambridge, Massachusetts 02142, USA

(hereinafter referred to as the “Sponsor”)

zastoupena xxx

1CO: 00064203
DIC: CZ00064203

(dale jen ,,Poskytovatel zdravotnich sluzeb nebo
Poskytovatel)

A AND

Fakultni nemocnice v Motole, statni prispévkova | Fakultni nemocnice v Motole, state-funded
organizace organization

se sidlem V Uvalu 84, 150 06 Praha 5, Ceska | with its registered address at V Uvalu 84, 150 06
republika Prague 5, Czech Republic

represented xxx

Company ID no.: 00064203
Tax ID no: CZ00064203

(hereinafter referred to as the “Provider”)

A AND

XXX XXX

(dale jen ,,Hlavni zkouSejici”) (hereinafter referred to as the “Principal
Investigator™)

(Poskytovatel a Hlavni zkousSejici dale spolecné
oznacovani jako ,,Smluvni partnefi”)

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

uzaviena nize podle ustanoveni § 1746 odst. 2
zakona ¢. 89/2012 Sb., ob¢ansky zakonik, ve znéni
pozdéjsich  predpisi  (dale jen ,,obfansky
zakonik®), (dale jen ,,Smlouva“):

entered into 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”).

Preambule

Preamble

VZHLEDEM K TOMU, ZE Zadavatel souhlasil,
aby Smluvni partnefi provedli klinické hodnoceni
s hodnocenym 1é¢ivym pripravkem [ casimersen
nebo golodirsen (ddle spole¢né nazyvan jen
,Hodnoceny 1ék“) sndzvem Dlouhodoba,
otevirena extenze Kklinického hodnoceni pro
pacienty s Duchennovou svalovou dystrofii
zarazenych do klinickych hodnoceni hodnoticich
Casimersen nebo Golodirsen (dale jen ,,Studie®),
které je blize popsano v protokolu ¢&. 4045-302,

WHEREAS, the Sponsor agreed with the
Contracting Partners to conduct a clinical trial
involving the study drugs casimersen and golodirsen
(hereinafter collectively called the “Study Drug”)
under Sponsor’s study named “Long-term, Open-
label Extension Study for Patients with Duchenne
Muscular Dystrophy Enrolled in Clinical Trials
Evaluating Casimersen or Golodirsen” (hereinafter
referred to as the “Study”) as described in more
detail in protocol no. 4045-302, which will be
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ktery bude Smluvnim partnerim predan
Zadavatelem a ktery miZe byt Cas od casu
Zadavatelem jednostranné dopliiovan (dale jen jako
,,Protokol).

provided to the Contracting Partners by the Sponsor
and which may be from time to time unilaterally
updated by the Sponsor (hereinafter referred to as
the “Protocol”).

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

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.

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

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

Cl. 1 — P¥edmét Smlouvy

Article 1 — Subject of the Agreement

1.1  Pfedmétem této Smlouvy je provedeni Studie
u Poskytovatele a rozdéleni povinnosti
souvisejicich se Studii mezi Zadavatele a
Smluvni partnery. Pfedmétem této Smlouvy

jsou zavazky Smluvnich partnert k provedeni
Studie za podminek sjednanych v této
Smlouvé a zavazek Zadavatele k thradé
odmeény za fadné provedeni Studie. Jakékoli
odchylky od  Protokolu a  dodatky

k Protokolu, vcetné¢ avSak nejen jakéhokoli

vySetfovani nebo hodnoceni dopliujicich
klinickych  ¢i  laboratornich  parametrq,
vyzaduji  pfedchozi  pisemny  souhlas
Zadavatele.

1.1 The subject of the Agreement is the
performance of the Study at the Provider 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.

CL. 2 — Povinnosti Smluvnich partneri

Article 2 — Obligations of the Contracting

dohledem Hlavniho zkousSejiciho, ktery je
odpovédny za jeji fadny prubéh. Hlavni

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 ptisném souladu manner in strict compliance with (a) the
s (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 of
deklarace; a (d) Harmonizovanym the Declaration of Helsinki; and (d) the ICH
Ttistrannym Guideline ICH pro sprédvnou Harmonised Tripartite Guideline for Good
klinickou praxi v¢etné jeho naslednych zmén Clinical Practice as amended from time to time
a obecné¢ pfijimanymi standardy spravné as well as generally accepted standards of Good
klinické praxe; a (e) vSemi piislusnymi Clinical Practice; and (e) all applicable legal
pravnimi piedpisy; a (f) veskerymi piikazy a regulations; and (f) all orders and directives of
smérnicemi piislusnych organli vefejné moci competent public administration authorities and
a spravy a etickych komisi, jsou-li takové. ethics committees, if any. The Provider shall
Poskytovatel se zavazuje  poskytnout provide adequate resources and facilities for the
odpovidajici zdroje a vybaveni k provadéni performance of the Study.
Studie.
2.2.  Studie bude u Poskytovatele provadéna pod | 2.2 The Study at the Provider shall be conducted

under the supervision of the Principal
Investigator who shall be responsible for due
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zkousejici je odpovédnym vedoucim skupiny course of the Study. The Principal Investigator

zkousejicich v pfipadé, Ze Studie je u is the responsible head of the group of
Poskytovatele provadéna vicero nez jednim investigators in case the Study is conducted at
zkousejicim (takovi dalsi zkousSejici se dale the Provider by several investigators (such
oznatuji  jako ,,ZKouSejici“).  Hlavni additional investigators hereinafter referred to
zkousejici je odpovédny za blaho subjektd as “Investigators”). The Principal Investigator
hodnoceni tcastnicich se Studie z hlediska is responsible for the well-being of the trial
poskytovani zdravotnich sluzeb na nalezité subjects participating in the Study in terms of
odborné trovni. professional medical services provided.

2.3.  Hlavni zkousSejici soucasné muize slouzit pro | 2.3 The Principal Investigator may also serve as the

Zadavatele jako kontaktni osoba contact person for Sponsor with regard to the
Poskytovatele ve vztahu ke Studii, pokud Study at the Provider, unless this Agreement
neni niZze v této Smlouveé stanoveno jinak. specifies otherwise. The Principal Investigator
Hlavni zkousSejici provadi Studii v ramci shall conduct the Study as part of his or her
svého zaméstnaneckého poméru employment at the Provider.

k Poskytovateli.

2.4. Poskytovatel se zavazuje umoznit a Hlavni | 2.4 The Provider shall allow and the Principal

zkousejici se zavazuje zajistit, aby Zkousejici Investigator shall ensure that the Investigators
a ostatni osoby zahrnuté¢ do provadeéni Studie and other persons involved with the Study
(dale jen ,,Clenové studijniho tymu*) jednali (hereinafter referred to as “Study Team
vsouladu spodminkami této Smlouvy. Members”) comply with the terms and
Poskytovatel se prostiednictvim Hlavniho conditions of this Agreement. The Provider
zkousejicitho zavazuje zajistit, Ze ptvodni i shall ensure through the Principal Investigator
novi Clenové studijniho tymu jsou Fadng that original and new Study Team Members are
proskoleni, kvalifikovani a vzd€lani, obzvlast’ appropriately trained, qualified and educated, in
7Ze se zucastiiuji vSech Skolicich setkani o particular that they participate in all training
Studii, v¢etn¢ Skoleni na spravnou klinickou sessions regarding the Study, including any
praxi  vyzadovanych a  zajiStovanych good clinical practice training required and
Zadavatelem (Clenové studijniho tymu vsSak organized by the Sponsor (Study Team
nemusi Skoleni na spravnou klinickou praxi Members, who have a good clinical practice
absolvovat, pokud se prokazi certifikatem certificate that is not older than two years as of
z absolvovaného skoleni spravné klinické the first day of the Study, are not required to
praxe ne star§im 2 let k datu zahajeni Studie). participate in good clinical practice training).
Zadavatel ma pravo odmitnout konkrétni The Sponsor shall have the right to reject
Cleny studijniho tymu, pokud se Zadavatel specific Study Team Members, if the Sponsor
domniva, Ze nejsou piislusné vzdelani a/nebo deems them not appropriately educated and/or
kvalifikovani. Clenové studijniho tymu jsou qualified. Study Team Members are employees
zameéstnanci Poskytovatele. Clenové of the Provider. Study Team Members and the
studijniho tymu a Hlavni zkousejici se budou Principal Investigator shall attend trainings
ucastnit $koleni, které v souvislosti se Studii organized for them by the Sponsor in
pro tyto osoby Zadavatel zorganizuje a connection with the Study, and the Provider
Poskytovatel je povinen takovou tcast shall allow such persons to attend. The Sponsor
umoznit. Zadavatel nahradi pfiméfené shall reimburse reasonable travel and
cestovni a ubytovaci naklady souvisejici se accommodation costs, if applicable related to
vzdélavanim podle tohoto ¢lanku, bude-li to the trainings under this article, but no
tieba, ale za Ucast na takovém vzd€lavani remuneration shall be provided to participants
nenalezi Gcastniklim ani nikomu jinému zadna or any other persons for attending such
odmeéna. trainings.

2.5. Poskytovatel se zavazuje umoznit Hlavnimu | 2.5 The Provider shall make it possible for the

zkoudejicimu,  Zkoufejicim a  Clentim Principal Investigator, Investigators and Study
studijniho tymu, ucastnit se podle potieby Team Members, as required, to participate in
setkani  zkouSejicich a  telekonferenci Investigators’” meetings and teleconferences
uskute¢novanych v pribéhu Studie v rozsahu held in the course of the Study to the extent
pozadovaném Zadavatelem. requested by the Sponsor.
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2.6. Kazdé smluvni zajisténi kterékoli
z povinnosti Poskytovatele na zakladé této
Smlouvy tfeti stranou vyzaduje ptedchozi
pisemny  souhlas Zadavatele. Udéleni
takového souhlasu je na vyluéném rozhodnuti

Zadavatele. V ptipad€ povoleného smluvniho

2.6 Any subcontracting of any of the Provider’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 Provider shall:

zajisténi povinnosti Poskytovatel:

2.6.1 je povinen zajistit u subjektu, na né&jz svou

povinnost pfenasi, dodrzovani podminek, (a)
které jsou vzhledem k charakteru pozadované
sluzby relevantni a podobné podminkam této
Smlouvy, v€etné, avSak nejen, lhit k plnéni
povinnosti, (b) na zakladé kterych tieti strana
postoupi veskera prava k vysledkim své
¢innosti/Studie na Poskytovatele  anebo
Zadavatele a (c) dle kterych tfeti strana
umozni Zadavateli nebo tfetim strandm
smluvné  opravnénym  Zadavatelem a
piislusnym regulatornim ufadim provedeni
auditli a inspekci u takové tieti strany, coz
souCasné¢ mneznamena omezeni povinnosti
Poskytovatele ve vztahu kauditim a
inspekcim; a

2.6.1 make sure that such subcontractors observe the

terms and conditions (a) that are relevant to
the nature of requested services and similar to
the terms and conditions of this 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 Provider 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 Provider’s obligations with respect to
audits and inspections; and

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

2.7. Smluvni partnefi se =zavazuji vynalozit | 2.7 The Contracting Partners agree to make
veskeré usili k zatazeni subjektli hodnoceni maximum efforts to enroll trial subjects in the
do Studie vsouladu spozadavky na Study in accordance with the inclusion
zafazovani a lhitami stanovenymi requirements and timelines set forth in the
v Protokolu. Soucasné lhity vztahujici se Protocol. The current timelines for conducting
k provadéni Studie jsou nasledujici: the Study are as follows:

2.7.1 Ptedpoklddany zacatek ndboru subjektl | 2.7.1 Recruitment of trial subjects is expected to
hodnoceni je xxx a pfedpokladané ukonceni begin on xxx and to be completed by xxx.
xxx [a predpokladany pocet pacientll je The number of subjects expected to be
xxx. Nabor subjektli hodnoceni se vzdy fidi recruited is xxx. Recruitment of trial subjects
aktualnimi podminkami Protokolu. is always governed by the current terms and

conditions of the Protocol.

2.7.2 Hlavni zkouSejici souhlasi, Ze Zadavatel | 2.7.2 The Principal Investigator agrees that the
muze jednostranné kdykoli zménit pocet Sponsor may unilaterally change the number
subjektd hodnoceni, které Hlavni zkousSejici of trial subjects that the Principal Investigator
do Studie muize zafadit a/nebo casovy shall include in the Study and/or the
harmonogram néboru, a to prostiednictvim recruitment timeframe by issuing a relevant
vydani pfislusného pokynu ke Studii. Takovy instruction for the Study. Such an instruction
pokyn se nedotkne jiz zatazenych subjektl shall not concern the already included trial
hodnoceni. subjects.

2.8 Hlavni zkouSejici se zavazuje do Studie | 2.8 The Principal Investigator agrees to include in

zafadit pouze fadn¢ zpusobilé
hodnoceni v souladu s Protokolem.

subjekty

the Study only such trial subjects that are duly
suitable for the Study in compliance with the
Protocol.
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2.9

Smluvni partneti se =zavazuji zajistit, Ze
Studie bude provadéna v souladu
s povolenim nebo souhlasem k ohlaseni
vydanym Statnim tstavem pro kontrolu Ié¢iv
a souhlasy pfislusnych etickych komisi.
Smluvni partnefi se zavazuji poskytnout
Zadavateli ~ soucinnost  pfi  pfipravé
dokument tykajicich se Studie a predat
Zadavateli nebo tfeti strané urcené
Zadavatelem bezodkladné veskerd prohlaSeni
nezbytna k povoleni Studie regulatornimi
organy a/nebo etickymi komisemi, vcetné
avSak nejen (i) ProhldSeni o finan¢nich
z4jmech, (ii)) CV a (iii)) potvrzeni o
odpovidajicim vybaveni mista hodnoceni.
Smluvni partnefi se zavazuji zajistit, Ze
poskytnuté dokumenty tykajici se Studie jsou
uplné a spravné. Napiiklad, Prohlaseni o
finan¢nich zdjmech musi obsahovat veskeré
finanéni vztahy mezi Hlavnim zkousSejicim a
kterymkoli Clenem studijniho tymu, a jejich
finanéni z4jmy, na jedné strané a
Zadavatelem anebo kteroukoli spole¢nosti
propojenou se Zadavatelem, na stran¢ druhé,
véetn€ — avSak nejen — odmény nebo jiného
finan¢niho prospéchu piijatétho kazdym
znich od Zadavatele nebo kterékoli ze
spole¢nosti propojenych se Zadavatelem za
konzultacni ¢innosti nebo jiné sluzby
nepokryté touto Smlouvou. Potvrzeni o
finan¢nich zajmech by méla byt predlozena
v pribéhu Studie, pfi jeji zmeéné a jeden rok
po skonceni Studie. ,,Propojenou osobou‘ se
rozumi jakdkoli pravnickd osoba nebo
spole¢nost, ktera piimo nebo nepfimo,
prosttednictvim jednoho ¢i vice prostfednikd,
vykonava kontrolu, je kontrolovana anebo je
pod spole¢nou kontrolou se smluvni stranou.

2.9

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

Hlavni zkouSejici se zavazuje vSechny
subjekty hodnoceni odpovidajicim zplisobem
informovat 0 cilech, metodach,
pfedpokladanych piinosech a potencidlnich
rizicich Studie a o okolnostech, za kterych by
jejich osobni tdaje mohly byt zptistupnény
Zadavateli, jeho Propojenym  osobam,
prislusnym organim, tfetim stranam, jez
poskytuji sluzby Zadavateli a/nebo etickym
komisim. Hlavni zkouSejici se zavazuje
zajistit, Ze subjekty hodnoceni se zucastni
Studie teprve poté, co podepisi informovany
souhlas subjektu hodnoceni poskytnuty
Zadavatelem. Hlavni zkouSejici uchova
original takového souhlasu ve zdravotnické
dokumentaci subjektu hodnoceni. Pokud
subjekt hodnoceni sviij souhlas v pribéhu
Studie odvold, Smluvni partnefi nesmi ve

2.10

The 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,
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vztahu k tomuto subjektu hodnoceni provést
z4dné dal§i postupy vramci Studie vyjma
piipadnych opatfeni tykajicich se nasledného
sledovani pfedepsanych Protokolem, s nimiz
subjekt hodnoceni souhlasil. Nasledna 1écba
subjektu hodnoceni, ktera nesouvisi se Studii,
je vyhradni 1ékaiskou odpovédnosti a pravni
odpovédnosti Smluvnich partnert.

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.

2.11

Smluvni partneti se =zavazuji zajistit, Ze
subjekty hodnoceni zafazené do Studie se u
Poskytovatele nebudou ucastnit specifického
lécebného programu dle § 49 zakona ¢.
378/2007 Sb., o 1éCivech (dale jen ,,zakon o
lé¢ivech®) ani jiného klinického hodnoceni,
pfi kterém by subjekty hodnoceni uzivaly
v Ceské republice neregistrovany 16&ivy
pripravek v prubéhu Studie ani béhem doby
pferuseni Studie specifikované v Protokolu
bez predchoziho pisemného  souhlasu
Zadavatele.

2.11

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.

