
CLINICAL TRIAL AGREEMENT 
Clinical Trial: 

PMR-EC-1207 

SMLOUVA O KLINICKEM HODNOCENI 
Klinicke hodnocenf: 

PMR-EC-1207 

This Agreement is made on by Tata Smlouva byla uzavrena 
and between (DD/MM/RR) mezi 

Astellas Pharma s.r.o. 
Sokolovska 100/94 
186 00 Praha 8 
ICO: 26432765 
DIC: CZ26432765 
((hereinafter referred to as ,.ASTELLAS"); 

and 

Fakultni nemocnice v Motole 
V uvalu 84, 150 06 Praha 5 
(hereinafter referred to as "INSTITUTE"); 

Astellas Pharma s.r.o. 
Sokolovska 100/94 
186 00 Praha 8 
ICO: 26432765 
DIC: CZ26432765 
(dale jen "firma Astellas"); 

A 

Fakultni nemocnice v Motole 
V uvalu 84, 150 06 Praha 5 
(dale jen "Zdravotnicke zarlzenl"): 

(ASTELLAS and the INST ITUTE are hereinafter (Astellas a Zdravotnicke zartzenl jsou zde dale 
referred to individually as "Party" or collectively as oznacovany jednotlive jako "Strana" nebo spolecne 
"Parties") jako "Strany".) 

and with respect to ASTELLAS' clinical trial identified a s ohledem na kllnicke hodnocenf firmy Astellas 
below (hereinafter referred to as "Clinical Trial"): oznacene nlze (dale jen jako "Klinicke hodnocenl"): 

lnvestigational medicinal �roduct: Hodnocen� lecivi: E!riE!ravek: Advagraf/Prograf 
Advagraf/Prograf (hereinafter referred to as (dale jen jako "Produkt") 
"Product") 

Title: A Phase I I ,  Parallel Group, Randomized, Nazev: A Phase I I ,  Parallel Group, Randomized, 
Multicentre, Open Label Study to Compare the Multicentre, Open Label Study to Compare the 
Pharmacokinetics of Tacrolimus in De Novo Pediatric Pharmacokinetics of Tacrolimus in De Novo Pediatric 
Allograft Recipients Treated with an Advagraf® or Allograft Recipients Treated with an Advagraf® or 
Prograf® Based lmmunosuppressive Reg imen, Prograf® Based lmmunosuppressive Reg imen, 
Inc lud ing a Long-Term Follow-Up Including a Long-Term Follow-Up 

Code: PMR-EC-1207 K6d: PMR-EC-1207 
EudraCT-No.: 2011-000078-80 EudraCT-No.: 2011-000078-80 

WHEREAS, ASTELLAS is interested in conducting JELIKOZ ma Astellas zajern na provedenf Klinickeho 
the Cl inica l Trial at various sites; Hodnoceni na ruznych pracovistlch; 

WHEREAS, the INSTITUTE has agreed to let the JELIKOZ Zdravotnicke zarlzenl souhlasi s tlrn, ze 
Clinical Trial be undertaken at the INST ITUTE on the Klinicke hodnocenf probehne ve Zdravotnlckern 
terms and conditions set out below; and zai'izenf za podminek uvedenych nlze; a 

WHEREAS, the Parties have carefully contemplated JELIKOZ Strany i'adne zvazlly rizika a obtlze spojene 
the risks and difficulties of the Clinical Trial and have s Kllnickyrn hodnocenfm a porovnaly je s 
compared them with the expected benefits for the ocekavanyrni pi'inosy pro subjekty hodnocenf a 
subjects and public interest, and have reached the verejne zalrny a dospely k zaveru, ze ocekavany 
conclusion that the expected benefit of the Clinical prtnos Klinickeho hodnocenf opravnuje rnozna 
Trial justifies possible foreseeable risks and predvldatelna rizika a potize. 
difficulties. 

NOW, THEREFORE, the Parties hereto agree as NYNI TUDIZ, Strany zde dohodly nasledujici: 
follows: 

I 
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1 .  Personnel and Facilities 
 agrees that its employee 
Pediatric clinic, University 

ereinafter referred to as 
"Investigator'') and sufficient appropriately trained 
research staff of the INSTITUTE (hereinafter 
collectively referred to as "Research Staff') will 
conduct the Clinical Trial at the INSTITUTE's site (or 
the site under the INSTITUTE's control) (hereinafter 
referred to as "Site") under terms and conditions 
separately agreed between ASTELLAS and the 
Investigator. 

1 . 2  S u b j e c t  to the terms and conditions under 
this Agreement, the INSTITUTE shall provide 
necessary equipment and make available sufficient 
appropriately trained Research Staff as well as its 
subjects to the Investigator so that the Investigator is 
able to screen and enrol a sufficient number of 
subjects in the Clinical Trial (hereinafter referred to as 

ial Subject(s)"). The Parties hereto understand that 
rial Subjects are planned to be enrolled in the 

Clinical Trial by the Investigator. 

