SMLOUVA O PROVEDENT{
KLINICKEHO HODNOCENI LECIVEHO PRIPRAVKU

sanofi-aventis, s.r.o.

sidlem: Evropska 846/176a, 160 00 Praha 6

ICO: 44848200

DIC: CZ44848200

zapsand v obchodnim rejstiiku vedeném Méstskym soudem v Praze, oddil C, vlozka 5968
zastoupena [OU OU], jednatelem

dale jen zadavatel

a

Fakultni nemocnice Plzen

sidlem: Edvarda Benese 1128/13, 305 99 Plzen

ICO: 00669806

DIC: CZ00669806

zastoupend: [OU OU], feditelem

bankovni spojeni: CNB, Na Piikopé 28, 11503 Praha 1
¢islo uctu: 33739311/0710

dale jen poskytovatel zdravotnich sluzeb nebo jen poskytovatel

[OU OU]

dale jen zkousejici

uzaviraji v souladu s ustanovenim §1746 odst. 2 zakona ¢. 89/2012 Sb., Obcansky zakonik, ve znéni pozd&jsich
predpist a zakonem o 1é¢ivech €. 378/2007 Sb., ve znéni pozdéjsich predpist tuto

smlouvu:

.
Predmét a ucel smlouvy
1. Predmétem smlouvy je klinické hodnoceni huméannich 1é¢ivych piipravkt [ XX XX]. Jedna se o latku z vyvoje
spole¢nosti Sanofi, globalnim sponzorem klinického hodnoceni je Sanofi Groupe. Klinické hodnoceni 1é¢ivého
pripravku bude probihat dle protokolu ¢islo LPS14201 (dale jen ,,KHLP®).

2. Utelem této smlouvy je stanovit podminky k provedeni KHLP a vymezit prava a povinnosti smluvnich stran
pro prubéh a zpracovani KHLP.
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CONTRACT FOR IMPLEMENTING
A CLINICALSTUDY OF MEDICINAL PRODUCTS

sanofi-aventis, s.r.o.

registered office: Evropska 846/ 176a, 160 00 Prague 6

Co.1D: 44848200

Tax ID: CZ44848200

registered in the Commercial Register kept by the Municipal Court in Prague, section C, insert 5968
represented by [OU OU], Executive Manager

hereinafter as the Sponsor

and

Fakultni nemocnice Plzen

registered office: Edvarda Benese 1128/ 13, 305 99 Plzen
Co.ID: 00669806

Tax ID: CZ00669806

represented by:[OU OU], Director

Bank details: CNB, Na Pt ikopé 28, 11503 Prague 1
account number: 33739311/ 0710

hereinafter as the Health-care service Provider or just the Provider

and

[OU OU]

hereinafter as the Investigator

have in accordance with §1746 (2) of Act No. 89/2012 Coll., the Civil Code, as amended, hereinafter as
the “Civil Code”, and the Pharmaceuticals Act No. 378/2007Coll., as amended, entered into this

Contract:

l.
Subject and Purpose of the Contract

1. The subject of the Contract is the clinical evaluation of medicinal products [XX XX]. The preparation is

developed by Sanofi, the global sponsor of the clinical trial is Sanofi Group. The clinical trial of the
medicinal product will be carried out according to protocol number LPS14201 (hereinafter as “CTMP”).

2. The purpose of this Contract is to establish the conditions to implement CTMP and define the rights and

obligations of the Contracting Parties for the conduct and processing of CTMP.

Il.
Requesting authorization and consent to commence the CTMP



10.

VyZadani povoleni a souhlasu k zahajeni KHLP
KHLP bude provedeno v ptipad¢, ze bude vydano souhlasné stanovisko Statniho ustavu pro kontrolu 1é¢iv
a bude vydano souhlasné stanovisko etické komise pro multicentricka klinickd hodnoceni a pfislusné
mistni etické komise.

II.
Misto a doba provedeni KHLP
KHLP bude provedeno na onkologické a radioterapeutické Kklinice poskytovatele Vv ¢ele se zkousSejicim
[OU OU], urCenymi spoluzkousejicimi a dal§imi spolupracujicimi osobami. Pisemny doklad o
spolupracujicich osobach musi byt uloZzen v dokumentaci 0 KHLP vedené u zkousejiciho.
KHLP bude provedeno v obdobi [XX XX].

V.
Ziakladni podminky pro zpracovani KHLP
Zkousejici provede KHLP pii dodrzeni platnych pravnich piedpisi CR, a to zejména zakona
¢.378/2007Sb, o lé¢ivech, ve znéni pozdé&jsich predpisti, zakona ¢.372/2011Sb. o zdravotnich sluzbach, v
platném znéni a vyhlaSky 226/2008 Sb., kterou se stanovi spravnad klinickd praxe a bliz§i podminky
klinického hodnoceni 1éCiv, v platném znéni, a ve shodé¢ se zakladnimi podminkami a zdsadami
stanovenymi:
a) stanoviskem Statniho ustavu pro kontrolu 1é¢iv vydaném k provedeni KHLP a dalimi institucemi
uvedenymi v odst. 3 smlouvy,
b) v protokolu KHLP ¢islo LPS14201 vydaném zadavatelem a nazvaném ,,Randomizovana, oteviena,
multicentrickd studie porovnavajici kabazitaxel s inhibitory signalizace androgennich receptori (AR),
abirateronem nebo enzalutamidem, u pacientd s metastatickym kastracné rezistentnim karcinomem
prostaty (mCRPC), ktefi byli 1é¢eni docetaxelem a s predchozim rychlym selhanim 1é¢by antiandrogeny ,
a jehoz ptipadné zmény lze provést jen se souhlasem vSech smluvnich stran a musi byt provedeny
pisemnég, protokol KHLP a jeho pfipadné zmény (,,dodatky*) pied4d zadavatel zkousejicimu a bude
pripojen k dokumentaci KHLP a je Poskytovali na vyzadani pfistupny,
) Vinstrukci zadavatele nazvané ,,Clinical Investigator’s Brochure* obsahujici veskeré v soucasné dobé
znamé informace o 1éCivech pouzitych v KHLP a jejich vlastnostech. Instrukce pieda zadavatel
zkousejicimu a bude piipojena k dokumentaci KHLP,
d) v zasadach spravné klinické praxe a podminkach vychazejicimi z Helsinské deklarace.
Zkousejici zarucuje, Ze ani on ani spoluzkousejici podilejici se na provadéni KHLP nebyli nikdy vytazeni,
vylouceni nebo jim nebyla pozastavena nebo omezena zptsobilost k vykonu (samostatné) lékaiske
¢innosti, k ucasti na klinickém hodnoceni, nebo k vykonavani ¢innosti souvisejicich s hodnocenim
1écivého pripravku podle jakychkoli zakont, ptedpisti a profesnich pravidel chovani, zvlasté pak dle téch,
které jsou dale vyjmenovany: United States 21 U.S.C. §335a a 21 Code of Federal Regulation §312.70.
Zkousejici souhlasi nevyuzivat vramci KHLP sluzeb osoby nebo organizace, které jsou nebo byli
vylouceni z klinického vyzkumu jakymikoli kontrolnimi urady. Déle zkousejici souhlasi s tim, Ze bude
zadavatele tohoto KHLP neprodlené pisemné informovat v pfipadé, jestlize by meéli byt on,
spoluzkousejici nebo osoba ¢i organizace, kterou vyuziva vramci KHLP, zbaveni kontrolnimi Ofady
moznosti uc€astnit se klinického vyzkumu a to béhem trvani této smlouvy nebo do jednoho roku po jejim
ukonceni ¢i vyprseni.
Jesté pred zahajenim KHLP je zkouSejici povinen ujistit se, Ze on i vSichni spoluzkouSejici poskytli
zadavateli na jim dodanych formulafich pfislusné finan¢ni prohlaseni tzv. ,,Financial Disclosure®, které
vyzaduje FDA (v souladu s 21 Code of Federal Regulation, ¢ast 54) a v ptipadé, ze finan¢ni prohlaseni
nebylo zkousejicim/spoluzkousejicim poskytnuto, je povinen o této skuteCnosti zadavatele uvédomit.
Zkousejici dale souhlasi provést aktualizaci téchto formulaft béhem trvani této smlouvy v pfipadé zmény
udaji finanéniho prohlaseni a dale jeden rok po jejim vyprseni ¢i ukonceni Gcasti v KHLP.
Dokumenty uvedené v odst. 6b) a 6 ¢) jsou obchodnim tajemstvim zadavatele a informace o jejich obsahu
mohou byt poskytnuty jen spolupracujicim osobam pracovisté povéfenym ¢i jmenovanym podle odst.4
této smlouvy a organiim a institucim uvedenym v odst.23.
Zkousejici je povinen neprodlené informovat zadavatele v pripad¢, ze je on nebo spoluzkousejici podilejici

se na provadéni KHLP, vyloucen, vyfazen nebo mu byla pozastavena nebo omezena zpuisobilost k vykonu
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The CTMP will be conducted subject to the assent of the State Institute for Drug Control, and the assent of
the Ethics Committee for multi-centre clinical trials and the appropriate local Ethics Committee.

.
Place and time of CTMP implementation

The CTMP will be conducted at the oncology and radiotherapy clinic of the Provider headed by the
Investigator [OU OU], by designated co-investigators and other cooperating persons. Written documentation
of the cooperating persons shall be filed in the CTMP dossier kept by the Investigator.

The CTMP will be conducted in the period [XX XX].

V.
Baseline terms and conditions for conducting the CTMP

The Investigator shall conduct the CTMP in compliance with the current legislation of the CR, in particular
Act No. 378/2007 Coll., on medicinal products, as amended, Act No. 372/2011 Coll., on health services, as
amended, and Decree 226/2008 Coll., specifying good clinical practice and detailed conditions for clinical
trials of medicinal products, as amended, and per the fundamental terms and principles laid down:

a)

b)

c)

d)

in the assent of the State Institute for Drug Control issued for conducting the CTMP and by the other
institutions referred to in para. 3 of the of the Contract,

in the CTMP protocol number LPS14201 issued by the Sponsor and entitled “A randomised, open,
multicentre study comparing cabazitaxel with inhibitors of serotonin signalling androgenic receptors
(AR), abiraterone or enzalutamide, in patients with metastatic castration-resistant prostate cancer
(mCRPC) who were treated with docetaxel and with prior rapid failure of antiandrogen treatment”, and
any changes thereto can be made only with the consent of all the Contracting Parties and shall be made in
writing, to the CTMP protocol and amendments thereto (“addenda”) relayed by the Sponsor to the
Investigator and will be attached to the CTMP dossier and accessible to the Provider on request,

in the Sponsor’s instruction entitled “Clinical Investigator’s Brochure” containing all the currently
known information about the medicines used in the CTMP and their properties. The instructions shall be
relayed by the Sponsor to the Investigator and will be attached to the CTMP dossier,

under the principles of good clinical practice and the conditions arising from the Declaration of Helsinki.