2.12

Pokud v pribéhu Studie u Poskytovatele
dojde k poskozeni zdravi subjektu hodnoceni,
Smluvni partnefi se zavazuji informovat o
kazd¢ takové wudalosti Zadavatele (i)
v piipadé¢ zavazného nezadouciho ucinku
a/nebo zavazné nezadouci piihody a/nebo
v pfipadech  tehotenstvi, jsou-li takové,
nejpozdéji do 24 hodin a (ii) v pfipadé
nezadoucitho ucinku a/mebo nezadouci
prihody neprodlené¢ v ramci lhtit stanovenych
v Protokolu a jinych pokynech danych
Zadavatelem o hlaseni dat tykajicich se
bezpecnosti. Soucasti takového hlaseni musi
byt také posouzeni piicinné souvislosti. O
jakémkoliv jiném poskozeni zdravi subjektu

2.12 If in the course of the Study at the Provider

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
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.

2.13

hodnoceni nebo jakémkoliv zavazném
poruseni Protokolu nebo pokynt spravné
klinické praxe musi Smluvni partnefi
informovat Zadavatele bez zbytecného
odkladu.

Smluvni partnefi se zavazuji bez zbyte¢ného
prodleni  zodpovédét  vsechny  dotazy
Zadavatele nebo 0sob povétenych
Zadavatelem tykajici se dokumentace

nezddouci udalosti. Toto zahrnuje zejména
aktivni nasledné sledovani a objasnéni
piislusnych nesrovnalosti v hlasenich
nezadoucich piihod a piipadd téhotenstvi. Za
ucelem hlaseni nezadoucich ptihod a ptipadu
téhotenstvi jsou Smluvni partnetfi povinni
pouzivat formulafe poskytnuté Zadavatelem,
jsou-li takové.

2.13 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.

2.14

Béhem a po skonceni Studie se zavazuji
Smluvni partneti pfedlozit Zadavateli veskeré

2.14 During and after completion of the Study, the

Contracting Partners shall submit to the
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dokumenty pfijaté od uradd, etickych komisi
a/nebo pfislusnych regulatornich orgéni
tykajici se jakychkoli souhlasti nebo povoleni
nebo pfislusné komunikace vztahujici se
k bezpecnosti ve vztahu ke Studii do 24
hodin od jejich obdrzeni.

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.

2.15 Smluvni partnefi se zavazuji pouzivat | 2.15 The Contracting Partners agree to use the
Hodnoceny 1€k vyhradn¢ pro ucely Study Drug exclusively for the purposes of
provadéni Studie a pouze zplisobem conducting the Study and only as specified in
specifikovanym v Protokolu. Smluvni the Protocol. The Contracting Partners are
partneti jsou odpovédni za fadné pfijimani, responsible for the proper receipt, use,
pouzivani, nakladani, skladovani a vedeni handling, storage and keeping detailed and
dikladné a presné evidence zachazeni s accurate records of handling of the Study
Hodnocenym  lékem v prubéhu Studie Drug in the course of the Study pursuant to the
v souladu s pozadavky spravné klinické requirements of good clinical practice, good
praxe, spravné lékarenské praxe a pharmacy practice and Protocol. The
Protokolem. Navic se Smluvni partnefi Contracting Partners agree to return any
zavazuji vratit anebo zajistit fadnou likvidaci unused Study Drug or properly liquidate any
nepouzit¢ého Hodnoceného 1éku, pokud si unused Study Drug, provided that the Sponsor
Zadavatel likvidaci vyzadal (na ndklady requested such liquidation (at the expense of
Zadavatele), a tuto likvidaci fadné the Sponsor), and properly document such
zdokumentovat. V pfiipadé¢ nacatétho a liquidation. The Contracting Partners shall
nespotiebovaného Hodnoceného 1éku, jehoz immediately liquidate any unfinished or
forma podani je infuze, zajisti Smluvni unused Study Drug administered by infusion
partnefi likvidaci ihned po ptipravé ¢i Gpravé immediately after its preparation or
Hodnoceného 1éku. modification.

2.16 Poskytovatel se timto zavazuje zajistit | 2.16 The Provider hereby agrees to ensure that the

uskladnéni, pfipravu, kontrolu a distribuci
Hodnoceného 1éku v souladu s ustanovenim
Protokolu, platnych zakond a v souladu se

vSemi  ustanovenimi pokynu LEK-12
Statniho ustavu pro kontrolu 1é¢iv. Smluvni
partnefi nebudou vyzadovat zaplaceni

Hodnoceného Iéku nebo jakékoliv sluzby
hrazené Zadavatelem podle této Smlouvy po
subjektu hodnoceni nebo treti strané, jako je
napftiklad zdravotni pojistovna.

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

2.17

Poskytovatel  se  zavazuje = jmenovat
dostateCny pocet zastupct, ktefi spliuji
kvalifikaéni pozadavky na vykon povolani
farmaceuta ve smyslu zakona ¢. 95/2004 Sb.,
o podminkéch ziskavani a uznavani odborné
zpusobilosti a specializované zptsobilosti k
vykonu zdravotnického povolani I¢karte,
zubniho Iékafe a farmaceuta, ve znéni
pozdéjsich predpisti, nebo farmaceutického
asistenta ve smyslu zdkona ¢. 96/2004 Sb.,
o nelékatskych zdravotnickych povolanich,
ve znéni pozdé€jSich predpist. Tito zastupci
budou odpovédni za nakladani
s Hodnocenym Iékem a za  vedeni
souvisejicich zdznamtli a dokumentace. Thned
po jmenovani tohoto zastupce nebo zastupct,
oznami Poskytovatel Zadavateli pisemné

2.17

The Provider 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 Provider shall notify the
Sponsor in writing about the first and last
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jméno a piijmeni povéienych osob ¢i osob,

name and contact details of such appointees.

spolu s prislusnymi kontaktnimi
informacemi.

2.18 Hlavni zkouSejici se =zavazuje odebirat | 2.18 The Principal Investigator agrees to draw the
Hodnoceny 1ék v souladu s Protokolem, a to Study Drug in compliance with the Protocol
v davkovani potfebném pro kazdou and in doses required for every visit of the
jednotlivou navstévu subjektu hodnoceni. trial subject.

2.19 Kdykoli o to Zadavatel pozada, zavazuji se | 2.19  The Contracting Partners agree to report on
Smluvni partnefi podat hlaSeni o postupu ve the progress of the Study at the Provider,
Studii u Poskytovatele vcetné udaji o including information about the enrolment
zafazovani subjektl hodnoceni. of trial subjects, upon the Sponsor’s request.

2.20 Hlavni zkousSejici je povinen shromazdovat | 2.20 The Principal Investigator must collect data

data a vkladat je do péti (5) pracovnich dni

od jejich wvytvoteni do elektronickych
zaznamovych listi (dale jen ,,CRF*)
v souladu s nalezitostmi stanovenymi
v Protokolu. Hlavni zkousSejici se zavazuje
pravideln¢ ptedavat Zadavateli CRF a
veskerou dokumentaci vyzadovanou

Protokolem, aby je Zadavatel mohl pifimo ¢i
prostfednictvim jiného subjektu prubézné
zpracovavat. V pripad¢é prodleni del$im nez
deset (10) pracovnich dnt s vkladanim tdaja
je Zadavatel opravnén, na zakladé pisemného
oznameni doruceného Hlavnimu
zkousejicimu, zastavit zafazovani subjektl
hodnoceni Hlavnim zkouSejicim az do doby,
kdy je vkladani udaji aktualizované. Pokud
bude mit toto za ndasledek prodleni v
zafazovani subjektd hodnoceni, Zadavateli
prislusi prava stanovena v ¢l. 12.4. Ve lhaté 5
pracovnich dni po oSetfeni posledniho ze
subjekti hodnoceni, musi byt dokonceno
vlozeni  veskerych  zbyvajicich  CRF,
souvisejici dokumentace a rovné€Zz nepouzité
CRF v listinné podobé¢, jsou-li takové, musi
byt pfedany Zadavateli anebo na pozadani
Zadavatele zniCeny. Smluvni partneti se
zavazuji ~ poskytovat  souinnost  pfi
pohotovém objastiovani jakychkoli dotazl
tykajicich se idaji v CRF a vénovat se témto
dotaziim a zodpovidat je nejpozdéji ve lhité
[5 (péti)] pracovnich dnd. Zadavatel miize
pozadovat odpovédi i v krat§im cCasovém
useku s ohledem na kliCova stadia Studie,
jako napt. ¢ista databaze. Smluvni partnefi se
ddle na Z&dost Zadavatele zavazuji
poskytovat  pfiméfenou  soucinnost  pii
ptipravé celkové zpravy o Studii. Centrum
zajisti, ze CRF nebudou pfistupné nikomu
jinému nez Clendim studijniho tymu a
Hlavnimu zkouSejicimu a pfistup k nim,
pokud budou v elektronické podobé, bude
chranén pfistupovym jménem a heslem.

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 ten (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 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 Provider 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 username and password.
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2.21

Hlavni zkouSejici je povinen zajistit, Ze
vSechny CRF poskytnuté Zadavateli jsou
pravdive, piesné a fadné vyplnény a ze jsou
vémym odrazem skutecnych vysledki
Studie. Hlavni zkousSejici se rovnéz zavazuje
predat Zadavateli kopie vSech zprav, véetné
vSech aktualizaci a zmén, které si vyzadala
etickd komise.

2.21 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.

2.22

Poskytovatel se zavazuje uchovavat veskerou
elektronickou i jinou dokumentaci, vcetné
zdrojové dokumentace a slozky Zkousejiciho,
vyzadovanych ICH piedpisy a pfisluSnymi
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 pfislusnymi
pravnimi  predpisy (dale jen ,,Doba
archivace®). Studijni dokumentace musi byt
uchovavana na vhodném misté a vhodnym
zpusobem a Poskytovatel je povinen vést
zaznamy o misté, kde je dokumentace Studie
uchovavana, aby tato byla pohotové
k dispozici na zadost povéfeného zastupce
Zadavatele, etické komise, auditora nebo
prislusnych uradt. Poskytovatel je povinen
Zadavatele informovat v pripadé€, Ze planuje
archivovat dokumentaci Studie mimo své
vlastni prostory. Zadavatel bude informovat
Poskytovatele béhem Doby archivace o
tom, jakym zplsobem bude se studijni
dokumentaci V ptipad¢€, ze bude Zadavatel
z4ddat o prodlouzeni doby archivace u
Poskytovatele, je Poskytovatel opravnén po

Zadavateli pozadovat umérné zpoplatnéni.

2.22 The Provider 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 (the
“Study Documentation™) 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 (the
“Archiving Period”). Study Documentation
must be kept in a suitable location and
manner, and the Provider 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 Provider
must notify the Sponsor in the event that the
Provider  plans to archive Study
Documentation outside of its own premises.
Sponsor will inform the Provider during the
Archiving Period about how  Study
Documentation will be handled upon the
expiration of the Archiving Period. In the
event that the Client requests an extension of
the archiving period with the Provider, the
Provider is entitled to demand a proportionate
fee from the Client.

2.23

Smluvni partnefi jsou si védomi, Ze
Zadavatel nebo jeho jménem tfeti strana
dikladné¢ monitoruje provadéni Studie a
pravidelné navstévuje Poskytovatele.
Smluvni partneti se =zavazuji pfiméfenc
podporovat tyto monitorovaci aktivity, véetné
ale bez omezeni, poskytnutim pfistupu
poverenému zastupci Zadavatele do prostor a
k datim dle potfeby a spolupracovat se
Zadavatelem nebo pfisluSnou tfeti stranou
vtomto ohledu. Na zadost Zadavatele jsou
Hlavni zkousejici a Clenové studijniho tymu
povinni se zucastnit osobni diskuze.

2.23 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 Provider.
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.

2.24

Zadavatel a statni organy, jako je napt. Utad
pro potraviny a Iéky Spojenych statu

2.24 The Sponsor and government authorities, such
as for example the US Food and Drug
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americkych (,FDA®“) maji pravo provadeét
audit ¢i inspekci zdznamli Smluvnich
partnerti, veskeré jiné dokumentace a prostor
souvisejicich s provadénim Studie, a to
kdykoli v prub¢hu a/nebo po dobu 25 let po
skonceni Studie a bez jakychkoli naroki
Smluvnich partneri na zvlastni platbu.
Takovy audit ¢i inspekci je Zadavatel
povinen piiméfené pfedem ohlasit v piipadé,
7ze je provadén Zadavatelem. Smluvni
partnefi jsou povinni poskytovat Zadavateli,
jim povéfenym zéastupcim nebo veskerym
statnim organtim soucinnost pii plnéni jejich
uloh v souladu s Protokolem a podniknout
veskeré  pfiméfené kroky pozadované
Zadavatelem nebo stitnimi organy za
ucelem odstranéni  nedostatkli  zjisténych
béhem auditu nebo inspekce.

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
deficiencies noted during an audit or
inspection.

2.25

Smluvni partnefi se zavazuji, ze béhem a po
skonceni Studie, umozni a budou podporovat
veskeré kontroly odpovédnych ufadi bez
jakychkoli narokd na zvlastni odménu ¢i
ndhradu. Smluvni partnefi jsou povinni
informovat Zadavatele o kazdé takové
inspekci ¢i zaméru takovou inspekci proveést
ihned poté, co se o nich dozvi. Smluvni
partnefi se zavazuji umoznit, aby Zadavatel
mohl byt pfitomen na kazdé inspekci
provadéné ufady  nebo podobnymi
institucemi. Pred vyjadifenim se k ndleziim
takové inspekce, budou-li né&jaké, jsou
Smluvni partnefi povinni odpovéd’ posoudit a
prodiskutovat se Zadavatelem. Smluvni
partnefi bez zbyte¢ného odkladu poskytnou
Zadavateli kopie jakychkoliv zjisténi nebo
kontrol odpovédnych uradi ve vztahu ke
Studii.

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

2.26

Smluvni partnefi nesmi védomé vyuzivat
sluzeb, bez ohledu na jejich objem, zadnych
osob, jim bylo poskytovani téchto sluzeb
zakdzdno FDA nebo kterymkoli jinym
prislusnym organem v prubéhu provadéni
Studie. Smluvni partneti dale zavazné
prohlasuji, ze dle jejich znalosti ani jim ani
jejich  zaméstnancim, zmocnéncum  ¢i
zastupctim, ktefi se u€astni provadéni Studie,
nebylo zakdzano provadét ¢innosti, jez jsou
provadéné v ramci Studie, ze strany FDA ¢i
jiného organu, ani podle jejich nejlepsiho
védomi v soucasné dob& neprobihd Zadné
fizeni tykajici se takového zékazu ve vztahu
k témto osobam, zejména na zakladé (i)
United States 21 U.S.C. § 335a a (ii) Hlavy
21 Code of Federal Regulation § 312.70.
Smluvni partnefi se =zavazuji v prubéhu

2.26 The Contracting Partners may not knowingly
use the services, regardless of their volume, of
any person prohibited to provide such services
by the FDA or any other competent authority
in the course of the Study. Furthermore, the
Contracting Partners represent and warrant
that, as far as they know, neither them nor
their employees, agents or representatives,
who are involved in the Study, have been
prohibited by the FDA or any other competent
authority to perform the activities that are
performed during the Study, nor that they are
currently, to the best of their knowledge, the
subject of proceedings concerning such
prohibition by the FDA or any other authority,
in particular on the basis of (i) United States
21 U.S.C. Section 335a and (ii) Title 21 Code
of Federal Regulation, Section 312.70. During
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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, Poskytovateli ¢i
jeho zaméstnanci. Smluvni partnefi déle
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 zbyte¢ného odkladu sdéli
Zadavateli.

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 Provider 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.

2.27

V piipad¢, ze Hlavni zkousSejici v prubchu
Studie ukonéi pracovnépravni vztah s
Poskytovatelem, Poskytovatel je povinen o
této skuteCnosti informovat Zadavatele
neprodlené¢ poté, co se o tom dozvi, a
souCasn¢ navrhnout fadné kvalifikovanou
osobu jako nového hlavniho zkousejiciho.
Zadavatel ma pravo vznést namitky vaci
tomuto nahrazeni. Poskytovatel se zavazuje s
vynalozenim maximadlniho usili pozadovat po
novém hlavnim zkousejicim, aby se pisemné
zavazal k dodrzovani podminek sjednanych
vtéto Smlouvé. Pokud Poskytovatel a
Zadavatel nejsou schopni domluvit se na
osobé nového hlavniho zkousejiciho anebo
pokud novy hlavni zkousSejici neni ochoten
zavazat se k podminkdm stanovenym touto
Smlouvou, Zadavatel je opravnén vypoveédet
tuto  Smlouvu vsouladu s¢l.  12.5.
Poskytovatel a Hlavni zkousejici jsou povinni
neprodlené pisemné¢ informovat Zadavatele o
vSech zmén4ch, které maji vliv na dostupnost
zdroji  a/mebo Clent studijniho tymu
provadéjiciho Studii.

2.27

In the event that the Principal Investigator
terminates his or her employment at the
Provider, the Provider 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 Provider 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 Provider
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 Provider 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.

2.28

Smluvni partnefi se zavazuji pifimo a
neprodlené informovat Zadavatele v piipade¢,
ze subjekt hodnoceni tUcastnici se Studie
oznami ¢i vyjadii ndzor, Ze doslo k poSkozeni
jeho zdravi v disledku ucasti ve Studii, a Ze
ma proto pravo na finanéni nahradu.

2.28 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

Smluvni partneti se zavazuji umoznit
smluvnim vyzkumnym organizacim, smluvné
zajisténym Zadavatelem nebo kteroukoli
z Propojenych osob, aby jménem Zadavatele
vykonavaly kterékoli zprav a povinnosti
Zadavatele na zadkladé této Smlouvy,
v piipadé, Ze se prokazi povéfenim ¢i plnou
moci, ze které jejich opravnéni vykonavat
prava a povinnosti Zadavatele vyplyva.