1 . 3  The Parties understand that any replacement 
or change of the Investigator and/or the Site for the 
Clinical Trial shall be subject to the Parties' mutual 
written agreement. 

2. Accomplishment 
2.1 The INSTITUTE shall ensure that the Clinical 
Trial will be conducted by the Investigator and/or the 
Research Staff strictly in accordance with; 

1 .  Personal a Zarizeni 
1 . 1  Zdravotnicke zai'izeni souhlasi s tim, ze jeho 
zarnestnanec Pediatricka 
klinika, FN V Motole (dale jen jako "Zkousejlcl") a 
dostatecny pocet prlslusne vyskolenych zamestnancu 
Zdravotnickeho zai'izeni (dale jen jako "Vyzkumny 
personal" bude na pracovisf Zdravotnickeho zaftzenl 
(nebo na pracovistl pod kontrolou Zdravotnlckeho 
zai'izeni) (dale jen "Pracoviste") provadet Klinlcke 
hodnoceni za podminek zvlast' dohodnutych mezi 
firmou Astellas a Zkousejlclrn, 

1 . 2  Za podminek teto Smlouvy Zdravotnicke 
zai'izeni poskytne nezbytna zai'izeni a ca 
Zkousejlclrnu k dispozici dostatecny pocet 
Vyzkumneho personalu, stejne jako subjektu 
hodnoceni, aby Zkousejlcl mohl provest screening a 
zai'adit do Klinickeho hodnoceni dostatecny pocet 
subjektu hodnocenf (dale jen jako "Subjekt(y) 
hodnocenf"). Strany k tomuto maji za to, ze je 
planovano, ze do Khnickeho hodnoceni Zkousejlcl 
zai'adi Subjektu . 

1 . 3  Strany jsou srozurneny, ze kazde nahrazeni 
nebo zrnena Zkousejlclho a/nebo Pracoviste 
Kllnickeho hodnoceni bude podlehat vzaiernne 
plsemne dohode Stran. 

2. Provedeni 
2.1 Zdravotnicke zai'fzeni zajisti, ze Klinicke 
hodnoceni bude Zkousejlcl a/nebo Vyzkumny 
personal provadet prlsne v souladu s; 

2 . 1 . 1  the protocol of the Clinical Trial (hereinafter 2 . 1 . 1  
referred to as "Protocol"}, provided, 
however, that, if any deviation from the 
Protocol is inevitable to protect the life 
and/or health of the Trial Subjects, the 
INSTITUTE! shall immediately give notice to 
ASTELLAS; 

2 . 1 .2  all applicable national and international 2 . 1 .2  
laws, regulations and guidelines, especially 
those governing the conduct of clinical trials, 
dealings in medicinal products, 
responsibilities of clinical investigators, 
informed consents, protection and privacy of 
personal data and storage of data and 
records, including, without limitation, the ICH 
Guidelines and the European Guidelines on 
Good Clinical Practice (hereinafter referred 
to as "ICH-GCP"} , Good Laboratory 
Practice, the revised versions of the 
Declaration of Helsinki, Directive 95/46/EC, 
Directive 2001/20/EC and Directive 
2005/28/EC of the European Parliament and 
of the Council, and professional industry 

protokolem Klinickeho hodnoceni (dale jen 
jako "Protokol"), avsak za pi'edpokladu, ze 
pokud bude k ochrane zivota a/nebo zdravi 
Subjektu hodnocenr nevyhnutna [akakoli 
odchylka, Zdravotnicke zai'izeni o tom 
bezodkladne firmu Astellas uvedomi; 

veskeryrni platnymi narodnlrni a 
mezinarodnlrni zakony, nai'izenimi a 
pokyny, zejrnena terni, ktere upravuji 
provaden! klinickych hodnoceni, smlouvy o 
lecivych pi'ipravcich, odpovednosti 
zkousejlclch, informovane souhlasy, 
ochranu osobnich udaju a uchovavanl dat a 
zaznarnu, vcetne, vycet tim nenf omezen, 
Pokynu ICH a Evropskych Pokynu o 
Spravne klinicke praxi (dale jen jako "ICH­ 
GCP"), Spravne laboratornf praxi, 
revldovane verze Helsinske Deklarace, 
Srnernice 95/46/ES, Smernice 2001 /20/ES 
a Srnernlce 2005/28/ES Evropskeho 
parlamentu a Rady, a predpisu profesnich 
prurnyslovych asociaci ( dale souhrnne jako 
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association regulations (hereinafter 
collectively referred to as "Regulations"); 

2 . 1 .3  opinion of the Ethics Committee dated 20. 2 . 1 .3  
Sep. 2011 a CA approval dated  

2.1 .4 any and all provisions of this Agreement; 2 . 1 .4 
and 

2 . 1 .5  any and all instructions given in the 2.1 .5 
investigator's brochure of the Clinical Trial 
and any other reasonable instructions to be 
given by ASTELLAS to the INSTITUTE from 
time to time. 