The Investigator warrants that neither he nor co-investigators involved in the implementation of the CTMP
have ever been expelled, banned or subject to suspension or restriction of their capacity to exercise
(independent) medical practice, to participate in a clinical trial, or to perform the activities related to the
evaluation of a medicinal product under any laws, regulations, or professional codes of conduct, in particular
under the following here listed: United States 21 U.S.C. §335a and 21 Code of Federal Regulation §312.70.
The Investigator agrees not to engage during the conduct of the CTMP any person or organization that is or
has been banned from clinical research by any supervisory authority. The Investigator further agrees to
inform the Sponsor of this CTMP without delay in writing in the case that he, a co-investigator or any person
or organization they engage as part of the CTMP are deprived by the supervisory authorities of the right to
participate in clinical research, this being so during the term of this Contract or within one year after its
termination or expiry.

Even before commencing the CTMP the Investigator is obliged to make sure that he and all co-investigators
have submitted to the Sponsor on their form the relevant financial statement, the so-called. “Financial
Disclosure” required by the FDA (in accordance with 21 Code of Federal Regulations, part 54) and in the
case that the financial disclosure was not provided by the Investigator/co-investigators, shall inform the
Sponsor of that fact. The Investigator further agrees to update these forms during the term of this Contract in
the event of a change of data of the financial disclosure and one year after the expiry or termination of
participation in the CTMP.

The documents referred to in para 6b) and 6c) are trade secrets of the Sponsor, and information about their
contents may be granted only to cooperating persons authorized by the workplace or appointed in accordance
with para.4 of this Contract and the institutions and bodies referred to in para. 23.

The Investigator is obliged to immediately notify the Sponsor in the event that he or co-investigators
involved in the implementation of the CTMP, expelled, banned or subject to suspension or restriction of their
capacity to exercise (independent) medical practice, to participate in a clinical trial, or to perform the
activities related to the evaluation of a medicinal product or have had court proceedings or legal action
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(samostatné) 1ékaiské ¢innosti, k ucasti na klinickém hodnoceni nebo k vykonavani ¢innosti souvisejicich
S hodnocenim 1é¢ivého ptipravku nebo proti nim bylo zahdjeno soudni fizeni nebo pravni kroky, které by
mohly vyustit v jejich vylouceni, vyfazeni pozastaveni nebo omezeni zpiisobilosti, a to béhem trvani této
smlouvy nebo do jednoho roku po jejim ukonceni ¢i vyprseni. ZkouSejici je povinen o této skuteCnosti
informovat zadavatele klinického hodnoceni, ledaze by zpfistupnéni (zvefejnéni) této skutecnosti bylo v
rozporu s legislativou na ochranu soukromi nebo jinym platnym zdkonem.

Poskytovatel poskytne pred zahajenim KHLP zadavateli platné certifikaty laboratornich analytickych
metod pouzitych v KHLP a provadénych v laboratofich poskytovatele. Po uplynuti doby jejich platnosti
poskytovatel zajisti jejich obnovu. Zaroveil poskytne piehled referen¢nich mezi pro vySe uvedené
laboratorni vysetfeni.

Zkousejici je povinen zpracovavat tzv. eCRF (elektronické zaznamy subjektt hodnoceni) v souladu s tdaji
ve zdravotnické dokumentaci. V piipadé potieby poskytne zadavatel zkousejicimu pro praci s eCRF, ktera
souvisi s klinickym hodnocenim, pocita¢ a ptipojeni k internetu. Zadavatel proskoli zkousejiciho ohledné
pouzivani eCRF. Nasledné po proskoleni jsou zkouSejici a kazdy spoluzkousejici povinni podepsat
dohodu, ktera bude obsahovat prohlaseni o tom, ze porozuméli procesu eCRF. Zkousejici souhlasi s tim,
ze jakékoliv a veskeré vybaveni, které bude poskytnuto ze strany zadavatele zkouSejicimu a/nebo
poskytovateli za uéelem dokonceni eCRF, zistava vyhradnim majetkem zadavatele. Po dokonceni vSech
eCREF, ktera souvisi s klinickym hodnocenim, vrati zkousejici zadavateli bezodkladné veskera poskytnuta
zafizeni.

Poskytovatel se touto smlouvou zavazuje, ze hlavnimu zkousejicimu a ostatnim Clentim jeho tymu zajisti
pristup do elektronickych systémii zadavatele (tim je zejména minén elektronicky Case Report Form
(eCRF), pricemz tento pfistup bude spocivat v piistupu k internetovému pfipojeni vné ,,site
poskytovatele®, tj. poskytovatel zajisti piistup na internetové stranky, které zadavatel poskytovateli urci.
Smluvni strany jsou si védomy toho, Zze do procesu klinického hodnoceni 1éCivého piipravku bude
zaclenéna lékarna, nebot’ dle § 19 pism. d) vyhlasky ¢. 226/2008 Sb., v platném znéni, je povinnosti
zadavatele zajistit, Ze hodnocené lécivé piipravky jsou pfipravovany, upravovany, kontrolovany,
uchovavany a vydavany v souladu se spravnou lékarenskou praxi, osoby, které zajist'uji uvedené Cinnosti,
musi spliiovat odborné predpoklady. Smluvni strany se dohodly, Ze tuto povinnost zadavatel zajisti
prostfednictvim poskytovatele a poskytovatel vyslovné touto smlouvou souhlasi, ze na sebe bere povinnost
uloZenou zadavateli dle §19/d) vyhlasky ¢. 226/2008 Sb., v platném znéni a zavazuje se postupovat také v
souladu s pokynem SUKL-Pokyn LEK12 v platném znéni.

V.

Vybér subjekti hodnoceni pro KHLP a vyZadani jejich souhlasu
Do KHLP bude zkous$ejicim zafazeno piiblizné [XX XX] subjektti hodnoceni. Pocéet subjektii je pouze
orienta¢ni a mize byt zadavatelem v prubéhu provadéni klinického hodnoceni jednostranné zménén, a to
pisemnou formou. Zatazovani pacientl do KHLP je ,,kompetitivni* a zadavatel ma pravo jednostranné
ukoncit jej jesté pred dosazenim piiblizného poctu subjekti hodnoceni stanovenych piedchozi vétou.
V zatazovani dalSich subjekti hodnoceni jsou zkousejici a/nebo poskytovatel opravnéni pokracovat teprve
poté, kdy k tomu obdrzi vyslovny pisemny pokyn zadavatele; pokud zkousejici a/nebo poskytovatel bude
pokraCovat v zafazovani dalSich subjektti hodnoceni, aniz by k tomu mélo pisemny pokyn od zadavatele,
zadavatel neni povinen poskytovateli poskytnout jakékoli finan¢ni plnéni za takto zatazené subjekty
hodnoceni. Zadavatel mize jednostranné urcit dal§i pravidla pro pocet zafazenych subjektt hodnoceni
(napf. maximalni pocet subjektii hodnoceni zatazenych za 1 den/tyden/mésic) a zkousSejici a poskytovatel
jsou povinny toto pravidlo dodrzovat.
Zadavatel si vyhrazuje pravo jednostranné rozhodnout i o pfed¢asném ukonceni zatazovani subjektd
hodnoceni po predchozim upozornéni zkousejiciho; takové rozhodnuti bude bez dalsiho zavazné pro
poskytovatele i zkousejiciho.
Zatazeni subjekti hodnoceni do KHLP bude mozné jen s jejich pisemnym informovanym souhlasem a po
jejich fadném pouceni. Vyzadani souhlasu od subjektli hodnoceni musi byt ve shod€ s etickymi principy a
spravnou klinickou praxi. K tomu:
a) zadavatel zpracuje a pieda zkousejicimu navrh formulafe pisemného souhlasu subjektu hodnoceni se
zafazenim do KHLP a formulaf pisemného pouceni pro subjekt hodnoceni. Jejich koneéné znéni bude

stanoveno po dohod¢ vSech stran. Pouceni musi obsahovat nalezitosti stanovené ustanoveni §51 a §52 zak.
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initiated against them that could result in their expulsion, banning, suspension or restriction of eligibility, this
being so during the term of this Contract or within one year after its termination or expiry. The Investigator is
obliged to inform the clinical trial Sponsor of the fact, unless the disclosure (publication) of this were to be in
conflict with the law on the protection of privacy or other applicable law.

The Provider shall provide to the Sponsor prior to the commencement of CTMP valid certificates for the
laboratory analytical methods used in the CTMP and conducted in the laboratories of the Provider. After the
expiry of their validity, the Provider shall ensure their renewal. At the same time, they shall provide an
overview of the reference limits for the above laboratory tests.

The Investigator is obliged to handle the so-called. eCRF (electronic data about the study subjects) in
accordance with the data in the health-care documentation. If needed, the Sponsor shall provide the
Investigator with a computer and an internet connection for work with the eCRF, which is related to the
clinical trial. The Sponsor shall train the Investigator regarding eCRF use. Following the training, the
Investigator and co-investigators are each required to sign an agreement, which shall include a declaration
that they understand the eCRF process. The Investigator agrees that any and all of the equipment that will be
provided by the Sponsor to the Investigator and/or the Provider for the purposes of completing the eCRF
remains the sole property of the Sponsor. After completing all the eCRF that relate to the clinical trial, the
Investigator shall promptly return all equipment provided to the Sponsor.

The Provider commits by this Contract to provide the Investigator and members of his team with access to
the Sponsor’s electronic systems (which means, in particular, the electronic Case Report Form (¢CRF),
whereby this access will consist of access to an internet connection external to the ‘Provider network’ i.e., the
Provider shall provide access to the website that the Sponsor specifies the Provider.