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
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Smluvni partnefi se zavazuji spolupracovat

Contracting Partners agree to cooperate with

Hlavnimu zkousejicimu.

s témito smluvnimi vyzkumnymi such research organizations.
organizacemi.

2.30 Smluvni partnefi se zavazuji poskytovat | 2.30 The Contracting Partners undertake to provide
zdravotni sluzby subjektim, jejichz ucast ve medical services to trial subjects whose
Studii neskoncila, v pfipadé¢ castecného participation in the Study has not yet ended, in
uzavieni Studie, a dale také subjektim the case of a partial closure of the Study, as
zafazenym do nasledného sledovani po well as to subjects included in the post Study
skonceni  Studie, v souladu s etickymi follow-up in compliance with ethics rules.
pravidly.

231 V pripadé, ze pii Studii pouziva | 2.31 In the case that the Provider, the Principal
Poskytovatel, Hlavni  zkouSejici  nebo Investigator or Study Team Members use in
Clenové  studijntho  tymu  pfistrojové the course of the Study devices that require
vybaveni, které vyzaduje servis, kalibraci servicing, calibration or any other special care,
nebo jinou zvlaStni péci, Poskytovatel se the Provider agrees to maintain such devices
zavazuje  udrzovat takové  pfistrojové in due operational condition and to provide
vybaveni zptisobilé fadného provozu, o ¢emz relevant documentation thereof to the Sponsor
je povinen Zadavateli na vyzadani upon the request of the Sponsor.
poskytnout odpovidajici dokumentaci.

C1. 3 — Povinnosti Zadavatele Article 3 — Obligations of the Sponsor

3.1. Kontaktnimi osobami Zadavatele ve vztahu | 3.1 The Sponsor’s contact persons regarding the
ke Studii jsou: Study are:

Monitor Studie Study monitor
nebo kterékoli dalsi osoby oznamené or any other person announced to the Principal

Investigator.

hodnocenych 1éCivych piipravka do lékarny
poskytovatele zdravotnich sluzeb, kde je
Iékarnik pfevezme a zkontroluje (jako jiné

3.2. Zadavatel se zavazuje Smluvnim partnerim | 3.2 The Sponsor agrees to provide the Contracting
poskytnout zdarma v mnozstvi a casovych Partners with the Study Drug, necessary CRF
intervalech pro fadné provedeni Studie templates, other information and other
Hodnoceny 1ék, nezbytné vzory CRF a dalsi drugs/placebo required for the performance of
informace a dalsi 1é¢ivo/placebo vyzadované the Study free of charge and in the quantity
pro provadéni Studie. and frequency necessary for the proper

performance of the Study.

3.3. Hodnoceny Iék (jakoz i dalsi 1é¢ivo, placebo, | 3.3 ~ The Study Drug and any other drugs or
je-li vyzadovano Protokolem) bude dodavan placebos  required by the  Protocol
na nasledujici adresu: (“Pharmaceuticals”) shall be delivered to the

following address:
[ Nemocnicni Iékarna FN Motol, Nemocni¢ni Iékarna FN Motol (MOTOL UH
V Uvalu 84, 150 06 Praha 5 a oznadi ji Pharmacy) V Uvalu 84, 150 06 Praha 5. The
jménem odpovédného 1ékarnika name of the authorized pharmacist shall be
specified on the package(s) of all such

Pharmaceuticals.
Zadavatel Zajisti distribuci Zésilky The pharmacist will receive and inspect the

Pharmaceuticals to determine whether it has
been (damaged and, in case of special
transport requirements, to determine whether
these requirements have been complied with.
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zéasilky - tzn. neni-li poSkozena, v piipade
zvlastnich pozadavkii na transport, byly-li
tyto pozadavky dodrZzeny, piijem zasilky
potvrdi), nasledné si na zadanku zkousSejici
hodnocené 1é¢ivé pripravky vyzvedne na
centrum a je za n¢ plné zodpovédny.
Zadavatel je povinen oznamit do (tfi) 3
pracovnich dnii pfed dodanim, kdy bude
zéasilka do l€karny ptedana bud'to emailem
nebo telefonicky Iékdrnou povérenému
farmaceutovi. Likvidaci nevyuzitych 1€kt si
zadavatel zajisti na vlastni ndklady.

The Investigator will then take delivery of the
Pharmaceuticals from the Center and shall
then be fully responsible for them. The
Contracting Partners shall notify the
pharmacy of the delivery of Pharmaceuticals
within three (3) working days before such
delivery, email or by telephone to the
pharmacist authorized by the pharmacy. The
Contracting Partners shall arrange the
disposal of unused Pharmaceuticals at its own
expense, but no Pharmaceuticals shall be
disposed of without prior authorization of
Sponsor.

partnerim za fadné provedené Cinnosti na
zaklad¢ této Smlouvy veetné pfevodu prav
dle ¢l. 5 odménu ve vysi, zplsobem a za
podminek sjednanych stranami dale v tomto
¢lanku Smlouvy a piiloze ¢. 1, pficemz
smluvni strany prohlasuji, ze predpokladana
vySe odmény ¢ini 1 099 794,- K& Pfislusné
¢asti odmén Poskytovateli a Hlavnimu
zkousejicimu budou Zadavatelem vyplaceny
obéma Smluvnim partnerim oddélené¢ na
jejich oddélené individualni bankovni ucty.

3.4. Hodnoceny I€k, nezbytné vzory CRF a dal§i | 3.4  The Study Drug, necessary CRF templates
informace vyzadované pro provadéni Studie and other information required for the
poskytnuté Poskytovateli jsou a =zistavaji performance of the Study and provided to the
vlastnictvim Zadavatele. Zadavatel Provider are and shall remain the Sponsor’s
prohlasuje, ze jsou splnény veskeré property. The Sponsor declares that all
podminky stanovené pfislusnymi pravnimi conditions stipulated in applicable laws
predpisy pro vyrobu (dovoz) dodavaného regulating the production (import) of the
Hodnoceného [éCiva a jeho distribuci k provided Study Drug and the distribution of
Poskytovateli. the Study Drug to the Provider have been

met.

3.5. Zadavatel se zavazuje poskytovat Hlavnimu | 3.5 The Sponsor agrees to provide the Principal
zkousejicimi piislusné nové informace o Investigator with new information regarding
bezpecnosti tykajici se Hodnoceného 1éku the safety of the Study Drug without undue
bez zbytec¢ného odkladu. delay.

Cl. 4 - Odména Article 4 — Remuneration
4.1 Zadavatel se zavazuje =zaplatit Smluvnim | 4.1 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 1 099 794 CZK .
The relevant parts of the remuneration of
the Provider and the Principal Investigator
shall be paid by the Sponsor to both
Contracting Partners separately to their
separate individual bank accounts

4.2 Smluvni partnefi nemaji narok na zadnou
jinou odménu ¢i ndhradu kromé téch, které
jsou uvedeny v této Smlouvé nebo piiloze
¢. 1 nebo jinych smlouvach uzavienych se
Zadavatelem, ledaze je pifedem pisemné

schvali Zadavatel.

4.2 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.
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4.3 Veskeré odmény a nahrady, které maji
byt zaplaceny,jsou poukazovany na
bankovni ucet Poskytovatele:

Faktury musi byt =zasilany Zadavateli
suvedenim  ¢isla  protokolu,  ¢isla
objednavky a jména hlavniho zkousejiciho
a to na adresu uvedené v Pfiloze ¢. 1.
Faktury musi také spliovat vsSechny
pozadavky stanovené v  pfisluSnych
zakonech upravujicich dan =z piidané
hodnoty. Odmény a nahrady dle této
Smlouvy a pfilohy ¢. 1 (s vyjimkou odmén
a nahrad, u kterych je splatnost zvlast
upravena v piiloze ¢. 1 Smlouvy) budou
Poskytovateli a Hlavnimu zkousejicimu
uhrazeny takto: Zpétné za bezprostiedné
uplynulé a dosud nefakturované obdobi
vzdy kazdého kalendainiho pololeti. Studie
si  Smluvni  partnefi  spolecné  se
Zadavatelem vzajemné pisemné nebo
formou e-mailu odsouhlasi ptehled poctu,
druhu a jim odpovidajici hodnoty
jednotlivych ukonti provedenych Hlavnim
zkousejicim  a/nebo  ostatnimi  Cleny
studijniho tymu, jez maji byt dle této
Smlouvy Zadavatelem hrazeny (tzv. navrh
faktury), zaslany osobou povéienou
Zadavatelem. Tento ptehled musi byt
zpracovan zvlast’ pro kazdy subjekt Studie
a musi zahrnovat poloZzkové vyUctovani
vSech navstév, vysetfeni a dalSich sluzeb

provedenych v pfislusném kalendainim
pololeti.  Na  zadkladé  vzijemného
odsouhlaseni navrhu faktury vystavi
Poskytovatel fakturu na odménu a

pripadné nahrady, jez je v souladu s touto
Smlouvou opravnéno fakturovat, kterou
doru¢i Zadavateli. Zadavatel zaplati
Poskytovateli na zakladé fadné vystavené a
dorucené faktury pfislusSnou odménu a
pripadné opravnéné fakturované nahrady za
obdobi, pro néz byl pfedmétny ndvrh
faktury dle tohoto ¢lanku odsouhlasen.

V  piipadé, ze Zadavatel nezasle
Poskytovateli vySe uvedeny piehled (navrh
faktury) k odsouhlaseni ve 1htit¢ 30 dnti ode
dne ukonceni kalendainiho pololeti, zasle
Poskytovatel Zadavateli pisemnou vyzvu a
pokud Zadavatel nezasle uvedeny piehled
(navrh faktury) ani ve lhGté¢ 30 dnl od
doruceni takové vyzvy, je Poskytovatel

43

Any remuneration and reimbursement for
the Provider shall be issued to the bank
account of the Provider.

Invoices must be addressed to the Sponsor,
must include Protocol number, order number
and the name of the Principal Investigator and
must be sent to the address specified in
Appendix 1. Invoices must also meet all
requirements stipulated in applicable laws
regulating value-add tax. 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 Provider and
the Principal Investigator in the following
manner: retroactively for the past and not yet
invoiced period of each calendar half-year of
the Study, the Contracting Partners and the
Sponsor shall approve in writing or by e-mail
an overview of the number, type and value of
individual activities, which were performed by
the Principal Investigator and/or other Study
Team Members and which are to be paid by
the Sponsor based on this Agreement (i.e.
draft invoice), sent by a person authorized by
the Sponsor. Every overview must be prepared
separately for each trial subject and must
include an itemized list of all wisits,
examinations and other services provided in
the relevant calendar half-year. Based on the
mutually approved draft invoice, the Provider
shall issue an invoice for remuneration and
potential reimbursement that the Provider 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 Provider 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
Provider the aforesaid overview (draft
invoice) for approval within 30 days of the
end of the calendar half-year, the Provider
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 Provider shall
have the right to issue an invoice and the

opravnén vystavit fakturu a Zadavatel je Sponsor shall pay the Provider the
povinen uhradit Poskytovateli odménu a remuneration and reimbursement for all
nahrady za vSechny fakturované tkony invoiced activities performed during the
provedené v obdobi kalendainiho pololeti calendar  half-year, by the Principal
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Hlavnim zkouSejicim a/nebo ostatnimi Investigator and/or other Study Team

Cleny studijniho tymu. Members.

V ptipad¢, Ze Poskytovatel zjisti, Ze jsou The Provider must immediately report any
v ptehledu (navrhu faktury) nedostatky, potential deficiencies in the overview (draft
tyto oznami bez zbytecného odkladu invoice) to the Sponsor, and the Sponsor must
Zadavateli, ktery je povinen je odstranit. remedy such deficiencies. In the case that the
Ma-li Zadavatel zato, ze v ptehledu (navrhu Sponsor believes that the overview (draft
faktury) zadné nedostatky nejsou, sdéli toto invoice) has no deficiencies, the Sponsor shall
Poskytovateli. Poskytovatel a Zadavatel announce it to the Provider. The Provider and
jsou nasledné povinni si  navzijem the Sponsor must then cooperate as necessary
poskytnout  sou€innost nezbytnou k to rectify such discrepancies. Failure to
odstranéni pripadnych rozpord. cooperate shall be considered a minor breach
Neposkytnuti soucinnosti se povaZuje za of this Agreement.

nepodstatné poruseni Smlouvy.

Neodstrani-li Zadavatel nedostatky v In the case that the Sponsor fails to remedy
prehledu (navrhu faktury) ani ve lhité 45 deficiencies in the overview (draft invoice), or
dni ode dne dorueni ozndmeni dle fails to inform the Provider that the Sponsor
predchoziho odstavce, nebo v téze Ihuté believes that the overview (draft invoice) has
nesdéli Poskytovateli , Ze v piehledu no deficiencies, within 45 days of
(ndvrhu  faktury) zaddné  nedostatky announcement based on the previous
nespatiuje, plati, ze rozhodny pro vystaveni paragraph, the Provider shall use its version of
faktury je ptehled (navrh faktury) ve znéni the overview (draft invoice), based on which
pripominek Poskytovatele, na zakladé the Provider shall issue an invoice and the
kterého je Poskytovatel opravnén vystavit Sponsor shall have to pay the remuneration
fakturu a Zadavatel je povinen odménu a and reimbursement for invoiced activities
nahrady za fakturované tikony provedené v performed during the calendar half-year by
obdobi kalenddiniho pololeti Hlavnim the Principal Investigator and/or other Study
zkousejicim  a/nebo  ostatnimi  Cleny Team Members.

studijniho tymu Poskytovateli uhradit.

4.4 Zadavatel ma pravo zadrzet az 10% | 4.4  The Sponsor has the right to retain up to

z pfislusné cCastky odmény za obdobi 10% of the remuneration for the calendar
kalendainiho pololeti (dale jen ,,zadrzné®). half-year (hereinafter referred to as the
Zadavatel se zavazuje uhradit Poskytovateli “Retainer”). The Sponsor agrees to pay the
zadrzné poté, co budou predlozeny vSechny Provider the Retainer after all relevant CRFs
ptislusné¢ CRF, budou zodpovézeny vSechny were submitted, all questions concerning
dotazy s ohledem na data obsazena v téchto CRF data were answered and all incorrect or
CRF a budou odstranény vSechny incomplete data in the database were
nespravnosti a nedostatky dat v databazi. rectified.

4.5 Nestanovi-li tato Smlouva jinak, vSechny | 4.5 Unless otherwise stated in this Agreement, no
castky uvedené v této Smlouvé a jejich amounts specified in this Agreement and its
pfilohach jsou uvedeny bez DPH. Pokud Appendices include VAT. In the case that
nékteré platby za sluzby podléhaji DPH, any payment for services is subject to VAT,
Zadavatel zaplati pislusnou ¢astku DPH ve the Sponsor shall pay the relevant VAT
vysi dle pravnich ptedpist ucinnych ke dni amount stipulated in legal regulations
uskutecnéni zdanitelného plnéni na zakladé effective as of the date of taxable supply
pfislusného daniového dokladu (faktury), based on the relevant tax document (invoice)
ktera bude spliiovat vSechny nalezitosti that shall meet the requirements laid down in
pfedepsané pfislusnymi pravnimi piedpisy. applicable legal regulations. The Provider
Poskytovatel nese odpovédnost za uhrazeni shall be responsible for paying any other tax
vSech ostatnich dani v souvislosti s platbami with respect to the payments made based on
na zaklad¢ této Smlouvy. this Agreement.

4.6 Smluvni partnefi si jsou védomi, ze | 4.6 The Contracting Partners understand that the
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Zadavatel mlize zvefejnit na webové strance
www.transparentnispoluprace.cz vlastnéné a
provozované Asociaci inovativniho
farmaceutického primyslu platby a jina
plnéni tykajici se vyzkumu a vyvoje, tj. (1)
platby provedené ze strany Zadavatele na
zékladé 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 registraéni poplatky, ucastnické
poplatky nebo obdobné poplatky, které
Zadavatel uhradi na zaklad¢ této Smlouvy, a
to anonymnim zpisobem, tj. na agregované
urovni. Tyto informace mohou byt rovnéz
publikovany jako soucast této Smlouvy
vregistru smluv na zikladé zdkona C.
340/2015 Sb., o Registru Smluv (dale jen
»Zakon o registru smluv*). Bez ohledu na
vySe uvedené muze Zadavatel zvefejnit
prevod jakékoliv hodnoty poskytnuté v ramci
této Smlouvy. Smluvni strany se dohodly, ze
tato smlouva bude zvefejnéna vyhradné
v rozsahu a podobé¢ pfilozené k této smlouvé
jako pftiloha ¢. 4.

Sponsor may disclose 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, i.e. on aggregated level. This information
may also be disclosed as a part of this
Agreement in the Agreements Register
pursuant Act No. 340/2015 Coll.,, on the
agreements register (hereinafter referred to as
the “Agreements Register Act”).
Notwithstanding the aforementioned, the
Sponsor may also disclose any transfer of
value under this Agreement. The Contracting
Parties have agreed that this Agreement shall
be disclosed exclusively in the scope and form
attached to this Agreement as Appendix 4.

4.7 Veskera penézni plnéni subjektu hodnoceni jsou
vyplacena Poskytovatelem v souladu s touto
Smlouvou a Protokolem.

4.7

Payments to trial subjects shall be made by the
Provider in compliance with this Agreement
and the Protocol.