"Pi'edpisy"); 

souhlasem Eticke komise FN Motol z 21 .9 .  
2011 a o povoleni vydanym 
SUKLe

vserni ustanovenfmi teto Smlouvy; a 

vsemi pokyny uvedenyrni v souboru 
informaci pro zkousejlclho pro toto Klinicke 
hodnocenl a vsemi rozumnyrni pokyny 
prubezne udllenymi Zdravotnlckernu 
zal'izeni firmou Astellas 

2.2 If the INSTITUTE becomes aware of any 
irregularities or suspected irregularities in the conduct 
of the Clinical Trial, including, but not limited to, any 
deviation from the Protocol and/or the Regulations, it 
shall immediately inform ASTELLAS, and shall follow 
ASTELLAS' reasonable instructions to investigate 
and/or rectify such irregularities. 

2.3 For the purposes of this Agreement, the 
Clinical Trial will be regarded as being completed at 
the Site, when all case report forms (hereinafter 
referred to as "CRFs") of all Trial Subjects enrolled by 
the INSTITUTE and all additional requested 
information, includlng data queries, are prepared in 
good order and made available to ASTELLAS by the 
INSTITUTE with enough quality Data/Results for 
ASTELLAS' scientific evaluation (hereinafter referred 
to as "Trial Completion"). 

2.4 After the Trial Completion, ASTELLAS will 
prepare the final report of the Clinical Trial according 
to ICH-GCP guidelines, namely ICH E3: "Structure 
and Content of Clinical Study Reports" (hereinafter 
referred to as "Final Clinical Trial Report"). 

3. Remuneration and Cost 
In consideration of the performance of the 
INSTITUTE under this Agreement, ASTELLAS 
agrees to pay the INSTITUTE a remuneration 
(hereinafter referred to as "Remuneration") and costs 
to be incurred by the INSTITUTE for the purpose of 
this Agreement (hereinafter referred to as "Costs") 
according to the manner of the financial details 
specified bellow: 
ASTELLAS y to the INSTITUTE the 
amount of for every subject of the 
clinical trials, that completed the study according to 
the protocol. The amount comprehends costs related 
to enrolling subject of clinical trials to the study and 
checkups. 
In case of early withdrawal from the clinical trials from 
whatever reason the payment will be made on the 
base of expense for an individual visit according to 

2.2 Jestlize Zdravotnicke zal'izenf zjisti jakekof 
odchylky nebo podezl'enf na odchylky v provaden: 
Klinickeho hodnoceni, vcetne, vycet tim nenl 
omezen, jakychkoli odchylek od Protokolu a/nebo 
Predpisu, bude bezodkladne informovat firmu 
Astellas a bude se l'idit rozumnymi pokyny firmy 
Astellas urcenym] k prosetrenl a/nebo naprave 
takovych odchylek. 

2.3 Pro ucely teto smlouvy bude Klinicke 
hodnocenf povazovano za Pracovistem dokoncene, 
pokud budou vsechny formulate zaznarnu subjektu 
hodnoceni (dale jen jako CFR) vsech Subjektu 
hodnoceni zarazenych Zdravotnickym zal'izenim a 
vsechny dodatecne pozadovane informace, vcetne 
pozadavku na zlskanl dat, Zdravotnickyrn zai'izenim 
i'adne pl'ipraveny a dany k dispozici firme Astellas s 
dostatecnou kvalitou DaWysledku k vyhodnoceni 
firmou Astellas (dale] jen jako "Dokoncenl 
hodnoceni"). 
2.4 · Po Dokoncenl hodnocenf firma Astellas 
pl'ipravi konecnou zpravu o Klinickern hodnoceni v 
souladu s pokyny ICH-GCP, zejmena s ICH E3: 
"Struktura Hlasenl o Kunickem hodnoceni" (dale jen 
jako "Konecne hlasenl o Klinlckern hodnocenf"). 

3. Odmena a naklady 
S ohledem na plnenl Zdravotnicxernu zai'izeni podle 
teto Smlouvy souhlasi firma Astellas s tlrn, ze 
Zdravotnickernu zai'izenf zaplati odmenu (dale jen 
jako "Odrnena") a naklady, ktere Zdravotnickernu 
zai'izeni vzniknou pl'i plnen! teto Smlouvy (dale jen 
jako "Naklady") v souladu se zpusobem financnlch 
detallu specifikovanych nlze: 
Astellas se zavazuje uhradit Zdravotnickemu zai'izeni 
castku ve vysi  slovy: osrnnacttlslc za 
kazdy subjekt hodnoceni, ktery dckoncil studii die 
protokolu. Castka zahrnuje naklady spojene se 
zafazenim subjektu hodnoceni do studie a 
vysetrenlrn. 
V pl'ipade predcasneho ukoncenl klinickeho 
hodnoceni z jakehokoliv duvodu bude platba 
provedena na zaklade nakladu za jednotlive navstevy 
podle nasledujiciho schematu: 
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Visit 2 
Visit 3 
Visit 4 
PK 

Visit 5 
Visit 6 
complete 

Vstupnl navsteva 
Navsteva 1 

PK profil 
Navsteva 2 

Navsteva 3 

Navsteva 4 
PK profil 
Navsteva 5 

Navsteva 6 

prof ii 
Navsteva 7 

Navsteva 8 

Navsteva 9 
Konecna navsteva 

the following scheme: 
Baseline 
Visit 1 
complete 

Visit 7 
Visit 8 
Visit 9 
Termination Visit 

Firma Astellas dale souhlasi s uhradou nakladu 
vzniklych zdravotnickernu zarlzenl spoti'ebou leku 
s ucinnou latkou basiliximab, ktere budou pouzity 
pouze a vylucne k ucelurn klinickeho hodnocenf pro 
kazdy hodnoceny subjekt. Zkousejlcl o spoti'ebe 
vyse uvedenych leku povede nalezitou dokumentaci. 