The Contracting Parties are aware the process of a clinical trial of the medicinal product will involve a
pharmacy, since per §19 (d) of Decree No. 226/2008 Coll., as amended, it is the responsibility of the Sponsor
to ensure that investigated medicinal products are prepared, processed, inspected, maintained and issued in
accordance with good pharmacy practice, and the persons providing those activities must meet professional
qualifications. The Contracting Parties agree that the Sponsor shall fulfil this obligation through the Provider,
and the Provider expressly agrees by this Contract to take on the obligation imposed on the Sponsor per
§19(d) of Decree No. 226/2008 Coll., as amended, and also undertakes to act in accordance with SIDC
Instruction LEK12, as amended.

V.
Selection of subjects for the CTMP and requesting their consent

The Investigator will enrol in the CTMP approximately [XX XX] study subjects. The number of subjects is
indicative only and may be changed unilaterally by the Sponsor during the course of the trial, and this in
writing. Enrolling in the CTMP is “competitive” and the Sponsor has the right to unilaterally terminate it
before reaching the approximate total number of subjects laid down in the previous sentence. In enrolling
further study subjects, the Investigator and/or Provider are authorized to resume only after receiving the
express written instruction of the Sponsor; if the Investigator and/or Provider continue to enrol further study
subjects, without having the written instruction from the Sponsor, the Sponsor is not obliged to provide any
financial transactions for the study subjects so enrolled. The Sponsor may unilaterally stipulate additional
rules for the number of enrolled study subjects (e.g. the maximum number of subjects enrolled per 1
day/week/month) and both the Investigator and the Provider shall comply with such a rule.

The Sponsor reserves the right to unilaterally decide on the early termination of enrolling study subjects
having first notified the Investigator; such a decision shall ipso jure be binding for the Provider and the
Investigator.

Enrolment of study subjects into the CTMP can take place only with their written informed consent and after
their due briefing. The seeking of consent from study subjects must comply with ethical principles and good
clinical practice. Accordingly:

a)

the Sponsor shall draw up and relay to the Investigator a form designed for the written consent of the
study subject to be enrolled in the CTMP, and the written briefing form for the study subject. Their final
wording will be set by agreement of all parties. Then briefing shall contain the particulars set out in the
provisions of §51 and §52. No 378/2007 Coll., as amended.
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¢. 378/2007 Sb. v platném znéni.

b) zkousejici pied zafazenim subjektu hodnoceni do KHLP v piipadé jeho souhlasu pozada o jeho podpis
na obou dokumentech uvedenych v odst.a).

Dokumenty podepsané subjekty hodnoceni o jejich pouceni a souhlasu potizené podle odst.17 musi byt
ulozeny v dokumentaci o KHLP vedené u zkousejiciho.

Pokud zkousejici zjisti v prubehu KHLP, Ze subjekt hodnoceni zafazeny KHLP nevyhovuje jeho kritériim,
okamzité bude o tom informovat zadavatele a dle rozhodnuti zadavatele jej z praibéhu KHLP vytadi.
Zkousejici, poskytovatel i zadavatel jsou povinni v pribéhu KHLP i po jejim ukonceni dbat podle
prisluinych pravnich piedpisi CR o ochranu osobnich tidajii a informaci o osobnich pomérech subjekti
hodnoceni zatazenych do KHLP.

VI.
Sledovani (monitorovani) a kontrola prubéhu KHLP

Pribéh a provadéni KHLP budou kontrolovany a sledovany odbornymi utvary ¢i povéfenymi pracovniky
zadavatele, kterym poskytovatel i zkouSejici umozni pfistup ke vS§em informacim ziskanym v ramci KHLP
i kvysledkim laboratornich testl, vySetfeni, zkouSek a jinych zaznamid o subjektech hodnoceni
zatfazenych do KHLP.
Povéfenym odpovédnym pracovnikem zadavatele pro sledovani prubéhu KHLP je:

a) [OUOU]

b) adresa: sanofi-aventis, s.r.o., budova ARGO, Evropska 846/176a, 160 00, Praha 6, Ceské republika.

Prabéh KHLP a jeho vysledek mohou byt kontrolovany také auditory zadavatele, tim neni doteno pravo
kontroly povéfenymi pracovniky piisluinych statnich organii CR a zahrani¢nich kontrolnich afadi.
Subjekty hodnoceni musi byt pouceny podle odst.17 této smlouvy a informovany také o tom, Ze udaje
ziskané o nich v pribéhu KHLP mohou byt pro ucely kontroly pouzity a predlozeny také ptislusSnym
statnim organtim CR, opravnénym zahraniénim kontrolnim organiim a zastupctim zadavatele, a subjekty
hodnoceni s tim musi vyslovit souhlas v dokumentu informovaného souhlasu.

Zadavatel mize povértit kontrolou nebo monitorovanim jinou smluvni organizaci nebo pracovniky jinych
organizaci nez je uvedeno v 0dst.21, 22 a oznamit tuto skute¢nost zkousejicimu.

VII.

Jin4 ustanoveni
Zadavatel poskytne bezplatné zkouSejicimu vesSkery material vymezeny protokolem KHLP, ktery je
nezbytny k provedeni KHLP tak, aby mohla byt dodrzena doba trvani KHLP piedpokladana v odst.5 této
smlouvy.
Zadavatelem poskytnuté 1é¢ivo/-a i ostatni material, jejichz specifikace je uvedena v protokolu o KHLP
(odst.6b této smlouvy) pouzije zkouSejici pouze pro provedeni KHLP. VSechny hodnotici materialy, které
nebudou pouzity v ramci KHLP, vrati zkousejici zadavateli.
ZkouSejici se zavazuje uschovat veSkerou dokumentaci uloZzenou v feSitelském svazku (Investigator Study
File) s dokumentaci vztahujici se K subjektim hodnoceni nejméné po dobu 15 rokli od data ukonceni
KHLP.
Poskytovatel a zkousejici se zavazuji, Ze pokud pouziji k provedeni vySetieni pro ucely KHLP jakoukoliv
externi laboratof, zajisti, aby tato laboratof byla zpusobild k provedeni takové prace podle zasad spravné
laboratorni a klinické praxe.
Zkousejici dava souhlas k tomu, aby v rozsahu nezbytném pro zpracovani studie byly pouzity jeho osobni
udaje ve smyslu z. ¢. 101/2000 Sb. o ochran¢ osobnich udajii a o zméné nékterych zakont. Jedna se o
zejména nasledujici typ informaci: celé jméno, adresa trvalého bydlisté¢ a tdaje uvedené zkouSejicim
v profesnim Zivotopisu poskytnutém zadavateli.

Zkousejici odpovida za informovani spolupracujicich osob dle odst.4 o rozsahu jejich zavazkl a
odpovédnosti, které jim byly svéfeny a jsou pfedmétem této smlouvy.

VIII.
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b) the Investigator shall prior to enrolling a study subject in the CTMP, in the case of their consent, asks for
their signature on both documents referred to in para a).

The documents signed by the study subjects about their briefing and consent obtained pursuant to para.17
must be filed in the CTMP dossier kept by the Investigator.

If the Investigator finds during the course of the CTMP that the CTMP study subject does not meet his
criteria, he shall immediately inform the Sponsor of this and at the Sponsor’s discretion delist them from the
CTMP.

The Investigator, the Provider and the Sponsor are obliged during the course of the CTMP and after its
termination to pay heed to the relevant legislation of the CR on the protection of personal data and
information about the personal circumstances of the study subjects enrolled in the CTMP.

VI.
CTMP tracking (monitoring) and progress checks
The progress and implementation of the CTMP will be checked and monitored by specialized departments or
authorised personnel of the Sponsor, whom the Provider and the Investigator will allow access to all
information obtained as part of the CTMP and to the results of laboratory tests, examinations, appraisals and
other records of the study subjects enrolled in the CTMP.

The Sponsor’s authorized person for monitoring CTMP progress is:
a) [OU OU]
b) address: sanofi-aventis, s.r.o., ARGO building, Evropska 846/ 176a, 160 00, Prague 6, Czech
Republic.

The progress of CTMP and its outcome may also be verified by the Sponsor’s auditors, without prejudice to
the verification rights of the competent State authorities of the CR and international supervisory authorities.
The study subjects must be briefed in accordance with para.17 of this Contract and also be informed that the
data collected about them in the course of the CTMP can be used for monitoring purposes and submitted to
the competent State authorities of the CR, authorized international control authorities and the representatives
of the Sponsor, and the study subjects must give their consent through the informed consent document.

The Sponsor may delegate the checking or monitoring to another contracted organization or the employees of
other organizations than is indicated in para.21, 22 and notify the Investigator of the fact.

VII.
Other provisions

The Sponsor will provide free of charge to the Investigator all material as defined by the CTMP protocol,
such as is necessary for the implementation of the CTMP so as to be able to keep to the duration of the
CTMP envisaged in para.5 of this Contract.

The medications and other material provided by the Sponsor as specified in the CTMP protocol (para.6b of
this Contract) shall be used by the Investigator solely for the implementation of the CTMP. All study
materials remaining unused during the CTMP shall be returned by the Investigator to the Sponsor.

The Investigator undertakes to keep all documentation filed in the Investigator dossier (Investigator Study
File) together with the documentation related to the study subjects for a period of at least 15 years from the
date of termination of the CTMP.

The Provider and the Investigator undertake that if they engage any external laboratory for the purposes of
the CTMP, they shall ensure that the laboratory is competent to perform such work in keeping with good
laboratory and clinical practice principles.

The Investigator gives consent that to the extent necessary for processing the study use be made of his
personal details within the meaning of Act No. 101/2000 Coll. on the protection of personal data and on
amendments to certain laws. These are, in particular, the following types of information: full name,
residential address and the data submitted by the Investigator in the professional curriculum vitae provided to
the Sponsor.

The Investigator is responsible for informing the cooperating persons per para.4 of the extent of their
obligations and the responsibilities entrusted to them as per this Contract.

VIII.
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Zavainé nezadouci piihody a uc¢inky v prubéhu KHLP
Zkousejici je povinen bezodkladné sdélit zadavateli jakoukoliv zdvaznou nezddouci piihodu, ke které
dojde v prabéhu KHLP, neni-li v protokolu KHLP stanoveno jinak.
Zadavatel je povinen oznamit podezieni na zavazny neocekavany nezddouci ucinek Statnimu tstavu pro
kontrolu 1éc¢iv, pfislusné etické komisi, ktera vydala souhlasné stanovisko k provadéni KHLP a to ve
lhatach stanovenych v §58 zdk. €.378/2007 Sb., v platném znéni.