C1. 5 — Prava kvysledkiim

Article 5 — Rights to Results

5.1. Zadavateli patii vyhradni prava ke vsem
vysledktim, datim vzniklym v souvislosti
s provadénim Studie (dale jen ,,Vysledky®).
Smluvni partnefi timto pfedem postupuji
veskera sva majetkova prava k Vysledkiim na
Zadavatele a Zadavatel tato postoupena prava
pfijimd. Odmeéna za tento pfrevod je jiz
zahrnuta v odméné Smluvnich partnerd dle
¢l. 4. Smluvni partnefi neziskavaji
k Vysledkim plnénim této Smlouvy zadna
prava.

5.1

The Sponsor shall own the exclusive rights to
all results, data arising in connection with 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.

5.2. VsSechna zdravotnickd dokumentace a
puvodni zdrojova dokumentace zistane
majetkem Poskytovatele; nicméné, Zadavatel
je opravnén je pouzit v souladu s touto
Smlouvou a souhlasem subjektti hodnoceni.
Zptistupnéni Vysledki jakémukoli subjektu,
véetné smluvni vyzkumné organizace C¢i
etické komise anebo regulatorniho organu
nebude povazovano za udéleni vlastnického
prava k témto informacim témto subjektim.

5.2

All medical records and original source
documents shall remain the property of the
Provider; 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.

5.3. Vrozsahu, vjakém prava k Vysledkim

53

To the extent rights to Results are legally not
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nejsou prevoditelna, udéluji timto Smluvni
partnefi Zadavateli vyhradni, neodvolatelnou
v misté¢ a ¢ase neomezenou licenci s pravem
udélovat podlicence a to ke vSem zpisobtim
uziti téchto Vysledkd. Odmeéna za tuto licenci
je jiz zahrnuta v odméné Smluvnich partnert
dle ¢l. 4. Poskytovatel se zavazuje vyvinout
maximalni usili k tomu, aby skutecni
vlastnici téchto prav duSevniho vlastnictvi,
tzn. zameéstnanci Poskytovatele a/nebo
zucastnéné treti strany, umozni Poskytovateli
udélit vySe uvedenou licenci Zadavateli.
Zadavatel neni povinen licenci vyuZit.

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
Provider shall make maximum efforts so that
the actual owners of the intellectual property
rights, i.e. employees of the Provider and/or
involved third parties, would allow the
Provider to grant the aforementioned license
to the Sponsor.

54

5.5

Smluvni partneti se zavazuji zajistit, Ze veskeré
objevy, vynalezy a specifikace, bez ohledu na to
zda jsou zpusobilé byt predmétem patentové
ochrany ¢i nikoli, které vznikly, byly vytvofené,
odvozené, vyprodukované, objevené,
vymyslené nebo jinak u¢inéné Poskytovatelem,
Hlavnim zkousejicim a/nebo Cleny studijniho
tymu v souvislosti s provadénim Studie (dale
jen  ,Vynalezy“), ucinéné zaméstnanci
Poskytovatele nebo jinymi  stranami
zahrnutymi Smluvnimi partnery do provadéni
Studie, budou  bezodkladné¢  oznidmeny
Zadavateli.

Pro odstranéni pochybnosti plati, Ze Vynalezy,
které jsou vylepSenimi Hodnoceného 1€ku, nebo
predstavuji nové pouziti ¢i nové lékové formy
Hodnoceného 1éku jsou vyluénym vlastnictvim
Zadavatele.

54

The Contracting Partners agree to ensure that
all findings, discoveries, inventions and
specifications, whether patentable or not, that
were  originated, conceived, derived,
produced, discovered, invented or otherwise
made by the Provider, the Principal
Investigator and/or Study Team Members in
connection with conducting the Study
(hereinafter referred to as “Inventions’) made
by employees of the Provider or other parties
included in the Study by the Contracting
Partners shall be reported to the Sponsor
without undue delay.

5.5 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.

5.6

Zadavatel anebo kterdkoli s nim Propojena
osoba jsou opravnéni podat piihlasku patentu
pro tyto Vynalezy svym vlastnim jménem
anebo jménem urcené tieti strany, na vlastni
naklady, suvedenim jména vynalezce(-1)
v prihldsce patentu. Smluvni partneti se
zavazuji podepsat a zajistit, aby zaméstnanci
Poskytovatele a dalsi subjekty zahrnuté
Smluvnimi partnery do provadéni Studie
podepsali veskeré dokumenty a poskytli
takova svédectvi, jaké Zadavatel uznd za
nezbytné pro ucely podani piihlasky patentu a
ziskdni  patentu za  Gfelem  ochrany
opravnénych zajmii Zadavatele k dusevnimu
vlastnictvi, ktera vzniknou ze Studie.

5.6

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
Provider 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.

5.7

Zadavatel a jeho Propojené osoby smi uzivat,
rozmnozovat a pievadét anonymizované
radiologické/diagnostické snimky potfizené
v pribéhu Studie v souladu s ustanovenimi
informovaného souhlasu a v rozsahu tam
stanoveném, pro veSkeré ucely, védecké
a/nebo  komercni, v jakékoli form¢ a

5.7

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
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jakymikoli zptisoby, elektronickymi nebo
mechanickymi, vcetné potizovani fotokopii,
elektronickych zaznamu (napi. na CD-ROM),
mikro-kopii, nebo prostfednictvim systému
uchovavani a obnovovani dat, vcetné
databank a internetu. Za timto ti¢elem udéluji
Smluvni partneti Zadavateli  vyhradni,
mistem neomezenou a neodvolatelnou
licenci, vcetn¢ prava udélovat podlicence
Propojenym osobam Zadavatele, k uzivani
vySe uvedenych snimkii. Odména za tuto
licenci je jiz zahrnuta v odméné Smluvnich
partneri dle ¢l. 4. Nejsou-li Poskytovatel
anebo Hlavni zkouSejici vlastniky prav
k t¢émto snimkim, Poskytovatel a/nebo
Hlavni zkouSejici se zavazuji zajistit, aby
skute¢ny  vlastnik  téchto  prav, tzn.
zameéstnanci Poskytovatele  a/nebo treti
osoby zahrnut¢ do provadéni Studie,
umoznili Smluvnim stranam udélit vyse
uvedenou licenci Zadavateli. Smluvni
partnefi potvrzuji, Ze veskeré takové snimky
budou ziskané se souhlasem subjektu
hodnoceni, ktery  Poskytovateli  pteda
Zadavatel a ze nebudou obsahovat zadné
informace, jejichz prostiednictvim by mohl

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 Provider
or the Principal Investigator is not the owner
of these rights to such images, the Provider
and/or the Principal Investigator agree to
ensure that the actual owner of these rights,
i.e. employees of the Provider 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 Provider
by the Sponsor and that the images shall not
contain any information, through which the

byt  identifikovan  konkrétni  subjekt relevant trial subject could be identified.
hodnoceni.

5.8  Zadavatel udéluje Smluvnim partnerim | 5.8 The Sponsor provides the Contracting Partners
nevyhradni licenci k Vysledklim vytvofenym with a non-exclusive license to Results created
Poskytovatelem  pro interni nekomercni at the Provider for internal non-commercial
vyzkumné a vzdéladvaci ucely pti dodrzeni research and educational purposes, subject to
podminek  zachovavani  divérnosti a confidentiality and publication terms specified
podminek pro publikovani, jez jsou obsazeny in this Agreement. Such license does not
v této Smlouvé. Tato licence neopraviiuje allow for granting any sub-licenses.

k udélovani jakychkoliv podlicenci.
Cl. 6 — Zachovavani divérnosti Article 6 — Confidentiality
6.1. Smluvni partnefi se zavazuji zachazet se | 6.1 The Contracting Partners agree to treat as

vSemi  informacemi oznadenymi  jako
»DUveéné™“ a piijatymi od Zadavatele nebo
jeho jménem anebo od Propojenych osob
Zadavatele v souvislosti se Studii,
Hodnocenym 1ékem, Protokolem nebo touto
Smlouvou a s Vysledky (dale jen ,,Davérné
informace®) ptisné¢ divérné. Smluvni strany
zaroven sjednavaji, ze jsou Smluvni partneti
povinni zachézet jako s divérnymi i s témi
informacemi, které sice jako ,,Duvérné“
nejsou oznaceny, ale mohou byt povazovany
za Divérné informace, a to na zaklad¢ jejich
povahy ¢i podminek, které se vztahovaly
k jejich poskytnuti ¢i zpfistupnéni, vcetné
vSech udaju tykajicich se Studie, udajii pro
vnitini potfebu, anebo informaci vytvorenych

strictly confidential all information marked as
“Confidential” and received from or on behalf
of the Sponsor or any of its Affiliates in
relation to the Study, the Study Drug, the
Protocol or this Agreement as well as Results
(hereinafter referred to as “Confidential
Information”). The Contracting Parties agree
that the Contracting Partners must also treat as
strictly confidential any information that is not
marked as “Confidential” but can be
considered Confidential Information based on
its nature or conditions under which it was
provided or disclosed, including any data
concerning the Study, information for internal
use only or information created based on the
Study, for example including the Protocol, the

=
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na zakladé Studie, a to napiiklad vcetné
Protokolu, souboru informaci pro
zkousSejiciho ¢i predbéznych vysledki Studie.
Smluvni partnefi smi pouzivat Duveérné
informace pouze pro ucely plnéni této
Smlouvy a zavazuji se nezpfistupnit takové
Duvémné informace Zadné tieti stran€ mimo
stran  povéfenych  Zadavatelem  bez
predchoziho pisemného souhlasu Zadavatele.
Smluvni partneti se zavazuji umoznit pristup
k Divérnym informacim pouze osobam, jez
se s Duvémymi informacemi maji potiebu
seznamovat pro ucely poskytovani sluzeb na
zaklad¢ této Smlouvy a i to pouze tehdy,
pokud tyto osoby byly Smluvnimi partnery
prokazatelné zavazany k dodrzovani
podminek alesponi tak piisnych, jako jsou
podminky dle tohoto ¢l. 6.

dataset for the investigator or preliminary
results of the Study. The Contracting Partners
may use Confidential Information only for the
purposes of performance of this Agreement
and agree not to disclose such Confidential
Information to any third party other than
parties authorized by the Sponsor without the
Sponsor’s  prior written consent. The
Contracting Partners agree to provide access
to Confidential Information only to persons
that need to know Confidential Information
for the purpose of providing services based on
this Agreement and only if such persons were
provably bound by the Contracting Partners to
observe conditions that are at least as stringent
as the conditions under this Article 6.

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

6.3. Pojem Davémé informace, jak je pouzivan | 6.3 The term Confidential Information, as used in
vtéto Smlouvé, se nevztahuje na data a this Agreement, does not apply to data and
informace, u nichz mohou Smluvni partnefi information where the Contracting Partners
prokazat, ze (i) jimi Poskytovatel nebo can prove that such data and information (i)
Hlavni zkousSejici disponovali bez povinnosti were already in possession of the Provider or
mlcenlivosti  vdobé, kdy jim Dbyly the Principal Investigator without the
zptistupnéné  Zadavatelem nebo  jeho confidentiality obligation at the time of their
Propojenymi  osobami, anebo jménem disclosure to them by or on behalf of the
nékterych znich, (ii) jsou nebo se stanou Sponsor or any of its Affiliates, (ii) are or
soucasti vefejnych informaci jinak nez become a part of public information by means
jednanim ¢i opomenutim Poskytovatele nebo other than by an act or omission on the part of
Hlavniho zkousejiciho, (iii) je Poskytovatel the Provider or the Principal Investigator, (iii)
nebo Hlavni zkousSejici pravem nabyli od teti were legally acquired by the Provider or the
strany, ktera neni vii¢i Zadavateli nebo jeho Principal Investigator from a third party not
Propojenym osobam vazana vyslovnou nebo bound to the Sponsor or its Affiliates by an
predpoklddanou  povinnosti mlcenlivosti, explicit or implied confidentiality obligation
nebo (iv) byly vytvofeny nezavisle or (iv) were created independently by the
Poskytovatelem nebo Hlavnim zkouSejicim Provider or the Principal Investigator without
bez odkazovani se na Duvérné informace reference to Confidential Information or its
nebo jejich pouziti. use.

6.4. Navic jsou Smluvni partneti opravnéni | 6.4  Furthermore, the Contracting Partners may

zptistupnit Dlvérmné informace v takovém
rozsahu, vjakém je takové zpiistupnéni
vyzadovano  pravnimi  piedpisy  nebo
vykonatelnym soudnim rozhodnutim, avSak
za podminky, Ze Smluvni partnefi o takové
skutecnosti v pfiméfeném casovém piedstihu
informuji Zadavatele a na jeho Zadost s nim
budou spolupracovat ve snaze dosahnout
opatfeni za ucelem ochrany nebo jiného
priméfené¢ho pravniho prostiedku. Smluvni
partnefi se zavazuji vyvinout vsSechno

disclose Confidential Information to the extent
required by law or an enforceable court order,
provided, however, that the Contracting
Partners shall give the Sponsor reasonable
advance notice and shall cooperate with the
Sponsor to seek a protective order or any other
appropriate remedy upon the request of the
Sponsor. The Contracting Partners agree to
make maximum reasonable efforts to ensure
confidential treatment of any Confidential
Information that shall be disclosed.
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priméfené usili, aby zabezpeéili daveérné
zachazeni s kteroukoli z Divérnych
informaci, jez bude zpfistupnéna.

této Smlouvy a tykajici se zachovavani
mlcenlivosti ve vztahu ke Studii, se nahrazuji
touto Smlouvou a pouze ve vztahu ke Studii.

6.5. Tyto povinnosti k zachovavani mléenlivosti a | 6.5 This confidentiality obligation and the
zakazu pouzivani Duvérnych informaci dle prohibition to use Confidential Information as
této Smlouvy =zdstanou v platnosti i po specified in this Agreement shall remain in
skonceni této Smlouvy. effect even after this Agreement is terminated.

6.6. Smluvni partnefi se zavazuji na zadost | 6.6 The Contracting Partners agree to liquidate and
Zadavatele zlikvidovat a smazat Duavérné delete any Confidential Information in their
informace, jimiz disponuji anebo je vratit possession or to return it to the Sponsor upon
Zadavateli. the request of the Sponsor.

6.7. Veskeré dohody existujici pred uzavienim | 6.7 All pre-existing agreements regarding the

confidentiality obligation with regard to the
Study shall be superseded by this Agreement
and only with regard to the Study.

6.8. Zadavatel se zavazuje zachovavat mlcenlivost
o skutecnostech, které Poskytovatel oznaci
jako skutec¢nosti divérné.

6.8 The Sponsor agrees not to disclose any fact

that the Provider designates as confidential.

Cl. 7 — Publikovani, tiskové zpravy a veiejna

Article 7 — Publication, Press Releases and Public

ze vptipadé multicentrickych studii se
Vysledky Studie publikuji pouze
prostfednictvim koordinace se Zadavatelem

oznameni Announcements

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

publication obligations and terms:

7.1.1 Smluvni partnefi se zavazuji poskytovat | 7.1.1 The Contracting Partners agree to provide the
Zadavateli veskeré navrhy na publikovani Sponsor with all proposed publications or oral
nebo Ustni prezentace tykajici se Studie nebo presentations relating to the Study or the
Hodnoceného 1¢ku nebo Vysledki (déale jen Study Drug or Results (hereinafter referred to
»Publikace®) nejmén¢ Sedesat (60) dnil pied as the “Publication”) at least sixty (60) days
zamySlenym predloZzenim nebo prezentaci prior to the intended submission or
Publikace, aby je Zadavatel mohl presentation of the Publication in order to
zkontrolovat. allow the Sponsor to review it.

7.1.2 Pokud Zadavatel neucini vuc¢i Smluvnim | 7.1.2 If the Sponsor does not notify the Contracting
partnerim zadné oznameni ve lhité 45 dnt Partners within 45 days of the Sponsor's
ode dne, kdy mu byla dorucena zamyslena receipt of the intended Publication, the
Publikace, Smluvni partnefi se zavazuji Contracting Partners agree to remind the
pfipomenout Zadavateli zamySlené datum Sponsor of the intended date of the
Publikace. Smluvni partnefi nejsou opravnéni Publication. The Contracting Partners are not
publikovat  Publikace bez  vyslovného allowed to publish Publications without the
souhlasu Zadavatele. explicit consent of the Sponsor.

7.1.3 Smluvni strany berou na védomi a souhlasi, | 7.1.3 The Contracting Parties acknowledge and

agree that, in case of multi-center studies,
Results of the Study are published only
through coordination with the Sponsor in
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za Uucelem kombinovani vysledkli ze vSech
Provider ucastnicich se Studie. Smluvni
partnefi jsou opravnéni publikovat Vysledky
Poskytovatele za podminky, Ze celkové
vysledky nebyly publikovany do 18 mésict
od dokonCeni Studie, a souCasné za
podminky postupovani v souladu
s podminkami stanovenimi v tomto ¢lanku.

order to combine the results of all centers
participating in the Study. The Contracting
Partners may publish Results of their center on
the condition that overall results were not
published within 18 months of the completion
of the Study, subject to the compliance with
the terms set forth in this Article.

7.1.4

Zadavatel a Smluvni partnefi se zavazuji
prodiskutovat veskeré rozdily v nazorech na
zamySleny obsah Publikace za ucelem
nalezeni feSeni uspokojivého pro Zadavatele i
pro Smluvni partnery. Zadavatel je oprdvnén
navrhnout jakékoli zmény Publikace, které
odivodnéné povazuje za nezbytné pro
védecké tcely. Smluvni partneti se zavazuji,
ze implementace takovych doporucenych
zmén nebude bezdiivodné odmitnuta.