Platba je bez DPH .  Platba bude provadena na 
zaklade fakturace zdravotnickyrn zai'izenfm die 
kalkulace uskutecnenych navstev vytvorene 
zadavatelem a odsouhlasenych zkousejlclm. Platby 
budou probihat die poti'eby nejpozdeji vsak vzdy k 
3 0 . 1 1 .  bezneho roku. 

Podklady pro fakturaci a veskera oznamenl 
zdravotnickernu zai'izeni budou zaslana do FNM, 
sekretariat namestka pro LPP, V Uvalu 84, 150 06, 

Doba 
splatnosti faktury je 30 dnu ode dne vystaveni 
zdravotnickym zai'izenim 

Further, ASTELLAS commits to reimburse to the 
INSTITUTE costs of used concomitant medication 
(basiliximab) for every subject of the clinical trail 
according the records of the Investigator. 

4. Medication and Material 
4.1 ASTELLAS shall supply to the INSTITUTE, 
or directly to the Investigator, free of charge, the 
Product in such quantity as necessary to conduct the 
Clinical Trial at the Site. 

4.2 The INSTITUTE shall ensure that the 
lnvestigational Medicinal Products will be used by the 
Investigator and/or the Research Staff solely and 
exclusively for the purposes of the Clinical Trial and 
will be kept in a secure area and in accordance with 
any special storage instructions to be given by 
ASTELLAS from time to time. The INSTITUTE shall 
maintain a record of receipt and dispensing of all 
lnvestigational Medicinal Products. 
4.3 The INSTITUTE will provide in the pharmacy 
activities linked to storage and issuing medicament 
Qutenza during the clinical trials.( hereinafter referred 
to as ,,activity"), that the pharmacy will perform for the 
submitter under the established conditions by this 
agreement. Part of the activity is administration of the 

4. Lecive pripravky a Material 
4.1 Firma Astellas doda Zdravotnickernu zarlzenl 
nebo pi'imo Zkousejlclrnu, bezplatne, Produkt v 
takovern mnozstvl, ktere bude potrebne k provedeni 
Klinickeho hodnoceni na Pracovisti. 

4.2 Zdravotnicke zai'fzenf zajisti, ze Hodnocene 
lecive pi'ipravky budou pouzity Zkousejlclrn a/nebo 
Vyzkurnnyrn personalern pouze a vylucne k ucelurn 
Klinickeho hodnoceni a budou uchovavany v 
zajistenern prostoru a v souladu s veskeryrni pokyny 
k uchovavani, ktere bude firma Astellas prubezne 
udilet.8 Zdravotnicke zarlzenl bude uchovavat 
zaznarny o pi'ijmu a vydeji veskerych Hodnocenych 
lecivych ptipravxu. 
4.3 Zdravotnicke zafizeni zajisti v lekarne cinnosti 
spojene s uchovavanlrn a vydavanlrn studijniho leciva 
Qutenza behem klinickeho hodnoceni (dale jen 
.cinnost"), kterou bude lekarna vykonavat pro 
zadavatele za podmfnek stanovenych touto 
smlouvou. soucastr cinnosti je vedeni dokumentace 
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documents about receiving and issuing medicament. 
Activities are for purposes of this agreement 
defined as: 

receiving study medication after notification from 
the submitter or an entrepreneur (Cenduit) 
- check up of fullness and consistency of the package 
- storage according to the establishment of 
promulgation No. 229/2008 code, about 
manufacturing and distributing medications and with 
conditions explicit in the original documentation until 
the period of issuance to the investigator or to the 
subject of the clinical trials 
- in case of breach of storage conditions inform the 
submitter immediately. 
-administration of income and expenditure lists 
supplied by the submitter 
Activities can be further specified by the submitter's 
instruction. 

The Sponsor will ensure delivery of the 
investigational products to the Institution's Pharmacy, 
where they will be taken over and checked by a 
pharmacist (in the same manner as other 
consignments, i .e. whether are not damaged or, in 
case of special transport requirements, whether they 
have been fulfilled; the pharmacist will also confirm 
receipt of the delivery); the investigational products 
for a particular site will be then collected by the 
Investigator based on an order form; the Investigator 
will be then fully responsible for the investigational 
products. The Sponsor is obliged to give notification 
of the delivery to the Pharmacy within 3 days before 
they are delivered, either by e-mail by phone to 
authorized pharmacist. Disposal of unused drugs will 
be organized by the Sponsor at its own expense. 