IX.
Nahrada za poskozeni zdravi subjektu hodnoceni

Zadavatel poskytne za podminek niZze uvedenych poskytovateli a zkousSejicimu nahradu za veskeré naroky

a fizeni (v€etné vSech vyrovnani €i plateb, na néz neni pravni narok, pokud budou uskute¢nény se

souhlasem smluvnich stran, jakoz i v€etné piiméfenych nakladi a vydaji na pravni zastoupeni a soudni

fizeni) vznesené a uplatnéné subjekty hodnoceni, které se ucastnily KHLP, vici poskytovateli a

zkouSejicimu z diivodu Gjmy na zdravi (v€etné smrti), ktera subjektim hodnoceni vznikla v souvislosti

Suzivanim léCiv vrdmci KHLP (tj. hodnoceni, zkouseni nebo klinického zakroku nebo postupu

provedeného nebo pozadovaného v ramci KHLP, kterym by subjekty hodnoceni nebyly vystaveny, kdyby

se KHLP netcastnily).

Zadavatel se své povinnosti k nahradé Skody podle vySe uvedeného ujednani zprosti, prokaze-li, ze:

a) Ujma na zdravi (v€etné smrti) byla zpuisobena nedbalosti, protipravnim jednanim ¢i opomenutim ¢i
poruSenim povinnosti uréené zakonem, touto smlouvou nebo protokolem KHLP poskytovateli nebo
zkousejicimu,

b) zkousejici nebo poskytovatel bez zbyte¢ného odkladu po té, co byl vic¢i nékterému z nich narok na
nahradu Skody uplatnén (tj. obdrzeli ozndmeni o takovém naroku nebo o zahajeni fizeni o takovém
naroku), neuvédomili pisemné zadavatele o takové skutecnosti a na zadost zadavatele a na jeho naklady
mu neumoznili pfevzit kontrolu nad takovym narokem nebo fizenim,

c) poskytovatel a zkouSejici bez pfedchoziho pisemného souhlasu zadavatele uznali takovy narok nebo
postup stim, ze takovy souhlas nebude bezdivodné zadrzovan a stim, Ze tato podminka nebude
povaZzovana za porusenou jakymkoliv prohlasenim, které poskytovatel nebo zkousejici ucinil
v souvislosti s plnénim vnitinich reklamacnich postupt, hlaseni zavaznych nezadoucich ptihod, nebo
Vv ptipadech, kdy je prohlaseni ptedepsdno zdkonem.

Zadavatel bude poskytovatele a zkousejiciho v celém rozsahu informovat o stavu takového naroku nebo

postupu takového ftizeni, bude s poskytovatelem a zkousejicim konzultovat zplisob ,,obhajoby” a

nevyrovna narok nebo neukonéi fizeni bez pisemného souhlasu poskytovatele a zkousSejiciho (tento
souhlas nebude bezdtivodné zadrzovan).

Bez omezeni podle odst. 35 bude poskytovatel nebo zkouSejici informovat zadavatele o veskerych
okolnostech, o kterych je mozné se domnivat, ze by mohly vést ke vzniku naroku nebo fizeni a kterych si
jsou piimo védomi a budou zadavatele pfiméfené informovat o vyvoji takového naroku nebo fizeni, i kdyz
se poskytovatel a zkousejici rozhodnou neuplatnit na zakladé téchto podminek narok na nahradu Skody.
Obdobné¢ zadavatel bude informovat poskytovatele a zkousSejiciho o veskerych okolnostech, jakoz i o
vyvoji takového naroku nebo fizeni, vzneseného piimo proti zadavateli.

Zadavatel je povinen v souladu s §52 odst. 3 pism. f) zak. ¢. 378/2007Sb. v aktualnim znéni zajistit po
celou dobu provadéni KHLP pojisténi odpovédnosti za Skodu pro zadavatele a zkouSejiciho, jehoz
prostfednictvim je zajisténo i odskodnéni v piipadé smrti subjektu hodnoceni nebo v ptipad€ skody vzniklé
na zdravi subjektu hodnoceni v disledku provadeéni klinického KHLP. Zadavatel prokazal poskytovateli,
ze uvedené pojisténi ma sjednano pied podpisem této smlouvy. Pojisténi zadavatele nenahrazuje pojisténi
odpovédnosti poskytovatele ¢i 1ékafe pro vlastni zdravotnickou ¢innost.

X.
Ochrana divérnych informaci — obchodni tajemstvi

Dutvérnymi informacemi se pro Ucely této smlouvy rozumi veskeré informace poskytnuté zadavatelem a
vztahujici se ke KHLP nebo jeho dokumentaci, zahrnuji zejména informace o struktufe, slozeni,
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Serious adverse events and reactions during the CTMP

The Investigator is obliged to promptly inform the Sponsor of any serious adverse event that occurs in the
course of the CTMP, unless otherwise specified in the CTMP protocol.

The Sponsor is obliged to notify any suspicion of a serious unexpected adverse reaction to the State Institute
for Drug Control, to the relevant Ethics Committee that gave assent to the implementation of the CTMP and
this within the time limits set out in §58 of Act No. 378/2007 Coll., as amended.

IX.
Redress for study subject health damage

The Sponsor shall provide, under the conditions listed below, to the Provider and to the Investigator redress
for any and all claims and proceedings (including any compensation or payments, for which there is no legal
entitlement if made with the consent of the Contracting Parties, including the reasonable costs and expenses
of legal representation and court proceedings) raised and lodged by study subjects who participated in the
CTMP against the Provider and the Investigator for reasons of personal injury (including death) that affected
the study subjects in connection with the use of medicines as part of the CTMP (i.e., evaluation, testing or
clinical treatment or procedure carried out or required as part of the CTMP that the study subject would not
have been exposed to had they not participated in the CTMP).

The Sponsor shall be relieved of their obligations to redress damages according to the above arrangements, if
they prove that:
a) personal injury (including death) was caused by the negligence, wrongful act or omission, or violation of
the obligations set by law, by this Contract or by the CTMP protocol to the Provider or to the Investigator,
b) the Investigator or the Provider, after a damages claim was lodged against either of them (i.e. they
received notice of such a claim, or of the initiation of such claim proceedings), had not without undue
delay notified the Sponsor in writing of the fact and did not at the request of the Sponsor, and at his
expense let him take control of such a claim or proceedings,
¢) the Provider and the Investigator had without the prior written consent of the Sponsor acknowledged such
a claim or procedure, always provided that such consent will not be unreasonably withheld, and provided
that this condition will not be considered breached by any statement that the Provider or the Investigator
made in connection with their following internal complaints procedures, reporting serious adverse events,
or in cases where it is prescribed by law.
The Sponsor shall inform the Provider and the Investigator to the full extent about the status of any such
claim or the course of such procedure, shall consult with the Provider and the Investigator on the form of
“defence” and shall not settle the claim or terminate the proceedings without the written consent of the
Provider and the Investigator (which consent shall not be unreasonably withheld).
Without limitation by para. 35 the Provider or the Investigator shall inform the Sponsor of any circumstances
which could reasonably be likely to lead to a claim or proceedings, and which they are directly aware of, and
they shall adequately inform the Sponsor on the developments of such a claim or proceedings, even if the
Provider and the Investigator should decide not to exercise their entitlement to redress of damages based on
these terms and conditions. Likewise, the Sponsor shall inform the Provider and the Investigator of any
circumstances as well as the developments of such a claim or proceedings raised directly against the Sponsor.
The Sponsor is obliged in accordance with §52 para. 3 (f) of Act No. 378/2007 Coll. as amended, to arrange
throughout the period of conducting the CTMP for liability insurance cover of the Sponsor and the
Investigator, by which compensation is assured in the event of death of a study subject or in the event of
damage to the health of a study subject as a result of the conducting of the clinical CTMP. The Sponsor has
demonstrated to the Provider that the said insurance cover is agreed before the signing of this Contract. The
Sponsor’s insurance does not replace the Provider’s or physician’s liability insurance cover for their own
health-care activities.

X.
Protection of confidential information - trade secrets
Confidential information for the purposes of this Contract means all information provided by the Sponsor and
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ingrediencich, vzorcich, know-how, technickych postupech a procesech, jakoz i jiné informace
zadavatelem oznacené jako duvérné. Poskytovatel a zkouSejici nesmi divémé informace zpfistupnit tieti
osobg, nebo je pouzivat pro ucel jiny nez urceny v instrukcich zadavatele. Duvérné informace budou ve
vyluéném vlastnictvi zadavatele a budou drzeny poskytovatelem a zkousejicim v tajnosti a na misté pro
takové informace urceném, vyjma piipadd, kdy poskytovatel nebo zkouSejici prokazou, Ze se jednd o
informace vetejné piistupné.

Pokud je ze zdkonem stanovenych divodi nutné divérné informace zpfistupnit, poskytovatel nebo
zkousejici toto neodkladné pisemné oznami zadavateli. Zadavatel, poskytovatel a zkousSejici se zavazuji
informovat vSechny osoby zic¢astnéné na tomto KHLP a osoby, jimz je divérna informace zptistupnéna, o
povinnosti mi¢enlivosti v souladu s touto smlouvou, takové osoby jsou pak vazany stejnou povinnosti
mlcenlivosti.

V piipad¢, ze poskytovatel /zkousejici porusi povinnost mlcenlivosti ohledné¢ divérnych informaci
zadavatele dle odst. 39 tohoto ¢ldnku, uhradi smluvni strana, kterd povinnost mléenlivosti porusila
zadavateli smluvni pokutu ve vysi K¢ [XX XX],-K¢ (slovy [XX XX] K¢), a to do 10 pracovnich dni ode
dne, kdy o ni zadavatel pozada; pravo zadavatele na nahradu Skody timto ustanovenim neni dotéeno.

Zkousejici je povinen informovat spolupracujici osoby dle odst. 4 o diivérné povaze informaci tykajicich
se klinického hodnoceni a tyto informace spolupracujicim osobam poskytne v rozsahu potfebném pro
vykonavani svéfenych ¢innosti.

Povinnost ml¢enlivosti ohledn€¢ divérnych informaci bude trvat po dobu platnosti této smlouvy a 10 let po
ukonceni této smlouvy (vyprsenim platnosti ¢i jejim pred¢asném ukonceni).

XI.