7.14The 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.

Pokud 1ze oc¢ekavat, Ze takova Publikace by
mohla mit nezadouci ucinek na zachovani
diavérnosti kterékoli z Duvérnych informaci
Zadavatele, Smluvni partnetfi se zavazuji
zabranit takové Publikaci, ledaze predmétna
Divérna informace nemilze byt vymazana
z Publikace bez ujmy védecké spravnosti
Publikace.

7.1.51f such Publication is expected to have an

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

Pokud by Publikace zpohledu Zadavatele
mohla mit nezddouci ucinek na schopnost
ziskat patentovou ochranu pro kterykoli
Vyndlez, Zadavatel ma pravo pozadovat
odklad Publikace na pifiméfenou dobu za
ucelem pfipravy a podani zadané patentové
ptfihlasky Zadavatelem nebo jeho jménem,
avSak tato doba nesmi presahnout Sest (6)
mésich od data, kdy byla Zadavateli
Publikace dorucena ke kontrole. Zadavatel
ma pravo pozadovat dalsi odklad Publikace,
pokud patentova piihlaska byla podina a
pokud piihlaska spravem piednosti je
neuplné a v ramci 1 roku od podani ptihlasSky
s pravem prednosti musi byt do Zzadosti
doplnén  pfedmét patentové  piihlasky.
V tomto piipadé ma Zadavatel pravo
pozadovat odklad jakékoli Publikace az do
doplnéni  pfihlasky s prdvem piednosti.
Zadavatel nebude zakazovat Publikaci
v piipadé, kdy informace, ktera je zplsobila
byt predmétem patentové ochrany, byla
z planované Publikace odstranéna.

7.1.6 If the Publication may - in the Sponsor’s view

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

Smluvni partneti se zavazuji zahrnout do
kazdé Publikace ustanoveni informujici, Ze

7.1.7 The Contracting Partners agree to include in

every Publication information that the creation
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vytvoreni dat bylo podpofeno Zadavatelem a
souCasn¢ se Smluvni partneti zavazuji
informovat o své mife angaZovanosti ve
Studii a prospéchu, ktery jim ze Studie

plynul. Autorstvi a uzndni za védecké
publikovani by mély byt v souladu
s Jednotnymi  pozadavky na  rukopisy

vydanymi Mezinarodnim vyborem redaktort
Iékaiskych casopisi - ICMIJE (Uniform
Requirements for Manuscripts).

of data was supported by the Sponsor as well
as information about their involvement in the
Study and their benefits from the Study.

Authorship and acknowledgements for
scientific publications should be consistent
with the Uniform Requirements for
Manuscripts issued by the International
Committee of Medical Journal Editors
(ICMIE).

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

7.3  Povinnosti stanové v ¢l. 7.1 zastanou | 7.3 The obligations set forth in Article 7.1 shall
v platnosti dalSich patnact (15) let po remain in effect for another fifteen (15) years
pfed¢asném ukoncéeni nebo fadném uplynuti after early termination or expiration of this
této Smlouvy. Agreement.

7.4  Zadavatel je opravnén zvefejnit vysledky | 7.4 The Sponsor may publish Results of the Study
Studie zpisobem, ktery uzné za vhodny, a to in any manner it deems appropriate, both
jak po celou dobu trvani této smlouvy, tak po during, and following termination of this
jejim ukonceni, dale je Zadavatel opravnén Agreement; the Sponsor may also post
umistit informace o Studii a o Vysledcich na information about the Study and Results on
internet, napf. na stranky http://www.sukl.cz/ the Internet, e.g. on www.ClinicalTrials.gov
modules/evaluation/, (register posting) and on websites for results
http://clinicaltrialsregister.eu/ a posting, on the Sponsor’s company website
www.ClinicalTrials.gov (zvefejnéni registru) (register and results posting) and in any other
a na stranky pro zvefejnéni vysledkl, na database required by laws in accordance with
firemni stranky Zadavatele (zvetejnéni applicable standards regarding scope, form
registru a vysledkd) a v kterékoli databazi and content.
vyzadované pravnimi predpisy v souladu
s piislusnymi standardy ve vztahu k rozsahu,
formé¢ a obsahu.

7.5 Smluvni partnefi se zavazuji nepublikovat | 7.5 The Contracting Partners agree not to publish
z4dné tiskové zpravy nebo jind vefejna any press release or any other public
oznameni o Studii, Vysledcich Studie a/nebo announcements about the Study, Results of the
Hodnoceném  1léku  bez  pfedchoziho Study and/or the Study Drug without the
pisemného souhlasu Zadavatele, s vyjimkou Sponsor's prior written consent, except for
opravnéné zvetejnénych a vefejné justifiably disclosed and publicly available
dostupnych informaci. information.

7.6 Nazev Zadavatele nesmi byt pouzivan | 7.6 The name of the Sponsor may not be used in
v zadném reklamnim ¢&i jiném materialu any advertising or any other material of the
Smluvnich  partnert bez  ptredchoziho Contracting Partners without the Sponsor's
pisemného schvaleni Zadavatelem. prior written authorization.

Cl. 8 — Odpovédnost a od§kodnéni Article 8 — Liability and Indemnity
8.1. Smluvni partnefi se zavazuji Zadavateli | 8.1 The Contracting Partners agree to indemnify

nahradit ujmu (vcetné Ujmy nemajetkové)
vzniklou z divodu (i) nedbalostniho nebo
umysiného  protipravniho  jednani  ¢i
opomenuti a/nebo (ii) poruseni kterékoli

the Sponsor for any damage (including non-
pecuniary damage) incurred as a result of (i) a
negligent or willful illegal act or omission
and/or (ii)) a breach of any obligations
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z povinnosti  pfijatych na zéklad¢ této
Smlouvy kterymkoli z nich, nebo kterymkoli
ze zaméstnancl Poskytovatele nebo
smluvnich partnerd, jichZz pouziji pro ucely
plnéni této Smlouvy.

assumed under this Agreement by either of
them or any employee of the Provider or
contractors used for the purposes of fulfilment
of this Agreement.

8.2. Zadavatel je Smluvnim  partnerim | 8.2 The Sponsor must indemnify the Contracting
(Poskytovatel, Hlavni  zkouSejici  dale Partners (hereinafter the Provider and the
oznacovani jen jako ,,OdSkodiovana Principal Investigator collectively referred to
strana®) povinen nahradit 4jmu (véetné Gjmy as the “Indemnified Party”) for damage
nemajetkové) v rozsahu, v jakém je vici nim (including non-pecuniary damage) to the
u piislusného soudu subjektem hodnoceni extent to which a trial subject or any other
nebo jinymi k tomu podle platnych pravnich under law entitled person successfully claims
pfedpisli opravnénymi osobami Uspé$né namely damage to health (including death) as
uplatnén zejména narok na nahradu Gjmy na a result of using the Study Drug or any
zdravi (véetné smrti) vzniklé z duvodu clinical intervention or procedure required by
uzivani Hodnoceného Iéku nebo jakéhokoli the Protocol in a competent court of justice,
vykonu nebo postupu vykonaného na provided that such damage:
subjektu hodnoceni dle pozadavki Protokolu,

a to za podminky, ze tato Gjma:

8.2.1 nevznikla z davodu, ze OdSkodnovana strana | 8.2.1 did not arise from the failure of the
nejednala v souladu (a) s podminkami této Indemnified Party to comply with (a) the
Smlouvy; a/nebo (b) Protokolem; a/nebo (c) terms of this Agreement; and/or (b) the
vSemi prislusSnymi pravnimi pfedpisy a Protocol, and/or (c) all applicable laws and
pravidly upravujicimi provadéni Studie; regulations governing the performance of the
a/nebo (d) bezpecnostnimi opatfenimi a Study, and/or (d) safety measures and written
pisemnymi pokyny Zadavatele nebo jeho instructions of the Sponsor or its Affiliates;
Propojenych osob; a/nebo and/or

8.2.2 nevznikla zdlvodu nedbalého nebo | 8.2.2 does not arise from a negligent or willful
umysiného  protipravniho  jednani  ¢i illegal act or omission of the Indemnified
opomenuti OdSkodnované strany; a/nebo Party; and/or

8.2.3 neni pln¢ nahrazena z pojisténi sjednaného | 8.2.3 is not fully covered by insurance taken out in
v souladu s pravnimi pfedpisy ve prospéch | compliance with applicable laws for the benefit of
Odskodnované strany. the Indemnified Party.

8.3. Dale plati, ze pokud vznikne takova Ujma | 8.3 In the case that such damage incurs only in
pouze  zCasti zdivodd na  strané part due to reasons on the part of the
Odskodnované strany uvedenych v ¢l. 8.2.1, Indemnified Party as specified in Article 8.2.1
nebo 8.2.2, OdSkodiiované strané vznika or 8.2.2, the Indemnified Party shall be
narok na ndhradu Gjmy vu¢i Zadavateli entitled to indemnification from the Sponsor
v rozsahu, vjakém se na vzniku Skody to the extent to which the reasons indicated in
nepodilely divody uvedené v ¢l. 8.2.1 a/nebo Article 8.2.1 and/or 8.2.2 did not contribute to
8.2.2. the damage.

8.4  Pravo Smluvnich partnerd na nahradu Gjmy | 8.4 The Contracting Partners shall not be entitled

dle ¢l. 8.2 dale nevznikne a Zadavatel nebude
mit povinnost nahradu GUjmy poskytnout,
s vyjimkou odst. 8.4.3, pouze v rozsahu, ve
kterém bude mit poruSeni nekteré z nize
uvedenych povinnosti ze strany Smluvnich

to indemnification under Article 8.2 and the
Sponsor shall not provide indemnification,
with the exception of Paragraph 8.4.3, if the
Contracting Partners breach any of the
following obligations and such breach has a
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8.4.1 Smluvni partnefi se zavazuji pisemné
informovat Zadavatele o kazdém ndroku
a/nebo  zalobé v maximadlnim mozném
rozsahu, jez spadaji nebo by mohly spadat
pod tato ustanoveni o nadhradé jmy, a to do
patnacti (15) dni ode dne, kdy se o nich
dovédéeli, a soucasné umoznit Zadavateli, aby
schvaloval vSechny tkony a obranu proti
takovému naroku nebo zalobé véetné
rozhodovani o jeho urovnani; a

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

zadny takovy narok nebo soudni fizeni bez
predchoziho pisemného souhlasu Zadavatele.

8.4.2 Smluvni partnefi jsou povinni spolupracovat 8.4.2 The Contracting Partners must
se Zadavatelem a jeho pravnimi zastupci a cooperate and require its employees to
pojistiteli pii obrané proti takovému naroku cooperate, with the Sponsor and its attorneys
nebo zalob€, a zajistit takovou spolupraci and insurers in the defense of such a claim or
také svych zaméstnancti; a lawsuit; and

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

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

C1. 9 — Pojisténi

Article 9 — Insurance

9.1 Zadavatel odpovidd za zajiSténi pojisténi pro
ucely Studie  vsouladu s pfislusnymi
pravnimi  predpisy. Za timto ucelem
Zadavatel prohlaSuje, ze zajistil pojisténi
odpovédnosti Zadavatele a ZkousSejiciho za
Skodu (vCetné nemajetkové wjmy, vyjma
nemajetkové Gjmy zpisobené porusenim prav
na ochranu osobnosti ¢i jména, urazkou na
cti, pomluvou, Sikanou, obtézovanim,
nerovnym zachazenim ¢i jinymi zplsoby
diskriminace), jehoz prostiednictvim je
zajisténo 1 odskodnéni v piipadé smrti
subjektu hodnoceni nebo v pfipadé¢ wjmy
vzniklé na zdravi subjektu hodnoceni v
disledku provadéni Studie v souladu s § 52
odst. 3 pism. f) zdkona o léCivech. Pro
vylouceni pochybnosti Zadavatel a Smluvni
partnefi prohlasuji, ze pojisténi podle tohoto
odstavce nenahrazuje pojisténi vztahujici se
k aktivitam, které nesouvisi se Studii, napf.
bézné poskytovani zdravotnich
sluzeb.Poskytovatel prohlaSuje, ze ma dle §
45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach uzavienu pojistnou
smlouvu na pojisténi odpovédnosti za Skodu
zpusobenou pii poskytovani zdravotni péce.

9.1 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 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 52 (3, f) 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. The Provider declares that according
to § 45 par. 2 let. n) of Act No. 372/2011
Coll., on health services, it has taken out an
insurance contract for liability insurance for
damage caused during the provision of health
care.

CL 10 — Ochrana a zp¥istupnéni osobnich vidaji

Article 10 — Personal Data Protection and
Disclosure

10.1. ,Zakony na ochranu osobnich udaju*
znamend vSechny platné zakony, predpisy a
regulacni pozadavky a nafizeni souvisejici s
ochranou osobnich udaji a soukromi obecné

10.1 Definitions:

“Data Protection and Privacy Laws” mean
all applicable laws, regulations, and regulatory
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vcetné: (a) Obecné nafizeni o ochran¢
osobnich  udaji  2016/679  (ddle jen
,hatizeni®);  (b)  kteréhokoliv  pravniho
predpisu  zajistujiciho provedeni ttohoto
nafizeni nebo souvisejici  kteréhokoliv
pravniho predpisu kteréhokoliv ¢lenského
staitu  Evropského hospodarského prostoru;
nebo (c¢) jakéhokoliv jiného zakona v ramci
kterékoliv soudni pravomoci, at’ jiz platného v
soucasnosti nebo v budoucnu, postihujici
zpracovani osobnich udaju kterékoliv strany
této smlouvy.

,0sobni udaje”, ,,Zpracovani®, , Spravce,
»Zpracovatel” a ,,Subjekt udaji* maji stejny
vyznam jako v nafizeni a zahrnuji také
podminky nebo odpovidajici podminky jak
jsou definovany jinymi zakony na ochranu
osobnich udaji. Osobni udaje zahrnuji
kédované udaje a snimky pacienti.

requirements and guidance relating to data
protection and privacy globally, including (a)
the General Data Protection Regulation
2016/679 (“Regulation”) of 25 May 2018; (b)
any legislation transposing the Regulation; or
(c) any other law now in force or that may in
future come into force, in any relevant
jurisdiction, governing the Processing of
Personal Data applicable to any party to this
Agreement.

“Personal Data”,  “Process/Processing”,
“Controller”, “Processor” and “Data
Subject” shall have the same meaning as in the
Regulation and shall also include these terms,
or corresponding terms, as defined under any
other Data Protection and Privacy Laws.
Personal Data shall include patient-level key-
coded data and images.

10.2 Strany si navzijem zaruCuji, ze budou
zpracovavat osobni udaje v souladu se vSemi
zakony o ochran¢ Uidaji a soukromi a v souladu s
Mezindrodni  konferenci o  harmonizacnich
pokynech pro spravnou klinickou praxi (ICH-GCP)

10.2

The Parties warrant to each other that they will
Process Personal Data in compliance with all
Data Protection and Privacy Laws, and in
compliance with the International Conference
on Harmonisation Guideline for Good Clinical
Practice (ICH-GCP)

10.3 Smluvni strany berou na védomi, ze jak
smluvni partnefi, tak 1 zadavatel budou
povazovani za spravce v kontextu studie,
pokud jde o osobni tdaje ucastnikl studie.
Smluvni partneti se povazuji za kontrolora, ve
vztahu k Iékafskym zdznamim, a sponzor se
povazuje za Kkontrolora ve vztahu ke
kédovanym udajim ze studie (pro které jsou
smluvni partnefi povaZovani za zpracovatele)

10.3

The Parties acknowledge that both the
Contracting Partners and the Sponsor shall be
considered Controllers in the context of the
Study in regard to Study Participants Personal
Data. The Contracting Partners shall be
considered Controller with respect to the
medical records and the Sponsor shall be
considered Controller with respect to the
coded study data (for which the Contracting
Partners are considered to be Processor).

10.4 Smluvni partnefi jsou ve své funkci
zpracovatele povinni zpracovavat kodovana
data studie pouze pro ucely uréené sponzorem
jako spravcem v souladu s jeho pokyny. V
pfipadé, ze je Zpracovatel povinen
zpracovavat Osobni udaje nad ramec ucell
stanovenych Spravcem z divodu prava
Evropské unie, kterému Zpracovatel podléha,
informuje  Sprdvce o tomto pravnim
pozadavku pted zahdjenim Zpracovani, pokud
mu v tom nebude branéno ze zakona z diivodu
vetejného zajmu.

10.4

The Contracting Partners in their Processor
capacity are obliged to process the coded
study data only for the purposes determined
by the Sponsor as a Controller, in compliance
with its instructions. In case the Processor is
required to process the Personal Data beyond
the purposes determined by the Controller due
to a European Union law to which the
Processor is subject the Processor shall inform
the Controller of that legal requirement before
the Processing begins, unless prevented from
doing so by law on grounds of public interest

10.5 Podrobnosti zpracovani:

Druhy osobnich udajt:

Osobni udaje spojené se subjekty studie:
Datum narozeni a / nebo v¢k, inicialy, osobni
identifika¢ni ¢islo pfidélené subjektim

10.5 Details of Processing:

Types of Personal Data:

Personal data associated with trial subjects:
Date of birth and/or age, initials, personal
identification number assigned to Data Subjects
participating in the Study, description of

LR T et
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ucastnicim se Studie, popis charakteristik
fyzickych vlastnosti téla, zdravotni stav,
1ékarské obrazy a skeny (naptiklad rentgen a
dalsi vysledky studie), 1éky a dal$i medikace
podavana béhem studie.