Pharmacy fee: 
Initial payment 
Receipt of the shipment 
Monthly monitoring of the study drug at the site 

lniclacnl poplatek 
Pi'ijem zasilky leclv 
Mesicni kontrola leclv na pracovisti 
Kc/mesicne 

Nernocnicnl lekarne nalezl za jeji cinnost odrnena: 

Zadavatel zajisti distribuci zasilky hodnocenych 
prlpravku do lekarny zdravotnlckeho zai'izeni, kde je 
lekarnlk pi'evezme a zkontroluje (jako jine zasilky - 
tzn. neni-li poskozena, v prlpade zvlastnlch 
pozadavku na transport, byly-li tyto pozadavky 
dodrzeny, pi'ijem zasilky potvrdi), nasledne si na 
zadanku zkousejlcl hodnocene pi'ipravky vyzvedne 
na centrum, kde je za ne pine zodpovedny. Zadavatel 
je povinen oznarnit do 3 pracovnich dnu pi'ed 
d o d a n l rn ,  kdy bude zasilka do lekarny ptedana bud'to 
emailem nebo telefonicky lekarnou poverenernu 
farmaceutovi. Likvidaci nevyuzitych leku si zadavatel 
zajisti na vlastni naklady, 

o pi'ijmu a vydeji studijniho leciva 
Cinnosti jsou pro ucely smlouvy definovany jako: 
- pi'ijem studijniho leciva po avizu od zadavatele nebo 
zprosti'edkovatele (Cenduit) 
- kontrola uplnosti a neporusenosti zasitky 
- uchovavanl s souladu s ustanovenimi vyhlasky c, 
229/2008 Sb., o vyrobe a distribuci leciv a s 
podminkami uvedenyrni v pruvodnl dokumentaci do 
doby vydan! zkousejlclrnu nebo subjektu hodnoceni 
- v prlpade porusenl skladovacich podminek ihned 
informovat zadavatele 
- vedeni prljrnovych a vydaiovych listu dodanych 
zadavatelem 
Cinnosti mohou byt dale specifikovany pokynem 
zadavatele 

5. Monitoring, Inspections and Audits 
5.1 Upon reasonable notice to the INSTITUTE, 
the INSTITUTE shall allow monitors and/or other 
representatives of ASTELLAS or representatives of 
any authority {hereinafter referred to as 
"Representative(s)") to access the Site and the 
INSTITUTE 's other relevant facilities during its 
normal business hours to monitor the progress of the 
Clinical Trial, to control and examine the data and 
results obtained by the Investigator and/or the 
Research Staff under the Clinical Trial (hereinafter 
referred to as "Data/Results"), and to perform an 
audit according to any applicable Regulations or any 
court or governmental order (including, but not limited 
to, ICH-GCP audits). If ASTELLAS sends any third 
party as its entrusted Representative, ASTELLAS 
shall notify the INST ITUTE of it in writing in advance. 
If the INST ITUTE receives any request by a relevant 

5. Monitorovani. Kontroly a Audity 
5.1 Na zaklade rozurnne vcasneho oznamenl 
Zdravotnickernu zai'izeni umoznr Zdravotnicke 
zai'izeni monitorurn a/nebo jinyrn zastupcurn firmy 
Astellas nebo zastupcum jakehokoli uradu (dale jen 
jako "Zastupcetzastupcl)") pi'istup na Pracoviste a do 
jinych prlslusnych zai'izeni Zdravotnlckeho zai'izeni 
behern normalnl pracovni doby k monitorovanl 
postupu Klinickeho hodnoceni, ke kontrole a 
prosetrenl dat a vysledku zlskanych Zkousejlclm 
a/nebo Vyzkurnnyrn personalern behern Klinickeho 
hodnoceni (dale jen jako "Data/Vysledky") a k 
provedeni auditu v souladu se vserni platnyrni 
Pi'edpisy nebo soudnimi nebo urednlrni pi'ikazy 
(vcetne auditu ICH-GCP, vycet tim neni omezen). 
Jestlize firma Astellas vysle jakoukoli ti'eti stranu jako 
sveho povereneho Zastupce, uvedoml o tom firma 
Astellas Zdravotnicke zai'izeni plsernne pi'edem. 
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regulatory authority to conduct an inspection or audit 
relating to the Clinical Trial, the INSTITUTE shall 
immediately inform ASTELLAS of it and shall permit 
ASTELLAS' Representatives to be present at such 
an inspection and/or audit. 

5.2 For the purpose of Article 5.1 hereof, the 
INSTITUTE shall use its best effort to make the 
Investigator and the relevant Research Staff available 
to the Representatives and shall co-operate fully with 
the Representatives. 