Vlastnictvi vysledki KHLP, jeho ochrana a publikovani vysledkii
Poskytovatel a zkouSejici berou na védomi, ze vysledky, udaje, dokumenty a objevy z KHLP jsou a budou
okamzitym a vyluénym vlastnictvim zadavatele ¢i jim zmocnéného subjektu, ktery je bude vyuzivat dle
svého vlastniho uvazeni. Za timto ticelem poskytovatel, zkousejici a jeho spolupracovnici nyni ptisuzuji
zadavateli veSkera prava dusevniho a primyslového vlastnictvi z KHLP a veskeré existujici a budouci
materialy vytvotrené v souvislosti s KHLP.
Zkousejici je povinen ponechat si a archivovat pouze jednu (1) kopii veskerych dat generovanych v
prabéhu KH (klinického hodnoceni), a to na tak dlouhou dobu, ktera je vyzadovana podle piislusnych
regulac¢nich pozadavkil, nejméné vSak po dobu 15 let od ukonceni studie (dale jen ,,Archivacni doba®) za
poplatek, jez je zahrnut v celkové odméné za provedeni KHLP. Slozky pacientli budou uchovavany podle
pozadavka SKP (spravné klinické praxe), jak jsou definovany v Protokolu a v souladu s mistné platnymi
predpisy.
Vysledky KHLP nebo jeho ¢ast budou publikovany nebo prezentovany po rozhodnuti zadavatele. Souhlas
zadavatele je nutny pfed podanim abstrakta, rukopisu ¢i prezentace tteti stran¢. Zkousejici souhlasi, ze pfi
pripravé abstrakta, védecké publikace ¢i prezentace bude brat v tivahu doporuceni zadavatele. Za timto
ucelem bude zadavateli zkousejicim poskytnut navrh jakékoli prezentace nebo publikace a ten si vyhrazuje
Cas 45 dnu k posouzeni a vypracovani komentate a dale si vyhrazuje pravo pozdrzet danou publikaci nebo
prezentaci po omezenou dobu, ktera nepfesdhne 90 dni, v pfipadé, ze obsahuji divérné nebo
patentovatelné informace.
Vysledky KHLP nebo jejich ¢ast nebudou poskytovatelem ¢i zkouSejicim publikovany bez piedchoziho
pisemného souhlasu zadavatele.
Poskytovatel zdravotnich sluzeb a zkousejici berou na védomi, Ze Zadna odborna publikace k objeviim ¢i
zkouSenym Iékiim nesmi byt poskytovatelem nebo zkousejicim vydana pied podanim zadosti zadavatele o
patentovou piihlasku, pokud vzhledem k povaze vysledkt KHLP bude podani takové piihlasky ptichazet
Vv uvahu.
V piipadé, Ze KH probiha na vice mistech hodnoceni, zadavatel souhlasi s tim, aby v souladu s védeckymi
standardy byla prvni prezentace nebo publikace vysledki KH ucinéna vyhradné jako soucast publikace
vysledkii, které budou ziskany ze vSech mist, v nichz se uplatituje protokol. Pokud vsak nedojde k
publikaci multicentrické studie ve lhtté dvanacti (12) mésicti po dokonceni této KH na vSech mistech
hodnoceni, ma zkousSejici pravo publikovat nebo prezentovat vysledky této KH nezavisle, pficemz je
povinen provést kontrolni proceduru podle podminek této smlouvy.
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relating to the CTMP or its documentation, in particular including information on the structure, composition,
ingredients, formulas, know-how, techniques, and processes, as well as other information designated as
confidential by the Sponsor. The Provider and the Investigator shall not disclose confidential information to
third parties or use them for any purpose other than that specified in the Sponsor’s instructions. Confidential
information shall be the exclusive property of the Sponsor and shall be kept by the Provider and by the
Investigator in secret and at a location designated for such information, except where the Provider or the
Investigator prove that this information is publicly available.

If for legal reasons it is necessary to divulge confidential information, the Provider or the Investigator shall
notify this promptly in writing to the Sponsor. The Sponsor, the Provider and the Investigator shall undertake
to inform all persons participating on this CTMP and persons having access to the confidential information
disclosed about the duty of confidentiality in accordance with this Contract, so that such persons are bound
by the same confidentiality obligations.

In the event that the Provider/Investigator breach the duty of confidentiality regarding the Sponsor’s
confidential information per para. 39 of this article, the party that breached the duty of confidentiality shall
pay the Sponsor a contractual penalty in the amount of CZK [XX XX].-CZK (in words [XX XX] CZK),
within 10 working days from the date on which the Sponsor so requests; this clause being without prejudice
to the Sponsor’s right to compensatory damages.

The Investigator is obliged to inform any cooperating persons per para.4 of the confidential nature of the
information relating to the clinical trial and to avail the cooperating persons of such information to the extent
necessary for the exercise of the duties entrusted to them.

The duty of non-disclosure of confidential information shall last for the duration of this Contract, and for 10
years after the termination of this Contract (or its expiry by early termination).

XI.
Ownership of the CTMP findings, protection and publication of the findings
The Provider and the Investigator acknowledge that the results, data, documents, and findings of the CTMP
are and shall be the immediate and exclusive property of the Sponsor or a body authorized by them, to use at
their sole discretion. To this end, the Provider, the Investigator and his co-workers hereby ascribe to the
Sponsor any and all rights of intellectual and industrial property of the CTMP and all existing and future
materials created in conjunction with the CTMP.

The Investigator is obliged to retain and archive only one (1) copy of all data generated in the course of the
CT (clinical trial), and this for the length of time required by the applicable regulatory requirements, but for
no less than 15 years from the end of the trial (hereinafter as the “Archival period”), for a fee which is
included in the total remuneration for conducting the CTMP. The patient files will be kept in keeping with
the requirements of GCP (good clinical practice), as defined in the protocol and as per the locally applicable
regulations.

The findings of the CTMP or part thereof will be published or presented after the Sponsor’s decision. The
Sponsor’s approval is required before the submission of any abstracts, manuscript, or presentations to a third
party. The Investigator agrees that in the preparation of abstracts, scientific publications and presentations he
will take into account the recommendations of the Sponsor. To this end, the Investigator will provide a draft
of any presentation or publication to the Sponsor, who reserves the right to have 45 days for consideration
and elaboration of comments and further reserves the right to delay the publication or presentation for a
limited period of time, which shall not exceed 90 days, in the case that it contains confidential or patentable
information.

The findings of the CTMP or part thereof shall not be published by the Provider or the Investigator without
the prior written consent of the Sponsor.

The Health-care Provider and the Investigator take note that no professional publication as to the findings or
tested medicines is to be published by the Provider or the Investigator before the Sponsor’s patent
application, if the nature of the findings of the CTMP makes such an application worth considering.

In the event that the CT is underway at multiple study locations, the Sponsor agrees that, in accordance with
scientific standards, the first presentation or publication of the findings of the CT shall be made exclusively
as a part of the publication of results obtained from all the locations in which the protocol is being applied.
However, if no publication of a multicentre study occurs within a period of twelve (12) months after the
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Zadavatel mize pouzit veSkeré vysledky z KHLP svobodné dle svého uvazeni a bez dopliyjicich plateb.
Zadavatel nebude mit Zadné povinnosti (mimo povinnosti plynoucich ze zakona) pfi patentovani, vyvoji,
uvedeni na trh ¢i jiném uziti vysledkt KHLP vzniklych pfi provadéni smlouvy.

V ptipadé potieby, zkousejici a poskytovatel nebo spolupracovnici budou na zadost a naklady zadavatele
napomocni pii ziskani a ochrané patentu/ti, véetné podpisti pravnich dokumentt.

XII.

ReSeni sporii
Smluvni strany se dohodly, Ze pravni vztahy vzniklé z této smlouvy se fidi platnymi zdkony a ptedpisy
CR.
Smluvni strany se zavazuji pfi zpracovani KHLP si vzijemné pomahat a piipadné spory a rozdilnost
nazorl na postup a zpisob praci fesit jednanim obvyklym u smluvnich stran.
Smluvni strany berou na védomi a souhlasi, Ze k projednani a rozhodovani pfipadnych spord, které
nebudou piekonany spolupraci podle odst. 53. jsou piislusné soudni organy CR.
V pripad¢ jakéhokoli rozporu mezi ¢eskou a anglickou jazykovou verzi smlouvy se upfednostni a pouzije
ceska verze smlouvy.

XII1.
Finanéni vyrovnani
Zadavatel uhradi poskytovateli odménu za plnéni jejich zavazka podle této smlouvy ve vysi specifikované
v Harmonogramu plateb - Piiloha ¢.1 této smlouvy. Pfedpokladana vyse finan¢niho plnéni vyplyvajici
z této smlouvy poskytovateli je 1 150 990 K¢ (slovy jedenmilionstopadesattisicdevétsetdevadesat Kc¢).
Castka bude uhrazena na ucet poskytovatele. Odména za ¢innost uvedenou odst.14je uvedena v odst.62
tohoto ¢lanku.

Odmény dle odst.56 budou proplaceny po dokonceni vSech eCRF, véetné vyfeSeni vSech eDRF
(elektronické dodate¢né dotazy) a po kladném vyjadieni ze strany zadavatele ohledné jejich vyplnéni, a to
ro¢n¢ na zaklad¢ danového dokladu vystaveného poskytovatelem vzdy nejpozdéji do 15.12. prislusného
kalendainiho roku. Proplacenim se rozumi den odepsani piislusné ¢astky z Gctu zadavatele. Proplaceny
budou jednotlivé navstévy, které musi byt zkouSejicim kompletné zpracovany a musi byt zodpovézeny
vSechny pfipadné souvisejici dotazy. Faktura - danovy doklad bude vystaven poskytovatelem dle kalkulace
vytvoiené zadavatelem a odsouhlasené zkousejicim. Poskytovatel souhlasi se zasilanim podkladu
k fakturaci na e-mail: [OU OU]. Datem zdanitelného plnéni je den doruceni kalkulace vytvotené
zadavatelem. K céastkam uvedenym v Pfiloze ¢. 1 bude pfipoctena zédkonna sazba DPH. Splatnost
danového dokladu ¢ini 60 dnti ode dne jeho doruceni zadavateli.

V ptipadé prodleni uhrady za poskytnuté sluzby je poskytovatel opravnén pozadovat smluvni pokutu ve
vysi 0,01 % denné z dluzné ¢astky az do jejiho tiplného zaplaceni.

V ptipadé odstoupeni od této smlouvy ¢i skonceni jeji platnosti pfed uplynutim ptredpokladané doby
provadéni KHLP, zavazuje se zadavatel zaplatit poskytovateli pomérnou c¢ast nakladd vynalozenych na
skute¢né provedenou ¢ast KHLP.