Zvlastni kategorie osobnich udaji:

Zdravotni informace vcetné anamnézy,
zdravotniho stavu a jeho vyvoje v pribéhu
studie, informace o lékaiskych vySetfenich
(jako jsou vzorky krve, vysledky skenti a
biopsii) ziskané béhem studie, 1écba podana v
priabéhu studie, udaje odhalujici etnicky
puvod, genetické tidaje a / nebo osobni rodné
¢islo.

Ucel zpracovani:

Zpracovani osobnich udajil na zaklad¢ Studie,
pro vykon studijnich sluzeb podle Smlouvy,
pro  uUcely  povinného  monitorovani
bezpecnosti, jak je konkrétné popsano v
Protokolu, a pro doplnéni udaji v systému
CRF.

characteristics of physical features of the body,
medical condition, medical images and scans
(such as X-ray and other study results), drugs
and other treatments administered during the
Study.

Special categories of Personal Data:

Health information including past medical
history, medical condition and its development
during the Study, medical test information
(such as blood samples, results from scans and
biopsies) generated during the Study, treatment
administered in the course of the Study, data
revealing racial or ethnic origin, genetic data
and/or personal birth ID number.

Purpose of processing:

Processing of personal data pursuant to the
Study, for performance of Study services under
the Agreement, for the purpose of mandatory
safety monitoring as specifically described in
the Protocol, and for completion of data in the
CREF system.

10.6 CRO je Zpracovatel jednajici podle instrukei
Zadavatele s ohledem na nakladdni s
osobnimi udaji spojeném se Studii.

10.6 CRO is a Processor acting under instructions
from Sponsor with respect to the Processing of
Personal Data in relation to the Study.

10.7 Informace, které museji byt subjektim
poskytnuty podle c¢lanku 13 Nafrizeni (vetné
informaci ohledné pfenosu osobnich tdaji do
tietich zemi ve smyslu kapitoly V. tohoto
Naftizeni), zafadi Zadavatel do formulare
informovaného souhlasu subjektu hodnoceni. Do
formulafe informovaného souhlasu subjektu
hodnoceni Zadavatel zaroven zatfadi prostor pro
vysloveni souhlasu s pfedanim osobnich udaji do
tretich zemi. K zajisténi zakonnosti zpracovani
osobnich udaji ziska Poskytovatel od subjektd
veskeré potfebné informované souhlasy.

10.7 Sponsor shall include the information that
must be provided to Data Subjects as
required by Article 13 of the Regulation in
subject informed consent forms (including
information related to Transfers of personal
data to third countries or international
organizations within the meaning of Chapter
V of the Regulation). The Sponsor shall also
include consent to transfer the personal data
to third countries in the subjects informed
consent form. Contracting Partners shall gain
necessary informed consents from Data
Subjects to ensure the lawfulness of data

udaji a davérnych informaci, jak je pozadovano
ICH-GCP a zakony na ochranu osobnich udaja.
Smluvni strany zajisti, aby se osoby opravnéné

Processing.
10.8 VSechny smluvni strany zavedou fadna | 10.8 All Parties shall implement appropriate
technicka a organizacni opatieni k ochrané osobnich technical and organisational measures to

protect the Personal Data and Confidential
Information as required by ICH-GCP and Data
Protection and Privacy Laws. The Parties shall
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zpracovavat osobni Udaje pfedem zavazaly
mlcenlivosti, pokud se na né tato povinnost
nevztahuje jiz ze zdkona. Zejména pak bude
Poskytovatel uplatiiovat pfisnou kontrolu k
zajisténi, ze ptivodni Iékai'skd dokumentace subjektil
bude zabezpecena vuc¢i neopravnénému pristupu a
nahodné ztraté. Zadavatel a/nebo PPD mohou mit k
puvodnim Iékatskym zaznamiim piistup za ucelem
monitorovani a budou s témito dokumenty zachazet
jako s piisné davérnymi.

ensure that persons authorized to Process
Personal Data have committed themselves to
confidentiality or are under an appropriate
statutory  obligation of  confidentiality.
Contracting Partners shall in particular apply
strict controls to ensure Data Subjects’ original
medical documents are secured from
unauthorized access and accidental loss.
Sponsor and/or CRO may access original
medical records to perform monitoring
activities and shall handle such documents in
the strictest confidence.

10.9 Smluvni strany bude odpovédné za
vySetfovani a napravu vSech neopravnénych
pfistupti, uniku nebo zpfistupnéni udaju
(,,bezpe€nostni  incident) nebo  duvérnych
informaci. Poskytovatel musi v ptipadé takového
bezpecnostniho incidentu/iniku tdaji neprodlené
informovat Zadavatele/CRO. Toto oznameni
musi  pfiméfené podrobné¢ popsat tento
bezpecnostni incident i provedend napravna
opatteni piijatd smluvnimi stranami.

10.9 Contracting Partners shall be responsible for
investigating  and  remediating  any
unauthorised  access,  acquisition, or
disclosure of Personal Data (“Security
Incident”) or of any Confidential
Information. However, Contracting Partners
shall notify Sponsor/CRO immediately of
any such Security Incident/Data Breach.
Such notice shall summarize in reasonable
detail the Security Incident and the
corrective action to be taken by Contracting
Partners.

10.10 Smluvni partnefi neprodlené pisemné
informuji CRO, pokud obdrzi od orgdnu na ochranu
udaji nebo jiného regula¢niho organu jakoukoli
komunikaci tykajici se ochrany tudaju subjektli a
poskytnou CRO veskerou spolupraci a pomoc v
souvislosti s jakoukoli takovou komunikaci bez
dal$ich nékladii pro CRO nebo sponzora.

10.10  Contracting Partners shall promptly notify
CRO in writing if they receive any
communication with regards to data protection
relating to the services from a Data Subject, a
data protection authority or other regulatory
authority and provide CRO with full
cooperation and assistance in relation to any
such communication, at no additional cost to
CRO or Sponsor.

10.11 Smluvni strany budou naklddat nebo jinak
prevadét osobni udaje mimo Evropsky hospodaisky
prostor (staty Evropské Unie plus Norsko, Island a
Lichtenstejnsko) jen jak je uvedeno v této Smlouve

10.11  Contracting Partners shall only Process or
otherwise transfer Personal Data outside the
European Economic Area (member states of
the European Union plus, Norway, Iceland &

Zadavatel nebo tieti osoba Zadavatelem
povétena budou vkladat Vysledky Studie a
veskeré zpravy souvisejici se Studii, zaznamy o
Skolenich v mist¢ provadéni Studie a vystupy z
veskerych auditi provadénych Zadavatelem
nebo jeho jménem podle pravidel spravné
klinické praxe ¢i inspekei do internich
elektronickych databazi Zadavatele a/nebo
tretich osob povéfenych Zadavatelem. Dale
mohou byt v souladu s pozadavky pravidel

zejména na zakladé ziskanych informovanych Liechtenstein) as set out in this Agreement in

souhlasti. particular based on the informed consent forms
obtained.

10.12 Smluvni partnefi jsou si védomi, Zze 10.12The 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. In addition, the personal
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spravné klinické praxe a prislusnych pravnich
pfedpisi na useku ochrany osobnich udajt
zpracovavany  Zadavatelem/CRO,  jejich
Propojenymi osobami a povéfenymi tfetimi
stranami osobni Udaje Hlavniho zkousejiciho,
jako jsou jméno, piijmeni a adresa, financni
zajmy podle potvrzeni o finan¢nich z4jmech, a
dale také osobni tdaje jinych zaméstnanct
Centra, Clenti studijniho tymu a jejich
zaangazovani ve Studii a vystupy auditd
provedenych Zadavatelem/CRO podle pravidel
spravné klinické praxe ¢i inspekci (dale jen
,Data“) a pravnich predpist vztahujicich se k
ochrané osobnich idaji. Zadavatel/CRO bude
poskytovat tato Data externim vefejnym
databazim jako je napf. clinicaltrials.gov a v
nezbytném rozsahu na zéklad¢ pfisluSnych
pravnich predpist také organiim vetejné moci.
Data budou zpracovavana pro plnéni pravnich
povinnosti Zadavatele/CRO a pro management
Kklinickych hodnoceni. Data budou
zpracovavana po dobu neurcitou, nejdéle vsak
do naplnéni ucelu.

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
Contracting  Partners, Study Team
Members and their involvement in the
Study and outcomes of audits performed
by the Sponsor/CRO in compliance with
good clinical practice rules or inspections
(hereinafter referred to as “Data”) and
personal data protection laws may be
processed by the Sponsor/CRO, its
affiliates and authorized third parties in
compliance with good clinical practice
rules and applicable personal data
protection laws. The Sponsor/CRO 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/CRO’s legal obligations and
for the management of clinical trials.
Data shall be processed for an indefinite
period of time, but no longer than until
the purpose for which they are processed
is fulfilled.

ClL 11 — Trvani Smlouvy

Article 11 — Term of the Agreement

11.1. Tato Smlouva nabyva uCinnosti svym | 11.1 This Agreement shall come into force upon its
zvetejnénim v registru smluv a skon¢i dnem disclosure in the Agreements Register and
kdy (a) bude dokoncena celkova zprava o shall end on the day (a) the overall Study
Studii, nebo (b) bude provedena posledni report is completed or (b) the Sponsor makes
platba Zadavatelem, pfic¢emz rozhodujici je ta its last payment, whichever occurs later.

z téchto skute¢nosti, ktera nastane pozdéji.

11.2. Préva a povinnosti Zadavatele a Smluvnich | 11.2 The rights and obligations of the Sponsor and
partnerit stanovené v této Smlouvé, které the Contracting Partners that are set forth in
s ohledem na svou povahu maji pfetrvat i po this Agreement and by nature are to survive
skonceni této Smlouvy (vCetné prav this Agreement (including, without limitation,
sohledem na  vlastnictvi,  Vysledky, rights with respect to ownership, Results,
Vyndlezy, zachovavani mlcéenlivosti, Inventions, confidentiality, publication, anti-
publikace,  protikorupcnich  ustanoveni, bribery, liability and indemnification) shall
odpovédnosti a odSkodnéni), zlstavaji remain in effect even after this Agreement is
v platnosti i po skonceni nebo splnéni této terminated or completely performed.
Smlouvy.

CL 12 — Ukonéeni Article 12 — Termination
12.1. Bez ohledu na jakékoli jiné pravo ukoncit |12.1 Notwithstanding any other termination right set

tuto Smlouvu, jez miZze byt stanoveno v této
Smlouvé anebo vyplyva z obecné zavaznych
pravnich predpisti, Zadavatel ma pravo
ukondit tuto Smlouvu kdykoli i bez uvedeni

forth in this Agreement or in the applicable
generally binding legal regulations, the
Sponsor reserves the right to terminate this
Agreement at any time with or without cause
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divodu na zakladé vypovédi s tficetidenni
(30) vypovédni lhitou. Thned po doruceni
vypoveédi této  Smlouvy na  zakladé
kteréhokoli ustanoveni této Smlouvy, se
Poskytovatel a Hlavni zkousSejici zavazuji (i)
zastavit nabor a zafazovani subjektd
hodnoceni do Studie, (ii) zastavit provadéni
veskerych postupll, u jiz zatazenych subjekti
hodnoceni, a to v mife, vjaké to dovoluje
lékarské hledisko, a (iii)) zdrzet se
v maximalni mozné mife vytvafeni dalSich
nakladi a vydaji. V pfipade, Ze Poskytovatel
nebo Zadavatel sdéli, ze vypovédni lhita v
délce triceti (30) dnil je nedostateCné dlouha
doba na vyhodnoceni rizik pro zafazené
Subjekty hodnoceni, kterym je podavan
Hodnoceny 1¢k, budou smluvni strany
spolupracovat na tom, aby byla bezpecné
ukoncena lécba téchto subjektii timto 1é¢ivem
v prabéhu vzijemné dohodnuté doby, ale v
zadném ptipadé nebude zavazek Zadavatele
dodavat Hodnoceny 1€k podle této Smlouvy
trvat déle nez pfimétenou dobu.

based on thirty-day notice. Immediately upon
receipt of the notice based on any provision of
this Agreement, the Provider 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 Provider 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.

12.2. Smluvni partneti a Zadavatel, kazdy znich, | 12.2 The Contracting Partners and the Sponsor
maji  pravo ukonlit tuto  Smlouvu each have the right to terminate this
s okamzitym G¢inkem formou vypovédi Agreement with immediate effect by giving
dorucené druhé smluvni strané v ptipad¢, ze written notice to the other party in the case
provadéni Studie u Poskytovatele musi byt that the Study at the Provider needs to be
ukonéeno  z Iékarskych anebo etickych terminated due to medical or ethical reasons.
diivodi. Ukonceni Smlouvy Smluvnimi The Principal Investigator must consult
partnery dle predchozi véty je Hlavni termination of this Agreement by the
zkousejici povinen pfedem prokonzultovat se Contracting Partners under the previous
Zadavatelem. Aniz je tim dotéeno ptredchozi sentence with the Sponsor beforehand.
ustanoveni, v pripadé kritickych  nebo Without prejudice to the foregoing, in the
dilezitych zjiSténi vramci auditu nebo event of critical or important findings from an
inspekce tykajicich se spravné klinické praxe, audit or inspection related to good clinical
farmakovigilance nebo regulatornich practice, pharmacovigilance or regulatory
zélezitosti, praxe nebo postupu, které maji matters, practice or procedure that have a
nepfiznivy vliv na prava, bezpecnost, nebo negative impact on the rights, safety or well-
blaho subjekti hodnoceni anebo které mohou being of trial subjects or that may pose a
predstavovat potencialni riziko pro vetejné potential risk to public health or that may
zdravi anebo které mohou mit za nasledek render Study data inadmissible or that
nepiijatelnost dat ze Studie anebo které seriously violate applicable legal regulation
predstavuji  vazné poruSeni piisluSnych and rules, the Sponsor reserves the right (at its
pravnich piedpisti a pravidel, m& Zadavatel own discretion) to temporarily stop the
pravo (podle své volby) s okamzitym recruitment of trial subjects with immediate
uc¢inkem docasné zastavit nabor subjektd effect until the relevant findings are fully
hodnoceni, dokud nebudou predmétna assessed or to terminate this Agreement with
zjiSténi zcela posouzena nebo s okamZzitym immediate effect.
ucinkem ukoncit tuto Smlouvu.

12.3. V ptipadé, ze kterékoli z povoleni ¢i souhlasti | 12.3 In the case that any authorization or consent

nezbytnych pro provadéni Studie je (i)
s kone¢nou platnosti zamitnuto anebo (ii)
zruseno, skonéi tato Smlouva automaticky
dnem doruceni oznameni (rozhodnuti) o

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)

T gy e
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takovém koneé¢ném zamitnuti ¢i zruSeni.

of such final rejection or withdrawal.

12.4 Pokud se Zadavatel odivodnéné domniva, Zze | 12.4 In the case that the Sponsor reasonably
Smluvni partnefi nebudou schopni zacit believes that the Contracting Partners shall be
nabor anebo splnit svoje povinnosti tykajici unable to start recruitment or to fulfil their
se naboru vramci sjednané lhity, ma recruitment obligations by the agreed
Zadavatel pravo na zdkladé oznameni deadline, the Sponsor shall have the right, by
doru¢eného  Smluvnim  partnerim (a) sending written notice to the Contracting
s okamzitym ucinkem snizit pocet subjektl Partners, to (a) decrease with immediate effect
hodnoceni, jez maji byt zatazeni do Studie; the number of trial subjects to be recruited; or
anebo (b) prodlouzit dobu naboru; anebo (c) (b) extend the recruitment deadline; or (c)
ukon¢it tuto Smlouvu vypovédi. Dle pismene terminate this Agreement. According to (c),
c¢) muze Zadavatel vypovédét Smlouvu the Sponsor may terminate this Agreement
s okamzitym ucinkem, avSak pouze pokud with immediate effect, provided that the
predem pisemné upozornil Smluvni partnery Sponsor informed the Contracting Partners
na jejich prodleni sndborem subjektl about their delay with recruiting trial subjects
hodnoceni a pozddal je o néapravu in writing beforehand and asked them to
v dodate¢né piiméfené lhiteé, kterou jim za remedy this delay within an additional
timto ucelem stanovi, a Smluvni partnefi ani reasonable time-limit and the Contracting
v takové dodate¢né 1htité napravu neucini. Partners failed to remedy this delay within

such additional reasonable time-limit.

12.5 V ptipadé, Ze Zadavatel neschvali nového | 12.5 In the case that the Sponsor does not approve a
Hlavniho zkousejiciho podle ¢l. 2.27 anebo new Principal Investigator pursuant to Article
tento novy hlavni zkouSejici se pisemné 2.27 or a new Principal Investigator does not
nezavaze k povinnostem dle této Smlouvy, accept in writing the obligations under this
Zadavatel je opravnén tuto Smlouvu ukoncit Agreement, the Sponsor may terminate this
vypovédi ke dni doruceni vypovédi Agreement as of the day of delivery of the
Poskytovateli.  V pfipadé, ze  Hlavni termination notice to the Provider. In the case
zkousejici a Zadavatel maji zajem pokracovat that the Principal Investigator and the Sponsor
ve spolupraci pfi provadéni Studie v jiném wish to continue to cooperate with regard to
zdravotnickém zafizeni, Poskytovatel se the Study in another medical facility, the
zavazuje poskytnout soucinnost pii prevedeni Provider agrees to cooperate with transferring
relevantnich dat, informaci a materialu, které relevant data, information and materials that
nejsou vlastnictvim Poskytovatel , ve are not owned by the Provider to such a
prospéch nového centra. medical facility.