6. Indemnity 
6.1 ASTELLAS shall indemnify and hold 
harmless the INSTITUTE, the Investigator and/or the 
Research Staff {hereinafter collectively referred to as 
"Indemnified Party") from and against all claims for 
material damages made or brought against the 
Indemnified Party by or on behalf of the Trial 
Subject(s) under statutory provisions of civil law on 
the grounds of death and/or personal injury of such 
Trial Subject(s) caused by any procedure performed 
on the Trial Subject(s) according to the Protocol 
during the course of the Clinical Trial {hereinafter 
referred to as "Claim"), provided, however, that 
ASTELLAS' above indemnification will not apply to 
the extent that: 

Jestlize Zdravomicke zarlzenl obdrzl jakykoli 
pozadavek prtslusneho requlacnlho uradu na 
provedeni kontroly nebo auditu Klinickeho hodnoceni, 
bude o tom Zdravotnicke zarlzenl firmu Astellas ihned 
informovat a umoznl Zastupcurn firmy Astellas byt pi'i 
takove kontrole a/nebo auditu pi'ftomen. 
5.2 Pro ucely Clanku 5.1 teto Smlouvy vynatozl 
Zdravotnlcke zarlzenl sve nejlepsf usili k tomu, aby 
byl Zkousejfcf a pi'fslusny Vyzkumny personal 
Zastupcurn k dispozici a aby se Zastupci pine 
spolupracoval. 

6. Zavazek nahradit vzniklou skodu 
6 .1 Firma Astellas nahradi Zdravotnickemu 
zarlzenl, Zkousejlclmu a/nebo Vyzkurnnemu 
personalu (dale souhrnne jen jako "Odskodnovana 
strana") vzniklou skodu a bude ji chranit pi'ed 
veskeryrni naroky ti'etfch stran na nahradu skody 
vznesene proti Odskodnovane strane Subjektem 
(Subjekty) hodnocenf nebo jejich jrnenem na zaklade 
zakonnych ustanovenf obcanskeho prava v dusledku 
umrtl a/nebo skody na zdravf takoveho (takovych) 
Subjektu (Subjektu) hodnocenf vznikle behern 
Klinickeho hodnoceni jakymkoli postupem na 
Subjektu (Subjektech) hodnocenf v souladu s 
Protokolem (dale] jen jako "Narok"), avsak za 
pi'edpokladu, ze se vyse uvedene odskodnenl ze 
strany firmy Astellas nebude vztahovat na situaci, 
kdy: 

6 . 1 . 1  the Claim has been caused due to wilful 6 .1 . 1  
misconduct, negligence, illegal act, omission 
or failure of any of the Indemnified Party to 
comply with their obligations under this 
Agreement, the Protocol and/or the 
Regulations; 

byl narok vznesen v dusledku nedbalosti, 
zanedbanf, protipravnlho cinu, opomenutf 
nebo nejednanl kterekoli z 
Odskodnovanych stran pi'i plnen! zavazku 
podle teto Smlouvy, Protokolu a/nebo 
Predpisu; 

6 .1 .2  the Indemnified Party's liability insurance 6 . 1 .2  
covers the damages resulting from the 
Claim; 

6 . 1 .3 the Indemnified Party has failed to notify 6 . 1 .3 
ASTELLAS in writing of the Claim within a 
period of seven (7) days following the 
Indemnified Party's receipt of the Claim 
notice; and/or 

6.1 .4 in spite of ASTELLAS' request, the 6 . 1 .4 
Indemnified Party has failed to enable 
ASTELLAS or its insurer, without any 
justifiable reasons, to take over the control 
of the Claim or the court proceedings 
associated therewith. 

pojistenf Odskodnovane strany kryje skody 
vyplyvajici z Naroku: 

Odskodnovana strana neoznarnila plsernne 
firme Astellas vzneseni Naroku behern 
sedmi (7) dnl pote, co Odskodnovana 
strana obdrzela oznamenl o Naroku; a/nebo 

navzdory pozadavku firmy Astellas 
Odskodnovana strana neumoznila firme 
Astellas nebo jeji pojistovne bez radneho 
duvodu pi'evzft kontrolu nad Narokem nebo 
soudnfm i'fzenfm s nfm spojenym. 

JI 

6.2 The INSTITUTE shall inform ASTELLAS in 6.2 Zdravotnicke zai'fzenf bude firmu Astellas 
writing of any circumstance, which is considered plsemne informovat o jakekoli okolnosti, u ktere lze s 
reasonably likely to develop into a cause of a Claim rozumnou pravdepodobnosti uvazovat o tom, ze se 
or any court proceedings connected therewith vyvine v pi'fcinu Naroku nebo jakehokoli soudnfho 
(hereinafter referred to as "Claim Events"). The i'fzenf spojeneho s Narokern (dale jen jako "Udalosf 
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INSTITUTE shall inform ASTELLAS from time to time 
of the development of any Claim Events. 
Furthermore, in case of any Claim coming to the 
attention of the INSTITUTE, the INSTITUTE shall 
inform ASTELLAS of it, and shall not settle the Claim 
without obtaining ASTELLAS' prior written approval, 
which shall not be unreasonably withheld by 
ASTELLAS. 