ZkousSejici se zavazuje kompletné zpracovat a dokoncit vSechny eCRF a vyfesit vSechny eDRF nejdéle do
3 tydnti od ziskéani poslednich udajt ke zpracovani.

Zadavatel ma pravo piislusné snizit odménu v ptipadé nedodrzeni termint p#i plnéni zavazkt zkousejicim
dle odst. 60 této smlouvy a to az o [XX XX]% vyse celkové odmény dle odst.56 tohoto ¢lanku.

Zadavatel se zavazuje, ze 1ékarné a osobé lékarnou povéiené k Cinnosti uvedené v odst. 14 (dale jen
farmaceut) za jejich Cinnost uhradi odménu dle platného Ceniku sluzeb 1ékaren FN Plzen pro klinicka
hodnoceni 1é¢ivych piipravka ve celkové vysi specifikované v Harmonogramu plateb — Pfiloha ¢.1 této
smlouvy na zakladé prikkazné evidence jednotlivych provedenych ukoni, vedené povéfenym farmaceutem.
Rozsah pozadovanych sluzeb definuje zadavatel prostfednictvim Dotazniku Lékarny FN Plzen. Platby za
sluzby 1ékarny musi byt oddéleny od ostatnich plateb ve studii.

.....

.....

farmaceutovi predany:

veskeré informace nezbytné pro jeho spolutcast na tomto klinickém hodnoceni
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completion of the CT at all places of study, the Investigator has the right to publish or present the findings of
this CT independently whilst obliged to carry out the validation procedure per the terms of this Contract.

The Sponsor may use any findings from the CTMP freely at their sole discretion and without any additional
payments. The Sponsor shall be under no obligation (apart from the obligations arising from the law) when
patenting, developing, marketing, or making other use of the findings of the CTMP arising through the
performance of the Contract.

If necessary, the Investigator and the Provider or co-workers shall at the request and expense of the Sponsor
assist in obtaining and protecting patent(s), including the signing of legal documents.

XIlI.
Dispute resolution
The Contracting Parties agree that the legal relationships arising out of this Contract shall be governed by
applicable laws and regulations of the CR.
The Contracting Parties undertake in the processing of the CTMP to assist each other and to resolve any
disputes and disagreements on the procedure and method of working by conduct proper for Contracting
Parties.

The Contracting Parties acknowledge and agree that in order to discuss and resolve any disputes that will
remain unresolved through cooperation per para. 53 the judicial authorities of the CR are the competent ones.

In the event of any discrepancy between the Czech and the English language versions of the Contract,
preference shall be given to and use made of the Czech version of the Contract.

XII.
Financial settlement

The Sponsor shall pay the Provider a remuneration for the performance of their obligations under this
Contract in the amount specified in the Schedule of payments — Annex 1 to this Contract. The expected
financial transaction amount arising from this Contract to the Provider is 1,150,990 CZK (in words
OneMillionOneHundredAndFiftyThousandNineHundredAndNinety CZK). The sum shall be paid to the
Provider’s account. The remuneration for the activity referred to in para.14is shown in para.62 of this article.
The remuneration per para.56 shall be reimbursed after completion of all the eCRF, including resolution of
all eDRF (electronic additional questions) and following assent by the Sponsor as to their completion, and
this annually on the basis of a tax document issued by the Provider no later than 15/12 of the relevant
calendar year. Reimbursement is understood to be on the date the relevant sum is debited from the Sponsor’s
account. To be reimbursed are the individual visits that the Investigator shall have completely processed and
shall have answered any related questions thereto. The invoice — tax document shall be issued by the Provider
according to the calculation made by the Sponsor and approved by the Investigator. The Provider agrees to
send the billing information to the invoice to email address: [OU OU]. The tax date of the payment is the date
of delivery of the calculation made by the Sponsor. The sums referred to in Annex 1 will have added to them
the statutory rate of VAT. The maturity of the tax document shall be 60 days from the date of its delivery to
the Sponsor.

In case of delayed payment for the services rendered the Provider is entitled to claim a contractual penalty in
the amount of 0.01% of the due sum for every day until its complete payment.

In the event of termination of this Contract or its expiry before the end of the expected CTMP performance
period, the Sponsor undertakes to pay the Provider the pro-rata part of the costs incurred by the Provider for
the part of the CTMP actually performed.

The Investigator undertakes to fully process and complete all the eCRF and resolve all the eDRF within 3
weeks from obtaining the last data to be processed.

The Sponsor has the right to reduce the remuneration in the case of failure to comply with the deadlines in
the performance of obligations by the Investigator per para. 60 of this Contract and this up to [XX XX]% of
the total remuneration per para.56 of this article.

The Sponsor undertakes to reimburse the pharmacy and the person designated by the pharmacy to do the
activities referred to in para. 14 (hereinafter the pharmacist) for their activity the fee per the valid Price-list of
services of the Pilsen University Hospital for clinical trials of medicinal products in the total amount
specified in the Schedule of payments — Annex 1 of this Contract against demonstrable evidence of the
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ukonceni KHLP.

souvisejici dokumentace stanovena legislativou, Statnim tstavem pro kontrolu 1é¢iv nebo jinou regulacni
autoritou (zejména souhrn protokolu, study file, schvaleni SUKL a etickou komisi atd.)

pozadavky a pokyny tykajici se vedeni evidence

tzv. Delegation log, obsahujici seznam vSech osob opravnénych zachazet s hodnocenymi 1é¢ivymi
ptipravky, jehoz ptipadnou aktualizaci bude zadavatel nésledné povéfenému farmaceutovi oznamovat bez
zbyte¢ného odkladu

.....

povefenym farmaceutem prevzata.
Zadavatel se zavazuje dorucovat fadn€ oznacené zasilky hodnocenych 1écivych ptipravkl v pracovni dny v
dobé od 8:00 do 13:00 hodin a to vyhradné po pfedchozi dohod¢ s povéfenym farmaceutem.
Do doby ptedani 1é¢iv na misto klinického hodnoceni nebo pacientovi je povéteny farmaceut odpoveédny
za kontrolu zachazeni s hodnocenym lé¢ivym ptipravkem podle zasad spravné 1ékarenské praxe a pokynt
zadavatele vCetné vedeni piislusné dokumentace.
Zadavatel se zavazuje po ukonceni klinického hodnoceni odebrat nespotfebovana baleni hodnocenych
1é¢ivych piipravki na vlastni naklady zpét. Lékarna nezajistuje likvidaci téchto 1€¢iv ani administrativu s
ni souvisejici (netyka se zbytku pouzitého [XX XX], které je tieba v souladu s platnou legislativou
likvidovat neprodleng).
Zadavatel je povinen zajistit splnéni vySe uvedenych podminek i v piipad€, ze komunikaci s povéfenym
farmaceutem nebo provadénim casti ukonti v ramci klinického hodnoceni (dodavky, monitoring atd.)
poveri jiny subjekt. Za ucelem snizeni organizacnich a zdravotnich rizik je zadavatel povinen kazdy
takovy subjekt o konkrétnich dohodnutych podminkach prokazateln¢ informovat.
Zadavatel zajisti dodavku na adresu podle mista centra, kde bude klinicka studie probihat, a oznaci ji
jménem odpovédného farmaceuta. Piislusnou pobockou Ustavni 1ékarny bude Ustavni 1ékarna FN Plzef-
Lochotin, alej Svobody 80, 304 60 Plzen.

XIV.
Audity a inspekce
Za ucelem zajisténi, ze KHLP je provadéno v souladu protokolem KHLP, pravidly Spravné klinické praxe
a souvisejicimi pravnimi ptedpisy, poskytovatel a zkouSejici budou souhlasit s provedenim auditi
zadavatele (nebo zjeho povéieni) a inspekce piislusSnym/i zdravotnim/i Gfadem/y. ZkouSejici a
poskytovatel souhlasi s pfimym pfistupem auditori nebo inspektortt do pfislusné zdravotnické
dokumentace (auditofi a inspektofi jsou vazani mlcenlivosti ohledn¢ veskerych osobnich tdajt a udaja ze
zdravotnické dokumentace).

ZkousSejici a poskytovatel budou spolupracovat v usnadnéni piipravy a prabéhu auditu ¢i inspekce a
umozni zadavateli piistup do pfislusnych zafizeni, k idajim nebo dokumenttim.

V ptipadé, ze je zkouSejicimu nebo poskytovateli oznamena inspekce zdravotniho ufadu, informuji
zadavatele a umozni mu Ucastnit se inspekce. Informace, které vyplynou z provedené inspekce, budou bez
odkladu sd€leny zkouSejicim a/nebo poskytovatelem zadavateli.

Zkousejici nebo poskytovatel u¢ini bez odkladu potiebnd opatieni vyzadana zadavatelem k naprave nalezi
z auditu ¢i inspekce.

Vsechny strany vyslovné¢ souhlasi, ze zadavatel nebude kompenzovat zkousejicimu ¢i poskytovateli vydaje
souvisejici S provedenim auditu ¢i inspekce a jejich soucinnost a dostupnost je soucasti odmény urcené
v Ptiloze 1.

Prava a povinnosti stanovené v tomto ¢lanku ztistanou v platnosti po dobu 15 let po ukonceni KHLP.

XV.
Ukon¢eni KHLP
KHLP bude ukonceno provedenim konecné uzaviraci navstévy. Zkousejici informuje poskytovatele o
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various tasks performed by the designated pharmacist. The extent of the required services is defined by the
Sponsor via the Pilsen University Hospital Pharmacy Questionnaire. Reimbursement for pharmacy services
shall be separated from other payments in the study.

The Sponsor shall undertake an initiation visit to the designated pharmacist of the appropriate Pilsen
University Hospital Pharmacy before the start of the relevant clinical trial. As part of the initiation visit the
designated pharmacist shall be provided with:

all the information necessary for their participation in this clinical trial

related documentation stipulated by the legislation, the State Institute for Drug Control, or any other
regulatory authority (in particular the protocol summary, study file, assent from the SIDC and the Ethics
Committee etc.)

requirements and guidelines concerning the keeping of documentary evidence

called the Delegation log, which contains a list of all persons authorized to deal with the trialled medicinal
products, any updates to which the Sponsor shall subsequently advise to the designated pharmacist without
undue delay

The Sponsor acknowledges that the designated pharmacist shall not take delivery of the trialled medicinal
products before the initiation visit has taken place.

The Sponsor undertakes to deliver a duly labelled consignment of the trialled medicinal products during work
days between 8:00 to 13:00 hours and only after prior agreement with the designated pharmacist.