12.6 V pripad¢, ze béhem auditu nebo inspekce | 12.6 In the case that an audit or inspection of

dozorovych organti bude zjist€no poruseni
ustanoveni této Smlouvy nebo Protokolu ze
strany  Poskytovatele nebo Hlavniho
zkousejiciho (nebo nedodrzeni ustanoveni této
Smlouvy ze strany kteréhokoli jiného Clena
studijniho tymu), ma Zadavatel pravo tuto
Smlouvu vypoveédét s okamzitou ucCinnosti.

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

12.7

Zadavatel je povinen uhradit vSechny dluzné
¢astky za fadné€ poskytnuté sluzby Smluvnimi
partnery na zakladé této Smlouvy a néaklady,
které jim odGvodnén¢ vznikly, ke dni
doruceni vypoveédi anebo v piipadé skonceni
této Smlouvy dle ¢l. 12.1 k poslednimu dni
vypoveédni lhity anebo v ptipadé skonceni
této Smlouvy dle ¢l. 12.3 ke dni doruceni tam
uvedeného kone¢ného zamitnuti. Pokud
Poskytovatel prokazatelné obdrzel vyssi

12.7

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

s
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¢astky odmény a nakladd, na néZ mu podle
skute¢n€ provedenych ¢innosti vznikl narok
v souladu s touto Smlouvou, Poskytovatel se
prislusny rozdil =zavazuje zaplatit zpét
Zadavateli bez zbytecného odkladu.

that the Provider provably received higher
payments than the payments due according to
the work actually performed based on this
Agreement, the Provider shall refund the
balance to the Sponsor without undue delay.

12.8 Pfi skonCeni Smlouvy se Smluvni partnefi | 12.8 Upon termination of this Agreement, the
zavazuji vratit Zadavateli veskery Contracting Partners shall return to the
nespotfebovany material a predméty, jez jim Sponsor all unused materials and items
byly poskytnuty v souvislosti se Studii, a to provided to the Contracting Partners in
nejpozdéji do tficeti (30) pracovnich dni od relation to the Study within thirty (30)
data ukonceni skonc¢eni Smlouvy. working days of the day of termination of this

Agreement.
CL 13 — Riizna ustanoveni Article 13 — Miscellaneous

13.1 Uzavfeni této Smlouvy neni podminéno | 13.1 The conclusion of this Agreement is not
zadnym existujicim ¢i budoucim obchodnim contingent on any existing or future business
vztahem mezi Smluvnimi partnery a relationship between the Sponsor and the
Zadavatelem ani na zadném obchodnim Contracting Partners or on any business
rozhodnuti, které Smluvni partnefi ucinili decision that the Contracting Partners made or
anebo ucini vu¢i Zadavateli nebo vyrobkiim shall make with respect to the Sponsor or the
obchodovanym Zadavatelem. products sold by the Sponsor.

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

13.3 Smluvni partnefi se zavazuji plnit svoje | 13.3 The Contracting Partners agree to perform
povinnosti na zdklad¢ této Smlouvy their obligations under this Agreement in
zpusobem, ktery bude v souladu compliance with applicable anti-bribery and
s ptisluSnymi pravnimi pfedpisy zamétenymi anti-corruption laws and Appendix 3. The
proti korupci a uplaceni a pfilohou ¢&. 3. Contracting Partners represent and warrant
Smluvni partneti zavazné prohlaSuji, Ze that in connection with the Study they did not
vsouvislosti se Studii neposkytli ani provide and shall not provide any payment or
neposkytnou Zzadnou platbu ani prospéch, benefit, directly or indirectly, to government
piimo ¢i neptimo, ufedni osob€, zakaznikim, officials, customers, business partners,
obchodnim partnerim, odbornikim ve healthcare professionals or any other persons
zdravotnictvi ani zadné jiné osobé€ za Gcelem in order to secure an improper benefit or
zajisténi nepatficného prospéchu nebo nekalé unfair business advantage, shall not influence
obchodni vyhody, nebudou ovliviiovat private or official decision-making, shall not
rozhodovani v soukromé ani vefejné sféfe, influence prescribing and shall not instigate
predepisovani, ani  nebudou  nikoho anyone to breach professional duties or rules.
podnécovat k poruSovani profesnich The Contracting Partners agree to immediately
povinnosti ¢i pravidel. Smluvni partnefi se report to the Sponsor in writing any suspected
zavazuji neprodlen¢ v pisemné podob¢ or detected violation of the above principles in
nahlasit Zadavateli kazdé podezfeni ¢i connection with the Sponsor’s business
zjisténé poruseni vysSe uvedenych zasad activity and, in such cases, shall cooperate
v souvislosti s obchodni ¢innosti Zadavatele with the Sponsor in reviewing the matter.

a budou v takovych piipadech spolupracovat
se Zadavatelem pii proSetfeni takové
zalezitosti.
13.4 Smluvni strany prohlasuji, 7e nemaji v | 13.4 The Contracting Partners represent and
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soucasné dobé uzavienou zadnou smlouvu ¢i
zévazek, jejichz plnéni by negativné ovlivnilo
plnéni povinnosti vici Zadavateli, na zakladé
této smlouvy a soucasné se zavazuji po celou
dobu prubéhu klinického hodnoceni Studie
zadnou takovou smlouvu neuzavtit ani zadny
takovy zdvazek nepfijmout. Hlavni zkousSejici
ruéi za to, Ze zadny z Clend studijniho tymu
nemd v souCasné dobé uzavienou Zzadnou
takovou smlouvu, a zavazuje se zajistit, Ze
7adny z Clend studijniho tymu takovou
smlouvu neuzavfe.

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.

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

13.6 Smluvni strany si nepfeji, aby nad ramec | 13.6 The Contracting Parties do not wish to have

vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich stran
dovozovany zdosavadni ¢i budouci praxe
zavedené mezi nimi & zvyklosti
zachovévanych obecné ¢i v odvétvi tykajicim
se predmétu plnéni této Smlouvy.

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

Kazdd ze smluvnich stran jedna jako
nezavisly subjekt a pro zadné ucely neni v
postaveni partnera, zprostiedkovatele,
zameéstnance ani zastupce druhé smluvni
strany.

13.7

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

Party.

13.8

Zadavatel ma pravo postoupit tuto Smlouvu
zcela anebo zCasti 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 predchoziho
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 ¢lankem
postoupené.

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.

13.9

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
umyslu, jez strany mély v dob& uzavieni této

13.9

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

Agreement.

13.10

Jednostranné vzdani se prava anebo mlcky
dany souhlas anebo neuspé$né dovolani se
poruseni  kteréhokoli  ustanoveni  této
Smlouvy  smluvni  stranou  nezaklada
jednostranné vzdani se prava v souvislosti
s jakymkoli naslednym porusenim
kteréhokoli ustanoveni této Smlouvy.

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

Pokud neni v této smlouvé dohodnuto jinak,
povazuje se za kontaktni osobu Poskytovatele
Hlavni zkousejici. Ukon uginény vadi
Poskytovateli se povazuje za fadn¢ ucinény i
vi¢i Hlavnimu zkouSejicimu, resp. ¢lentim
Studijniho tymu.

13.11 Unless otherwise agreed in this Agreement, the

Provider’s contact person shall be Principal
Investigator. All actions taken with respect to
the Provider shall be deemed as actions taken
respect to the Principal Investigator or Study
Team Members as well.

13.12

Smluvni strany se dohodly, Ze tato Smlouva
muze byt s dale uvedenou vyjimkou ménéna
pouze pisemné prostiednictvim vzestupné
¢islovanych dodatki podepsanych vSemi
smluvnimi stranami. Smluvni strany nemusi
uzavirat dodatek k této Smlouveé v ptipade
tzv.  nepodstatnych  zmén  Protokolu.
Nepodstatnou zménou Protokolu se pfitom
rozumi takova zmeéna Protokolu, ktera
neméni rozsah ¢i zpisob provadéni tkonu
(zejména vySetieni) provadénych Smluvnimi
partnery v ramci Studie a nema tedy jakykoli
vliv na vysi odmény za provadeéni Studie ¢i
jiné ceny uvedené v této Smlouve.
Nepodstatné zmény Protokolu jsou ucinné
dnem jejich doru€eni Poskytovateli .

13.12

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

13.13

Tato Smlouva je vytvofena a fidi se ¢eskym
pravem bez ohledu na ustanoveni jeho
koliznich norem. Smluvni strany se dohodly,
ze veskeré spory vzniklé ztéto Smlouvy
budou feSeny vécné a mistné prislusSnymi
soudy Ceské republiky.

13.13 This Agreement is construed and governed by

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

13.14

Smlouva je sepsana v Ceském a anglickém
jazyce a smluvni strany povazuji obé
jazykové verze za rovnocenné, avSak pro
piipad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, ze piednost ma ceska verze
Smlouvy. Tato Smlouva a vSechny jeji
ptilohy pfedstavuji iplnou dohodu smluvnich
stran o pfedmétu této Smlouvy.

13.14

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

Article 14 — Appendices
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Cl. 14 — P¥ilohy

Nasledujici pfilohy tvofi nedilnou soucast této | The following Appendices constitute an integral

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

Ptiloha ¢. 1: Finan¢ni podminky Appendix 1: Financial Terms

Ptiloha ¢. 2: Tabulka plateb Appendix 2: Tables of Payments

Ptiloha ¢. 3: Protikorup¢ni pravidla Appendix 3: Anti-Bribery Rules

Ptiloha ¢. 4: Podoba smlouvy ke zvefejnéni Appendix 4: Agreement Disclosure Form

Ptiloha ¢. 5: Platebni formulaf Appendix 5: Payment Authorization Form

[Signature Page appears on next page]
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Zadavatel / Sponsor

Podpis / Sinature:

Datum / Date:

Jméno / Name:

Funkce / Title:

Poskytovatel zdravotnich sluzeb / Provider

Podpis / Signature

Datum / Date:

Jméno / Name:

Funkce / Title:

Hlavni zkousSejici / Principal Investigator

Podpis / Signature:

Datum / Date:

Jméno / Name:
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Priloha 1 Appendix 1: Financial Terms

Platebni podminky
Sarepta Therapeutics, Inc. Sarepta Therapeutics, Inc.
Protokol ¢. 4045-302 Protocol # 4045-302

Platby: Platby se budou poukazovat na ucet pifijemce | Payments: Payments should be made to the following
plateb (dale jen ,,pFijemce plateb*): account of the payee (further, the “Payee”):

Ptijemce plateb/Payee Name:Fakultni nemocnice v Motole

Nézev a adresa banky/Bank name and address:Czech National Bank, Na Prikope 28, Praha 1, 115 03
Cislo uétu/Acct. n0.:17937051/0710

IBAN:CZ42 0710 0000 0000 1793 7051

SWIFT:CNBACZPP

VS/Reference no.:

Kontakt pifijemce plateb pro platby a fakturaci podle | Payee contact for payments and invoicing according to
¢lanku 4 Smlouvy: provision 4 of the Agreement:

"All invoicing data shall be sent tof 3= ¥ i = EE 90 e Al notices to the Provider shall be sent to FNM
(Motol University Hospital), Klinickda hodnoceni 1é¢iv (Clinical Trials), sekretariat naméstka pro LPP (the
secretariat of the deputy for medical and preventive care), V Uvalu 84, 150 06, Praha 5 or to contact ‘. %=
r';'\"'h?;"\.r J** o -.-'-‘-'-:-":'r- i
Faktury: Vsechny “faktury tykajici se klinického | Invoices: All invoices pertaining to the Study must be
hodnoceni musi byt ptedlozeny k proplaceni zadavateli | submitted for reimbursement to Sponsor (or its
nebo jim urenému zéstupci na nize uvedenou adresu | delegated representative) at the following address and
amusi obsahovat pfesny rozpis vSech poplatkd, | shall include a correct itemization for all fees,
doprovodnych dokumentli a referenéni fakturaéni ¢islo | supporting documentation, and a site invoice reference
daného feSitelského centra a bankovni udaje uvedené | number and bank details listed in this Exhibit A
v této priloze A vcetné Cisla G¢tu a IBAN. Splatnost | including account number and IBAN. The invoice due
faktur je 45 dni ode dne obdrzeni faktury zadavatelem | date is forty-five (45) days from the day the invoice is
nebo jim uréenym zastupcem. received by Sponsor or its delegated representative.

Faktura¢ni adresa/Invoicing address:
Greenphire

1018 W. 9™ Ave, Suite 200

King of Prussia, PA 19406

USA

Faktury musi byt odeslany na/Invoices sent to:

eclinicalgps(@greenphire.com

Faktura musi obsahovat nejméné / invoices must include at minimum: ¢&islo protokolu, jméno Hlavniho
zkousejiciho, jméno monitora Studie (pokud je znamé)/with following details: Protocol number, name of the
Principal Investigator, Study monitor name (if known)

Platby vramci klinického hodnoceni budou The Study shall be payable as follows:
realizovany nasledovné:

Naklady na subjekt hodnoceni: Piijemci plateb bude | Cost Per Subject: The Payee will be paid per
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poskytnuta platba za dokonceny a hodnotitelny subjekt
hodnoceni, jak je definovano niZe, a sice na zakladé
plateb uvedenych v tabulkach plateb nize, navySenych o
DPH a ponizenych o 10%, které budou vyplaceny se
zavéreCnou platbou. Sponsor je povinen dorudit
Poskytovateli zdravotnich sluzeb kalkulaci
uskutecnénych nédvstév (podklad k fakturaci) vytvotenou
zadavatelem a odsouhlasenou hlavnim zkousejicim na
adresu £ n BT i uvedenou vyse. Platby se
budou provadét pololetné v ¢eskych korunach a budou se
zakladat na poctu dokoncenych navstév, potvrzenych
v elektronickych zdznamech subjektu hodnoceni (eCRF)
adoruceni spravné vyplnéné faktury s rozepsanymi
polozkami. Dokonceny a hodnotitelny subjekt hodnoceni
je definovan nasledovné: (i) vSechny postupy musi byt
provedeny v souladu s protokolem a smérnicemi ICH
GCP, (ii) pacient bude zatfazen pouze na zaklad¢ kritérii
pro zatazeni/vyfazeni a (iii) veSkeré udaje budou piesné
a uplné zdokumentovany. V piipadé, Ze subjekt
hodnoceni nedokon¢i vSechny navstévy tak, jak je
uvedeno v protokolu, spole¢nost Greenphire bude
povinna uhradit za takovy subjekt hodnoceni pouze
pomérnou ¢ast dokonéenych navstév dle eCRF.

completed and evaluable trial subject as defined below
based on the rates set forth in the Tables of Payments
below, plus VAT less 10% withholding. The Sponsor
is obliged to deliver to the Provider a calculation of the
visits made (basis for invoicing) created by the
Sponsor and approved by the Principal Investigator at
the following email address: @issa st g Ve
Payments will be made on a bi-annual basis in CZK
and will be based on completed visits verified in the
subject electronic case report forms (eCRFs) and
receipt of correct and itemized invoice. A completed
and evaluable trial subject is defined as follows: (i) all
procedures must be performed according to the
Protocol and ICH GCP guidelines, (ii) a trial subject
will  only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately and completely. In the event that
a trial subject does not complete all visits as specified
in the Protocol, Greenphire shall only be obligated to
make payment for such trial subject on a pro-rated,
completed visit, and eCRF basis.

Lékarenské poplatky

Pharmacy Fees

Disposal of the Study Drug

Odména Jednotka/Unit Cistka za jednotku v K& Amount per unit
Lékarny/Pharmacy fee: in CZK
Iniciacni poplatek/Initial fee | Jednorazové/onetime XXX,-
Piijem zasilky 1é¢iv do za prijem/per receipt XXX,-
lIékarny/Receipt of the

shipment of the Study Drug

Vydej léciva na za vydej/per transfer XXX,-
kliniku/Transfer of the

shipment to study site

Uchovavani 1é¢iv/Storage of | Mési¢né/mothly XXX,-
the Study Drug

Monitorovaci za hodinu/per hour XXX,-
navstéva/Monitoring visit

Likvidace studijni medikace/ | Jednorazové/onetime XXX,-

Disposal of the Study Drug disposal

Likvidace studijni medikace/ | Nasledné/every further XXX,-

Priplatek za ¢innosti -
provadéné mimo béznou
pracovni dobu (po-pa 16-
7:30, vikendy,
svatky)/Surcharge in case of

+100 % z cenikové

Polozky/+100% of pricelist amount
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tasks apart of usual business

raw, s el 00 720

1
UULS (IVIO=T'TL 1O UU=7.0 .
Preparation of infusions ffom | Per 1 preparation

liquid concentrate

XXX,-

Administrativni Start up poplatek lékarné:
Jednorazova platba ve vysi uvedené v tabulkach plateb
nize splatna po obdrzeni spravné vyplnéné faktury
ptijemcem plateb spole¢nosti Greenphire.

Pharmacy Set up Fee: A one-time payment in the
amount set forth in the Tables of Payments below will
be payable upon Greenphire receipt of correct and
itemized invoice from the Payee.