7. Insurance 
7.1 ASTELLAS agrees to effect appropriate 
insurance coverage for the benefit of the Trial 
Subjects and damage insurance of the Investigators 
and the sponzor. The insurance shall be 
commensurate with the risks associated with their 
enrolment in the Clinical Trial. ASTELLAS further 
agrees, upon request of the INSTITUTE or the ethics 
committee, to provide the INSTITUTE with proof of 
such insurance coverage. 

8. Confidentiality 
8.1 The INSTITUTE shall not disclose or use any 
information provided by ASTELLAS relating to the 
Clinical Trial and/or the Product and any 
Data/Results (including, but not limited to, all data, 
information, inventions, developments or discoveries 
relating to the Product, the documentation of the 
Clinical Trial, the CRFs, and/or the Final Clinical Trial 
Report) (hereinafter collectively referred to as 
"Confidential Information") for any purpose other than 
the purpose of this Agreement. The INSTITUTE shall 
keep the Confidential Information secret in a secure 
area. The INSTITUTE may disclose the Confidential 
Information to the Investigator and/or the relevant 
Research Staff solely to the extent necessary for the 
purpose of this Agreement. 

8.2 The INSTITUTE's obligations provided in 
Article 8.1 hereof will not apply to any Confidential 
Information which: 

Vyvclavajlcl Narok"). Zdravotnlcke zai'izeni bude 
firmu Astellas prubezne informovat o vzniku vsech 
Udalostl Vyvolavajicich Narok, Dale v pFipade 
jakehokoli Naroku, o kterern Zdravotnicke zanzenl 
zlska povedomi, bude o nem Zdravotnlcke zarlzenl 
firmu Astellas informovat a Narok neuspokoji bez 
pi'edchoziho plsemneho souhlasu firmy Astellas, 
ktery firma Astellas bez rozurnneho duvodu 
neodepi'e. 

7. Pojisteni 
7.1 Firma Astellas souhlasi s tim, ze uzavi'e 
prtslusnou pojistku ve prospech Subjektu hodnoceni 
a pojistenl odpovednosti za skodu pro zkousejlclho a 
zadavatele. Toto pojisten! bude odpovidat rizikum 
spojenyrn se zai'azenim subjektu hodnoceni do 
klinickeho hodnoceni. Firma Astellas dale souhlasi s 
tim, ze na vyzadanl Zdravotnickeho zai'izeni nebo 
eticke komise poskytne Zdravotnickemu zai'izeni 
dukaz takoveho pojistneho kryti. 

8. Utajeni 
8 .1 Zdravotnlcke zai'izeni nezpi'istupni ani 
nevyuzqe zadne informace poskytnute firmou 
Astellas, ktere se vztahujl ke Klinickernu hodnoceni 
a/nebo Produktu a zadna Data/vysledky (vcetne, 
vycet tim neni omezen, vsech dat, informaci, 
vynalezu, vyvojovych produktu nebo objevu tykajlclch 
se Produktu, dokumentace Klinickeho hodnoceni, 
CRF a/nebo Konecneho htasent o Klmickern 
hodnoceni) (dale souhrne jen jako "Utajovane 
informace") k zadnernu ucelu krorne ucelu teto 
Smlouvy. Zdravotnicke zai'izeni bude uchovavat 
Utajovane informace v tajnosti v zabezpecenem 
prostoru. Zdravotnicke zai'izeni rnuze zpi'istupnit 
Utajovane informace Zkousejlclmu a/nebo 
ptlstusnernu Vyzkurnnernu personatu pouze v mii'e 
nezbytne k naplnenl ucelu teto Smlouvy. 
8.2 Zavazky Zdravotnickeho zai'izeni uvedene v 
Glanku 8 . 1  teto Smlouvy se nebudou vztahovat na 
zadne Utajovane informace, u nichz: 

8 .2.1 the INSTITUTE can demonstrate is or 8 .2 .1 
becomes publicly available otherwise than 
by reason of breach by the INSTITUTE of 
this Agreement; 

muze Zdravotnicke zai'izeni prokazat, ze 
jsou nebo se stanou vei'ejne prtstupnymi 
jinak nez porusenlrn teto Smlouvy ze strany 
Zdravotnickeho zai'izeni; 

8.2.2 the INSTITUTE can demonstrate by written 8 .2.2 
records is lawfully in its possession and was 
known to it prior to receipt of such 
Confidential Information from ASTELLAS; 

8.2.3 the INSTITUTE can demonstrate by written 8 .2.3 
records was subsequently disclosed to it by 
a third party owing no obligation of 
confidentiality in respect of such Confidential 
Information; or 

maze Zdravotnicke zai'izeni prokazat 
pomoci plsernnych zaznarnu, ze jsou v jeho 
drzbe po pravu a byly mu znarny pi'ed 
zlskanlm takovych Utajovanych informaci 
od firmy Astellas; 
muze Zdravotnicke zai'izeni prokazat 
pomoci plsemnych zaznamu, ze byly 
nasledne Zdravotnickemu zai'izeni 
zprlstupneny ti'eti stranou, ktera neni ve 
vztahu k takovyrn Utajovanyrn informacim 
vazana zadnym zavazkern rnlcenlivosti: 
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8.2.4 is agreed in writing by ASTELLAS to be 8.2.4 
disclosed. 

nebo 

firma ASTELLAS zpilstupnenl odsouhlasila. 