Until the handover of the medicines to the place of the clinical trial or to the patient, the designated

pharmacist shall be responsible for ensuring that the handling of the trialled medicinal products conforms to
the principles of good laboratory practice and the Sponsor’s guidelines, including the keeping of relevant
documentation.
The Sponsor undertakes to remove unused packs of trialled medicinal products after the clinical trial is
concluded at the Sponsor’s own expense. Th Pharmacy does not take care of the disposal of these drugs or
the administration connected with it (not applicable to residues of the used [XX XX] which, in accordance
with the applicable law, is to be disposed of without delay).

The Sponsor shall ensure compliance with the above conditions even in the event of entrusting the
communication with the designated pharmacist or the performance of any part of the tasks involved in the
clinical study (supplies, monitoring, etc.) to another entity. In order to reduce any organizational and health
risks the Sponsor shall demonstrably inform each such entity about the specific conditions agreed.

The Sponsor shall ensure delivery to the address of the centre where the clinical trial will be taking place, and
shall label it for the attention of the responsible pharmacist. The appropriate branch of the Institutional
pharmacy shall be the Institutional Pharmacy of the University Hospital Plzeii-Lochotin, alej Svobody 80,
304 60 Pilsen.

XIV.
Audits and inspections
In order to ensure that the CTMP is carried out in accordance with the CTMP protocol, good clinical practice
principles and the relevant legal provisions, the Provider and the Investigator shall consent to audits by (or on
behalf of) the Sponsor and with inspections by the competent health-care office(s). The Investigator and the
Provider agrees with the direct access of auditors or inspectors to the relevant health-care documentation
(auditors and inspectors are bound to secrecy in respect of all personal data and data from medical records).

The Investigator and the Provider shall cooperate in the preparation and conduct of the audit or inspection
and will allow the Sponsor access to the relevant facilities, to information or documents.

In the event that the Investigator or Provider is advised of an inspection by the health-care office, they shall
notify the Sponsor, and allow them to participate in the inspection. The findings of any inspection shall be
communicated without delay by the Investigator and/or Provider to the Sponsor.

The Investigator or the Provider shall without delay take all the necessary measures requested by the Sponsor
to rectify any findings from the audit or inspection.

All the parties expressly agree that the Sponsor shall not compensate the Provider or Investigator for any
expenditure relating to any audit or inspection and their cooperation and availability is covered for in the
remuneration specified in Annex 1.
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XVI.

Cestovni a jiné nahrady subjektim hodnoceni
Zadavatel proplati nahrady cestovnich (pfipadné jinych) vyloh, které subjektim hodnoceni vzniknou
v disledku jejich tcasti na KHLP, které je prfedmétem této smlouvy. Za oznadmeni vySe nahrad
proplacenym subjektiim hodnoceni piislusné etické komisi je odpovédny zadavatel.
Zavazny navod k proplaceni cestovnich (pfipadné jinych) vyloh dle predchoziho bodu je stanoven
Ptilohou ¢.2. Odména za ¢innost poskytovatele dle zavazného navodu je jiz zahrnuta v celkové odméné,
kterou poskytovatel obdrzi za KHLP, které je predmétem této smlouvy.
Poskytovatel povetuje komunikaci se zadavatelem ve véci proplaceni ndhrad cestovnich vyloh nasledujici
osobu: [OU OU] (dale jen povéfeny zastupce poskytovatele).

XVII.

Protikorup¢ni ujednani
Zadavatel, poskytovatel a zkousejici vzajemné prohlasuji, Ze ujednani uvedena v této smlouvé
neznamenaji ani nemaji znamenat odménu za to, Ze zkouSejici v minulosti pfedepisoval, nasazoval
pacientiim, doporucoval (v€etné¢ formulafovych doporuceni), nakupoval, platil, hradil, autorizoval,
schvaloval nebo dodaval, ani nemaji znamenat podnét k tomu, aby tak €inil nyni nebo v budoucnosti,
pokud jde o produkt nebo sluzbu, které byly prodany nebo poskytnuty zadavatelem nebo byly podnétem k
udéleni interview pro jakékoli obchodni ¢i marketingové ucely. Zkousejici prohlasuje, ze jakékoli podpory
nebo uthrady poskytované zadavatelem jsou nezavislé na jakémkoli jeho rozhodnuti tykajicim se vybéru
1€k, ktery uskutecni.
Zadavatel, poskytovatel a zkousejici se zavazuji, Ze se osobné i prostiednictvim svych fidicich osob,
funkciondil, zaméstnancii, zastupcli nebo subdodavateli, a to pfimo i nepiimo, zdrzi zaplaceni nebo
prislibu zaplaceni, pfipadné udé€leni opravnéni k zaplaceni jakékoli ¢astky, nebo poskytnuti ¢i slibu daru,
pfipadné udéleni opravnéni k darovani cehokoli hodnotného jakémukoli statnimu tufednikovi,
zdravotnikovi nebo 0sobé propojené se zdravotnickou organizaci za Gcelem ziskani nebo udrzeni obchodni
prilezitosti nebo zajisténi neopravnéné vyhody zadavateli. Zadavatel, poskytovatel a zkousejici timto
shodné prohlasuji, ze pfed datem uzavieni této smlouvy neposkytli zadnou platbu, opravnéni, slib nebo
dar, jak jsou popsany v této smlouve, a to osobné ani prostiednictvim svych fidicich osob, funkcionafd,
zameéstnancd, zastupct nebo subdodavateltl.
Zkousejici se zavazuje po dobu trvani této smlouvy vést podrobné a piesné ucetnictvi a zaznamy
veskerych ukont tykajicich se této smlouvy, archivovat je na minimalni obdobi sedmi (7) let od ukonceni
smlouvy a na zadost zadavatele je zpfistupnit pro kontrolu. AniZ by byla dot¢ena platnost vyse uvedenych
ustanoveni, tento zavazek se rozsifuje na zaznamy vsech plateb uskuteénénych zkousejicim v souvislosti s
touto smlouvou. Zkousejici je povinen zajistit, aby ucetnictvi a vesSkeré zdznamy byly dostatecné k tomu,
aby umoznily zadavateli ovéfit splnéni postupu dle Piilohy ¢.2 zkousSejicim.

XVIII.
Ochrana udaji

Osobni tdaje subjektti hodnoceni, které by mohly byt pfipadn¢ zaznamendny do databize zadavatele,
budou zpracovana vSemi stranami v souladu s platnymi zadkony a ptedpisy vztahujicimi se k ochrané
osobnich udaji, zpracovani tdajii a elektronickym zaznamii a elektronickému podpisu. Udaje nebudou
poskytnuty zadné tieti strang.

XIX.
Doba platnosti smlouvy
Tato smlouva se uzavira na dobu urc¢itou dle odst. 5.
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The rights and obligations stipulated in this article shall remain in force for a period of 15 years after CTMP
completion.

XV.
CTMP completion

The CTMP will be complete when the final closing visit has been performed. The Investigator shall inform
the Provider about completing the CTMP.

XVI.
Travel and other disbursements for the study subjects
The Sponsor shall reimburse travel (or other) expenses that are incurred by the study subjects due to their
participation in the CTMP under this Contract. The responsibility to disclose the study subjects’
reimbursement levels to the relevant Ethics Committee rests with the Sponsor.

Binding instructions for the reimbursement of travel (or other) expenses per the previous point are set out in
Annex 2. The fee for the Provider’s activity per the binding instructions is already included in the total
remuneration that the Provider shall receive for the CTMP under this Contract.

The Provider entrusts communications with the Sponsor in the matter of reimbursement of travel expenses to
the following person: [OU OU] (hereinafter the Provider’s designated representative).

XVII.
Anti-corruption arrangements
The Sponsor, the Provider and the Investigator jointly declare that the arrangements referred to in this
Contract do not constitute nor imply a reward in respect of what the Investigator had previously prescribed,
applied to patients, recommended (including form based recommendations), purchased, paid for, refunded,
authorized, approved or supplied, nor are they an incentive to do so now or in the future with regard to any
product or service sold or provided by the Sponsor, or that these were an incentive to grant any interviews for
any commercial or marketing purposes. The Investigator declares that any support or compensation provided
by the Sponsor is unconnected to any decision they shall take regarding any choice of medicinal preparations.

The Sponsor, the Provider and the Investigator commit to refrain personally as well as via their management,
officers, employees, agents or subcontractors, both directly and indirectly from making any payment or
promise of payment, or as may be granting permission to pay any sum, or giving any gift or the promise of
giving any gift, or as may granting permission to donate anything of value to any government official, health-
care professional or person linked with a health-care organization for the purpose of obtaining or retaining
business or to provide undue advantage to the Sponsor. The Sponsor, the Provider and the Investigator jointly
declare that before the date of entering into this Contract they did not issue any payment, permission, promise
or gift, as described in this Contract, neither personally nor via their management, officers, employees, agents
or subcontractors.

The Investigator undertakes for the duration of this Contract to keep detailed and accurate accounts and
records of all transactions relating to this Contract, to archive them for a minimum period of seven (7) years
after the termination of the Contract and, at the request of the Sponsor to make them available for
verification. Without prejudice to the above provisions, this obligation extends to the records of all payments
made by the Investigator in connection with this Contract. The Investigator shall ensure that the accounts and
all the records be sufficient to allow the Sponsor to verify compliance with the procedure per Annex 2 by the
Investigator.

XVIII.
Data protection
The personal data of study subjects as may be recorded into the Sponsor’s database shall be handled by all
parties in accordance with applicable laws and regulations relating to the protection of personal data, the
processing of data and electronic records and electronic signatures. The data shall not be disclosed to any
third party.

XIX.
Contract duration



83. Platnost a G¢innost smlouvy nastdva dnem podpisu smluvnimi stranami.

84. Kterdkoliv ze smluvnich stran je opravnéna ukoncit tuto smlouvu vypovédi, ktera je ucinna doruc¢enim
druhé smluvni strané, a to v nasledujicich ptipadech:

a) pokud néktera smluvni strana neplni nékteré z ustanoveni této smlouvy a neodstrani zavadny stav ani
ve lhuté 30-ti dnt od doruceni vyzvy k néprave,

b) pokud néktera smluvni strana provede se svymi véfiteli vyrovnani nebo bude-li ohledné jejiho majetku
zahajeno insolvencni fizeni,

€) pokud néktera smluvni strana pozbude opravnéni K ptisobeni v dané oblasti,

d) bude-li riziko pro subjekty hodnoceni neimérné zvyseno, nebo

e) pokud potiebné opravnéni, povoleni, souhlas nebo vyjimka je revokovano, jeho platnost suspendovana,
nebo vyprsi-li doba, na kterou bylo vydano bez ptislusného prodlouzeni.