Neuspésné skriningy: Piijemci plateb bude uhrazen
maximalné¢ 1 neuspéSny skrining na kazdy 1 zafazeny
subjekt hodnoceni. Pro ucely této smlouvy se za
neuspésny skrining bude povazovat kazdy pacient, ktery
zjevné splni kritéria pro skining, podepise formulas
informovaného souhlasu a absolvuje skriningovou
navs§tévu, avSak nebude do klinického hodnoceni
zatazen. Platba za neuspéSny skrining se bude vyse
uvedenému piijemci plateb hradit na zékladé¢ doruceni
spravné vyplnéné faktury s rozepsanymi polozkami.

Screen Failures: The Payee will be reimbursed for up
to a maximum of 1 Screen Failure for every 1 Study
subject enrolled. For purposes of this Agreement, a
Screen Failure shall mean any patient who initially
appears to meet the criteria for screening, signs the
informed consent form, and completes the screening
visit, but is not enrolled into the Study. Payment for
Screen Failures will be payable to the above-listed
Payee based upon the receipt of correct and itemized
invoices.

Nahrada subjektiim hodnoceni: Néihrada subjetim
hodnoceni za cestovné a stravné bude feSena tfeti stranou
— dodavatel cestovného/stravného a nebude tedy zahrnuta
v rozpoctu.

Patient Travel Reimbursement: Study subject
reimbursement for travel and meal costs will be
managed by a third-party travel/expense vendor and
therefore will not be included in the budget.

Neplanované navstévy: Neplanovand navstéva se
definuje jako takova navstéva subjektu hodnoceni, ktera
neni vyslovné uvedena v protokolu, jejiz absolvovani je
vSak v ramci klinického hodnoceni nutné. Neplanované
navstévy budou uhrazeny na zakladé doruceni spravné
vyplnéné faktury s rozepsanymi polozkami.

Unscheduled Visits: An Unscheduled Visit is defined
as a Study subject visit which is not expressly set forth
in the Protocol but is otherwise required for the Study.
Unscheduled Visits will be reimbursed upon receipt of
a correct and itemized invoice.

Administrativni Start up poplatek: Jednorazova platba
ve vysi uvedené v tabulkdch plateb niZze za aktivity
spojené se zahajenim klinického hodnoceni splatny po
podpisu této smlouvy.

Site Start-up Fee: A one-time payment in the amount
set forth in the Table of Payments below for Study
start-up activities will be payable after signing this
Agreement.

Archivace/uskladnéni  dokumentace: Jednorazova
platba za uskladnéni dokumentace ve vys$i uvedené
v tabulkach plateb nize bude vyplacena piijemci plateb
za ucelem dodrZeni podminek této smlouvy. Tato platba
bude splatnd po ukonceni klinického hodnoceni a
obdrzeni spravné vyplnéné faktury  spolecnosti
Greenphire.

Archiving/Document Storage: A one-time record
storage and archiving fee in the amount set forth in the
Tables of Payments below will be paid to the Payee for
purposes of compliance with this Agreement. This fee
is payable upon completion of the Study and receipt of
correct and itemized invoice by Greenphire.

Treti strany: Piijemce plateb je pIné zodpovédny za
thrady tfetim strandm a za kryti vlastnich ndkladl
souvisejicich s timto klinickym hodnocenims vyjimkou
nakladi, které jsou hrazeny na zdkladé této smlouvy
nebo jejiho pisemného dodatku.

Third-Parties: The Payee is fully responsible for
payments to third-parties and paying its own expenses
connected with the Study, with the exception of
expenses reimbursed on the basis of this Agreement or a
written amendment to it.

Poplatek etické komisi: Poplatek etické komisi uhradi
zadavatel nebo jim uréeny zastupce mimo tuto smlouvu.

Ethics Committee Fee: The Ethics Committee Fee will
be paid by Sponsor or its delegated representative apart
from this Agreement.
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Poplatky centralni laboratoii: Poplatky centralni
laboratoti budou hrazeny zadavatelem nebo jim ur¢enym
zastupcem mimo tuto smlouvu.

Central Laboratory Fees: Central Laboratory costs will
be paid by Sponsor or its delegated representative apart
from this Agreement.

Zavérecna platba: ZavéreCna platba bude zahrnovat
10% plateb, o které byli platby ponizeny, jak je uvedeno
vySe, a bude realizovana po dokonceni zavérecné
navstévy a obdrzeni nasledujicich dokumenti: (i) veskeré
dokumentace ke klinickému hodnoceni, (ii) ptehledu
veskerého neuzit¢ho hodnoceného 1éCiva, (iii) vSech
vyplnénych a spravnych eCRF/dotazti a (iv) veskerych
doplnénych odpovédi na pozadavky k vysvétleni ze
strany Greenphire ¢i zadavatele, tykajicich se tidaji nebo
zdznamu klinického hodnoceni. Zavérecné faktury musi
byt predlozeny spolecnosti Greenphire do devadesati
(90) dni od doruceni kalkulace uskute¢nénych navstév
(podkladu  k fakturaci)  vytvofeného  Sponsorem
Poskytovateli. Faktury doru¢ené po tomto terminu
nebudou proplacené.

Final Payment: The final payment will include the ten
percent (10%) withholding referenced above, and will be
payable upon completion of the close-out visit and upon
receipt of the following: (i) all Study documentation, (ii)
the accounting for all unused Study Drug, (iii) all
completed and correct eCRFs/queries, and (iv) responses
to all clarification requests made by Greenphire or
Sponsor regarding Study data or records.

Final invoices must be submitted to Greenphire within
ninety (90) days of the Institution’s Study close-out visit.
Invoices received after this time will not be paid.

Bez obdrieni predchoziho pisemného souhlasu ze
strany zadavatele ¢i Greenphire nebudou brdany v potaz
Zadné dal§i poZadavky na poskytnuti finanénich
prostiedki.

No other additional funding requests will be
considered without the prior written consent of
Sponsor or Greenphire.
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Appendix 2:

Tables of Payments/Tabulka plateb

Name of the visit Cost in CZK per visit Cost per visit in CZK
including all weeks

Screening* XX XX
Week 1" XX XX
2-11, 13-23, 25-35, 37-47, 49-
59,61-71, 73-83, 85-95, 97-107,

109-119, 121-131, 133-143 X X
ON-SITE INFUSIONS ONLY

12, 36 XX XX
24,72,120 XX XX
48,96,144 XX XX
60, 84, 108, 132 XX XX
ET" XX XX
Safety follow-up XX XX
Total per patient (without ET visit) XX XX
Invoiceable procedure Cost per procedure in CZK

Screening Visit Procedures *** (MedHx/Demo,
Full PE, ECG, central lab, Immunogenicity, lab

shipping, 6O MWT, PUL, NSAA, PFT XX
Week 1* (If Week 1 is completed on a different
date than the Screening Visit) (Wt, Clinical

Safety Lab, Urine dip stick testing, Urinalysis

(Quantitative), Central lab shipping, Con
med/Physiotherapeutic Intervention, Aes, PI fee,

SC fee) XX
Early Termination Procedures" (6MWT, PUL,
NSAA, PFT) XX
Clinical Safety Laboratory Assessments - central
lab (chemistry, hematology, coagulation, and
Renal Function Blood Tests to include creatime,
blood urea nitrogen and serum cystatin C, per

Schedule of Events) XX
Central Lab Shipping and Handling (simple) XX
Urinalysis (24 Hour: Invoiceable at 24-hour uring

collection XX
Urine dipstick testing: To be invoiced at V1 if

done at both screening and V1 and if done outside

of scheduled visits XX
eGRF XX
24-Hr Urine XX

XX

}\r}\vmceable Procedures (Special Circumstance) Unit Costs
Consultation (Safety Monitoring for liver invoice
chemistry testing - additional liver evaluations)

(Approval needed, see below)

Hepatic Ultrasound (Approval needed, see below) invoice
Hepatic CT Scan (Approval needed, see below) invoice
Hepatic MRI (Approval needed, see below) invoice
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Renal Ultrasound (Approval needed, see below) invoice
Renal CT Scan (Approval needed, see below) invoice
Renal MRI (Approval needed, see below) invoice
Renal Biopsy (Approval needed, see below) invoice
Screen Failure invoice
Unscheduled Visit - Flat rate invoice

*** Includes all procedures that are required if End of Study visit procedures for the feeder protocol cannot

be used as Screening procedures for this protocol.

" Includes all additional procedures that are required if the Screening and Week 1 visits are not completed

on the same date.

" Per protocol those ET procedures requiring invoice are not required if completed at another study visit
within 24 weeks of the ET visit date. Visit procedures to be invoiced if the ET visit falls outside of 24-week

window.

“MApproval needs to be obtained from Sponsor prior to initiation of procedure. Site to obtain EC approval,

as necessary

“Approval of cost needs to be obtained from Sponsor and based on Fair Market value.

Other fees Cost in CZK

Administrative fee/Administrativni poplatek X
(start-up fee)

Archivacni poplatek/Archiving fee XX
Poplatek za dodatek/Amendment fee XX

Poplatek za laboratoi/Laboratory fee (for each
involved laboratory)

xx K¢ /1 zapojenou laboratof

Poskytnuti certifikatu za laboratorni vySetfeni/
Laboratory certificate

xx K¢&/1 certifikat

e
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Piiloha ¢.3:  Protikorupéni pravidla

Appendix 3: Anti-Bribery Rules

Poskytovatel a Hlavni zkouSejici se zavazuji, ze
neucini, nezapficini ani nepovoli uéinit, pfimo ani
nepitimo prostiednictvim tieti strany, jakykoli krok,
ktery (i) je podle jakychkoli zakonu ¢i pravidel
nezakonny nebo (ii)) by vedl ktomu, Zze by
Zadavatel porusil zdkon USA o =zahrani¢nich
korup¢nich praktikach (Foreign Corrupt Practices
Act), britsky zakon o uplatkatstvi (U.K. Bribery

Act) nebo jiné platné protikorupéni zakony
(spole¢né  oznacované jako ,protikorup¢ni
zakony*).

Poskytovatel a Hlavni zkousSejici pfimo ani

nepiimo prostiednictvim tfeti strany neposkytnou,
nenabidnou ani nepfislibi zaddnému ,,zastupci
vetejné moci* (podle definice v této piiloze) zadnou
platbu, dar ani jinou cennost s cilem nepatii¢né (i)
ovlivnit jakékoli oficidlni jedndni ¢i rozhodnuti
tohoto zastupce vefejné moci nebo (ii) jinak
napomoci Zadavateli ziskat ¢i si udrzet obchodni
¢innost, smérovat obchodni ¢innost na kteroukoliv
osobu nebo ziskat neopravnénou vyhodu.

Poskytovatel a Hlavni zkouSejici
jinak nevyuZziji zastupce zadné tieti strany
v souvislosti s plnénim podle této smlouvy bez
predchoziho pisemného souhlasu Zadavatele (ktery
mize Zadavatel podle svého vyhradniho uvéazeni
odepfit). Poskytovatel a Hlavni zkouSejici se dale
zavazuji, ze bez predchoziho pisemného souhlasu
Zadavatele (ktery muze Zadavatel podle svého
vyhradniho uvazeni odepfit) neposkytnou jménem
nebo ve prospéch Zadavatele zadné treti strané
zadné penize, dary ani jiné cennosti.

nenajmou ani

Poskytovatel ~ a Hlavni zkouSejici prohlasuji,
zarucuji se a zavazuji se, Zze zadny tidici pracovnik,
feditel, majitel ani zaméstnanec Poskytovatele ¢i
Hlavniho zkousSejiciho neni ,,zadstupcem vetejné
moci® ve smyslu této prilohy. Poskytovatel a
Hlavni zkouSejici se dale zavazuji, Ze bez
predchoziho pisemného souhlasu Zadavatele (ktery
mize Zadavatel podle svého vyhradniho uvazeni
odepfit) nezaméstnaji ani nevyuziji sluzeb ,,zastupce
vefejné moci®, aby jednal za Zadavatele nebo jejim
jménem. Poskytovatel a Hlavni zkousSejici se dale
zavazuji, ze zadny ,,zastupce veifejné moci nema
ani nebude mit pifimo ani nepfimo osobni prospeéch
z odmény, kterou Zadavatel podle této smlouvy
Poskytovateli a Hlavnimu zkousejicimu zaplati.

Provider and Principal Investigator agree that they
shall neither undertake, nor cause, nor permit to be
undertaken, directly or indirectly through any third
party, any activity which (i) is illegal under any
laws, rules, or (ii) would have the effect of Sponsor
to be in violation of the U.S. Foreign Corrupt
Practices Act, the U.K. Bribery Act or other
applicable anti-corruption laws (collectively, “the
Anti-Corruption Laws”).

Provider and Principal Investigator shall not,
directly or indirectly through any third party, give,
offer, or promise any payment, gift, or other thing of
value to any individual “government official” (as
defined herein), in order to improperly (i) influence
any official act or decision of such government
official, or (i1) otherwise assist Sponsor, in obtaining
or retaining business, in directing business to any
person, or in securing an improper advantage.

Provider and Principal Investigator shall not engage
or otherwise use any third party agents in
connection with its performance hereunder without
the Sponsor’s advance written approval (which may
be withheld by Sponsor in its sole discretion).
Provider and Principal Investigator further agree
that no payments of money, gifts or other things of
value shall be made to any such third parties on
behalf of or for the benefit of Sponsor, without
Sponsor’s advance written approval (which may be
withheld by Sponsor in its sole discretion).

Provider and Principal Investigator represent,
warrant and covenant that no officer, director,
owner, or employee of the Provider or Principal
Investigator is a “government official” as defined
herein. The Provider and Principal Investigator also
covenant that they shall not employ or engage any
“government official” to act for or on behalf of
Sponsor without Sponsor’s advance written
approval (which may be withheld by Sponsor in its
sole discretion). Provider and Principal Investigator
further covenant that no “government official” is
deriving or will derive any personal benefit, directly
or indirectly, from compensation paid by Sponsor to
Provider and Principal Investigator hereunder.

If Provider and Principal Investigator breaches any
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Pokud Poskytovatel a Hlavni zkouSejici kterékoli
prohlaseni, zaruku ¢&i zavazek uvedeny v této
priloze €. 3 porusi, potom: (i) Zadavatel bude mit
okamzité pravo tuto smlouvu divodné vypovédét a
uplatnit veskerd dalSi ndpravna opatfeni, jez ma
podle zakona ¢i zvykového prava k dispozici, a (ii)
zrusi se veskeré zavazky Zadavatele
uhraditPoskytovateli a Hlavnimu zkouSejicimu
odménu za sluzby poskytnuté podle této smlouvy.

Poskytovatel a Hlavni zkousejici budou Zadavatele
(a jeho vedouci pracovniky, feditele, zaméestnance,
zastupce, pobocky a dcefiné spole€nosti) chranit,
odSkodni jej a zajisti, aby neutrpél zadny postih,
ztratu a nevznikly mu Zzadné zavazky ani vydaje
v disledku poruseni kterychkoli povinnosti ze
strany Poskytovatele a Hlavniho zkousejiciho podle
této prilohy €. 3. Na povinnost odSkodnit
Zadavatele podle této prilohy ¢. 3 za poruSeni
protikorupéniho zakona se nevztahuje omezeni
odpovédnosti stanovené v ¢lanku 8 této smlouvy.

Pro ucely této prilohy €. 3 se terminem ,,zastupce
vefejné moci® rozumi (i) jakykoli vedouci
pracovnik, zaméstnanec nebo jina osoba jednajici z
moci svého postaveni za vladu nebo kterékoli
ministerstvo nebo statni ifad nebo jejich jménem ¢i
jako jejich prostiednik, (ii) jakykoli vedouci
pracovnik, zaméstnanec nebo jind osoba jednajici
oficialn¢ za nékterou vefejnou mezindrodni
organizaci (jako je Organizace spojenych narodu,
Svétovd banka nebo Svétova zdravotnickd
organizace) ¢i jejim jménem, (iii) jakakoli politicka
strana ¢i jeji funkcionaf nebo jakykoli kandidat na
politicky ufad a (iv) kterykoli rodinny piislusnik
nebo zastupce jakychkoli osob uvedenych vyse.

of the representations, warranties or covenants set
forth in this Appendix no. 3, then: (i) Sponsor shall
have the immediate right to terminate this
Agreement for cause and the right to exercise any
other remedies available at law or in equity; and (ii)
all obligations of Sponsor to compensate Provider
and Principal Investigator for services provided
under this Agreement shall cease.

Provider and Principal Investigator shall defend,
indemnify and hold Sponsor (and its officers,
directors, employees, agents and affiliates) harmless
from any penalties, losses, liabilities and expenses
incurred by Sponsor as a result of Provider and
Principal Investigator’s breach of any of its
obligations under this Appendix neo. 3. The
obligation to indemnify Sponsor wunder this
Appendix no. 3 for violations of an Anti-
Corruption Law shall not be subject to the limitation
of liability set out in Article 8. of the Agreement.

For the purpose of this Appendix no. 3, the term
“government official” means (i) any officer,
employee or other person acting in an official
capacity for or on behalf of a government or any
department, agency or instrumentality thereof, (ii)
any officer, employee or other person acting in an
official capacity for or on behalf of a public
international organization (such as the United
Nations, World Bank, or World Health
Organization), (iii) any political party or official
thereof or any candidate for political office, and (iv)
any family members or representatives of any of the
individuals listed above.

M
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Priloha ¢. 4:  Podoba smlouvy ke zveiejnéni Appendix 4: Agreement Disclosure Form

] A
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