85. Zadavatel také mize ukoncit smlouvu vypovédi bez uvedeni diivodu, pricemz vypovédni lhita ¢ini 30 dnd
a po¢ind bézet dnem nésledujicim po doruceni vypoveédi druhé smluvni strane.

86. Zkousejici preda zadavateli veskerou dokumentaci podle protokolu a v souladu s pfislusSnymi zakony a
nafizenimi a veSkeré vybaveni, které mu poskytl zadavatel v souvislosti s klinickym hodnocenim,
nejpozdéji do devadesati (90) dnli po dokonéeni nebo predéasném ukoncéeni klinického hodnoceni.

87. V pfipadé, Ze zkouSejici nebude moci z objektivnich pfi¢in vykondavat svoji funkci a tim plnit své
povinnosti plynouci mu ze smlouvy, zavazuji se smluvni strany poskytnout si veskerou soucinnost pii
napliiovani této smlouvy a hledani nového zkousejiciho; tato smlouva tak automaticky nezanika. Bude-li
pro plnéni této smlouvy nutné, aby do smlouvy vstoupil novy zkousejici, bude sepsan dodatek k této
smlouve.

88. Podminky clanku IV, IX, X, XI, XIII, XIV a XVII zlstavaji v platnosti i po vyprSeni platnosti ¢i
predcasném ukonceni této smlouvy.

XX.
Zavérecna ustanoveni
89. Pravni poméry touto smlouvou vyslovné neupravené se fidi obecné platnymi pravnimi ptedpisy, a to
predevsim zak. ¢. 378/2007 Sb. ve znéni pozd¢jsich predpisi a prislusné vyhlasky.
90. Poskytovatel neni opravnén pievést bez predchoziho pisemného souhlasu zadavatele tuto smlouvu ¢i prava
a povinnosti z této smlouvy na teti osobu.
91. Tato smlouva je vyhotovena ve tiech stejnopisech, z nichz kazda strana obdrzi po jednom.

92. Zmeény a dopliky této smlouvy jsou mozné toliko dohodou, a to pisemnym dodatkem ke smlouvé. Touto
smlouvou vyslovné piedvidané jednostranné pokyny a uréeni jedné ze smluvnich stran se nepovazuji za
zménu nebo dodatek této smlouvy.

Na diikaz souhlasu se znénim smlouvy pfipojuji smluvni strany své podpisy.

V Praze dne:
zadavatel

IPL N6
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This Contract is made for a fixed period per para. 5.

This Contract shall come into force and effect on the date of signature by the Contracting Parties.

Either Contracting Party may terminate this Contract by serving notice of termination, which becomes
effective upon delivery to the other Contracting Party, in the following cases:

if a Contracting Party does not comply with any provision of this Contract and does not remedy the defect
within 30 days after receipt of a request to remedy,

if a Contracting Party makes settlement with their creditors or its assets become subject to commenced
insolvency proceedings,

if a Contracting Party ceases to be authorized to operate in the given area,

if the risk for the study subjects rises disproportionately,

if a necessary permit, permission, consent, or exception is revoked, its validity is suspended or expires
without the appropriate extension being issued.

The Sponsor may also terminate the Contract by giving notice, without stating a cause, whereto the notice
period is 30 days and startd to run on the day following delivery of the notice to the other Contracting Party.
The Investigator shall provide to the Sponsor all documentation per the protocol and in accordance with the
relevant laws and regulations as well as the facilities provided by the Sponsor in connection with the clinical
trial, not later than ninety (90) days after completion or early termination of the clinical trial.

In the case that the Investigator becomes unable to fulfil their duties under the Contract for objective reasons
the Contracting Parties shall provide each other with all necessary assistance in fulfilling this Contract and
seeking a new Investigator; this Contract does not automatically lapse thereby. If it becomes necessary for the
performance of this Contract, to bring a new Investigator into the Contract an addendum to this Contract will
be drawn up in writing.

The provisions of articles 1V, 1X, X, XI, XIII, XIV and XVII shall remain in force even after the expiry or
early termination of this Contract.

XX.

Closing provisions
Legal relations of this Contract expressly unadjusted shall be governed by generally applicable legal
provisions, and in particular by Act. No. 378/2007 Coll. as amended and the relevant decrees.
The Provider shall not without the prior written consent of the Sponsor assign this Contract or the rights and
obligations under this Contract to a third party.
This Contract is drawn up in three master copies, each Party receiving one thereof.
Amendments and supplements to this Contract are only permissible by agreement, through a written
addendum to the Contract. Any in this Contract expressly envisaged unilateral instructions and directives by
one of the Contracting Parties shall not be considered an amendment or addendum to this Contract.

In witness of their agreement with the wording of the Contract the Contracting Parties attach their
signatures.

In Prague dated:
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[OU OU]
Jednatel

V Plzni dne;
Zkousejici

[OU OU]

V Plzni dne:
Poskytovatel

[OU OU]
Reditel

Sponsor

[OU OU]
Executive Manager

In Pilsen dated:
Investigator

[OU OU]

In Pilsen dated:
Provider

[OU OU]
Director
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SAMOSTATNE UJEDNANI - REGISTR SMLUV
Je-li dana zédkonna povinnost k uvetejnéni vyse uvedené smlouvy v Registru smluv dle zédkona ¢. 340/2015
Sb., o registru smluv (dale jen ,,zdkon o RS*), dohodly se smluvni strany, ze takovou povinnost splni
poskytovatel, a nikoli zadavatel, a to v souladu s nize uvedenym. V pfipadé, ze takto poskytovatel neucini
do péti pracovnich dni, vyhrazuje si pravo (nikoli povinnost) uvefejnéni zadavatel.

Poskytovatel neuveiejni v Registru smluv obchodni tajemstvi, které smluvni strany oznacily vyse tak, ze jej
umistily mezi symboly: ,,[XX...XX]“, shodn¢ budou z uvefejnéni vylouceny ¢asti této smlouvy vyse
umisténé mezi symboly: ,,[OU...OU]* pro ochranu osobnich udaji. Dale nebudou uveiejiiovany v souladu
s § 3 odst. 2 zakona o RS ¢asti oznacené symboly ,,[NP...NP]*.

Zadavatel se zavazuje poskytnout poskytovateli na kontaktni email: [OU OU] vyse uvedenou smlouvu s
upravami dle piredchoziho odstavce v pfipustném formatu za acelem jejiho uveiejnéni poskytovatelem.

Poskytovatel informuje zadavatele o splnéni povinnosti emailovou zprdvou na kontaktni email:
[OU OU], nejpozdéji do 2 mésici ode dne uzavieni vySe uvedené smlouvy. K vyzadani zadavatele mu
poskytovatel postoupi potvrzeni o uveiejnéni. Dohoda smluvnich stran dle tohoto ¢lanku tvoii samostatné
ujednani nezavislé na vzniku €i trvani vyse uvedené smlouvy.

Ustanoveni odst. 81 vyse uvedené smlouvy se uplatni shodné i pro tuto dohodu.

NA DUKAZ CEHOZ smluvni strany uzaviely toto samostatné ujednani, které je niZe jejich jménem a jejich fadng
zplnomocnénymi zastupci podepsano.
V Praze dne:

zadavatel

[OU OU]
Jednatel

V Plzni dne;
Zkousejici

[OU OU]

V Plzni dne:
Poskytovatel

[OU OU]
Reditel

Contract N0.10001347
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SEPARATE ARRANGEMENT - THE CONTRACTS REGISTRY
If there is a legal obligation to publish the above Contract in the Contracts Registry pursuant to Act
No. 340/2015 Coll. on the Registration of Contracts (hereinafter as the “Contracts Registry Act”, or
“CRA”), the Contracting Parties have agreed that this obligation shall be met by the Provider and not the
Sponsor, in keeping with the following. In the event that the Provider fails to do so within five working
days, the Sponsor reserves the right (but not the obligation) to so publish.

The Provider shall exclude from disclosure in the Contracts Registry any trade secret that the Contracting
Parties have marked above inasmuch as it is encompassed by the symbols: “[XX...XX]” and shall
furthermore exclude from disclosure the parts of this Contract encompassed by the symbols:“[OU...OU]”
for the protection of personal data. Furthermore, not for publication in accordance with §3 (2) of the
Contracts Registry Act are the portions marked by the symbols “[NP...NP]”.

The Sponsor undertakes to avail to the Provider via the contact email: [OU OU] the above Contract
augmented according to the previous paragraph in an accepted format for its disclosure by the Provider.

The Provider shall inform the Sponsor of meeting their obligation by email to the contact email address:
[OU OU], no later than 2 months from the date of entering into the aforementioned Contract. At the
Sponsor’s request the Provider shall avail to them the confirmation of disclosure. The agreement of the
Contracting Parties under this article shall constitute a separate arrangement independent of the formation
and the duration of the Contract referred to above.

The provisions of para. 90 of the aforementioned Contract shall apply to this Agreement unaltered.

IN WITNESS WHEREOF the Contracting Parties have entered into this separate arrangement which is signed below
in their name and by their duly authorized representatives.

In Prague dated:
Sponsor

[OU OU]
Executive Manager

In Pilsen dated:
Investigator

[OU OU]

In Pilsen dated:
Provider

[OU OU]
Director
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Piiloha ¢.2: Zavazny navod proplaceni cestovnich a jinych vyloh Annex 2: Binding instructions on the reimbursement of travel and other expenses
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PRILOHA ¢&.1:

ANNEX 1:
Harmonogram plateb

Schedule of payments
Celkova odména Poskytovatele bude uréena na zakladé vypoétu uvedeného nize. Smluvni strany predpokladaji, ze | The total remuneration for the Provider will be determined based on the calculation below. The Contracting Parties

celkova odména Poskytovatele za plnéni poskytnuté dle této Smlouvy bude dosahovat piiblizné &astky uvedené envisage that the Pr_ovider’s total rell_lunqration for the implementation under this Contract will reach approximately
v 0dst.56 vy v této smlouve the sum referred to in para.56 above in this Contract.

[NP NP] NP NF]
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PRILOHA ¢. 2: ANNEX 2
Zavazny navod proplaceni cestovnich a jinych vyloh Binding instructions on the reimbursement of travel and other expenses
[NPNP]

[NPNP]
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