Furthermore, if disclosure of any Confidential 
Information is required according to any 
Regulation(s) or for the purpose of this Agreement, 
the INSTITUTE may disclose such Confidential 
Information to the extent as being required, subject to 
the condition that the INSTITUTE shall notify 
ASTELLAS of such disclosure ten (10) days in 
advance and shall try to minimise the Confidential 
Information so disclosed. 

Dale, pokud bude zptlstupnenl Utajovanych informaci 
pozadovano podle jakehokof Nai'izenl Uakychkoli 
Nai'izeni) nebo za ucelem naplnenl teto Smlouvy, 
maze Zdravotnicke zai'izeni takove Utajovane 
informace zpi'istupnit v pozadovanern rozsahu za 
podminky, ze Zdravotnicke zai'fzeni o takovernto 
zprlstupnenl uvedoml firmu Astellas deset (10) dni 
pi'edem a vynalozl usili k minimalizaci Utejovanych 
informaci takto zprlstupnenych. 

""9 __ . __ O.;:;....;.;w:..:.n.:.::e;..;.rs:::;.h=i""p"-----"o:..:.f_-==D-=a""ta/==-=R=e.;;a.s;;;;.u=lts:::;.1�----"'a""'n=d 9. Vlastnictvi DaWysledku a Dusevni 
Intellectual Property Vlastnictvi 
9 .1 The Parties agree that all rights, titles and 9 .1 Strany dohodly, ze vsechna prava, opravnent 
interest to the Data/Results are the exclusive k a zajmy na DatechNysledcich jsou ve vylucnern 
property of ASTELLAS, and the INSTITUTE shall vlastnictvi firmy Astellas a ze Zdravotnicke zai'itenf s 
treat them as Confidential Information. The nimi bude nakladat jako s Utsjovanyrni informacemi. 
INSTITUTE shall inform ASTELLAS in due course Zdravotnicke zai"izeni bude i'adne a plsernne 
and in writing of any and all Data/Results. The informovat firmu Astellas o veskerych 
INSTITUTE agrees that it has no ownership of, or Datech/Vysledclch. Zdravotnicke zai'izeni souhlasi s 
licence or rights to, the Data/Results, the trm, ze nerna zadne vlastnictvf, licenci nebo prava k 
lnvestigational Medicinal Products or any resulting DatumNysledkum, Hodnocenym lecivym prlpravkum 
regulatory filings relating to the Clinical Trial or the ani k zadnyrn z toho vyplyvajlclm podanlm na 
Product. requlacnl ui'ady, ktera by se tykala Klinickeho 

hodnoceni nebo Produktu. 

9.2 The INSTITUTE agrees and understands 
that any invention or discovery (including, without 
limitation to, any new indications, dosages or dosage 
forms) made or developed by the INSTITUTE, the 
Investigator, and/or the Research Staff during the 
course of the Clinical Trial, regardless of its 
patentability, shall be the sole and exclusive property 
of ASTELLAS and/or its affiliate. Upon ASTELLAS' 
reasonable request, the INSTITUTE shall make its 
best effort to obtain patents or any other intellectual 
property rights on such inventions and/or discoveries, 
and transfer the same to ASTELLAS, or shall cause 
the Investigator to do the same. ASTELLAS agrees 
to reimburse the INSTITUTE the administrative costs 
reasonably incurred by the INSTITUTE for such a 
cooperation; provided, however, that the 
consideration of generating such a patent and its 
transfer to ASTELLAS is already and potentially 
included in the Remuneration as provided in Article 3 
hereof. 

10. Termination 
10 . 1  Either Party may terminate this Agreement 
by written notice to the other Party, which will take 
effect immediately, if 

9.2 Zdravotnicke zai'izeni souhlasi a je 
srozumeno s tim, ze jakykoli vynalez nebo objev 
(vcetne, vycet Um neni omezen, jakychko]! novych 
indikaci, davek nebo davkovych forem) vytvorenych 
nebo vyvinutych v prubehu Kiinickeho hodnoceni 
Zdravotnickym zai'izenim, Zkousejlclrn a/nebo 
Vyzkumnym personalem, bez ohledu na jeho 
patentovatelnost, bude jedine a vylucne vlastnictvim 
firmy Astellas a/nebo jeji dcerme spolecnosti. Na 
zaklade rozurnneho pozadavku firmy Astellas 
Zdravotnicke zarizenll vynalozl nejlepsl usill k ztskanl 
patentu nebo jinych prav k dusevnlmu vlastnictvf k 
takovyrn vynalezurn a/nebo objevurn a tato prava 
pi'evede na firmu Astellas nebo zajisti, ze Zkousejlcl 
tak ucin! tez, Firma Astellas souhlasi s tim, ze 
nahradi Zdravotnickernu zai'izeni administrativni 
naklady rozurnne vynalozene Zdravotnickym 
zai'izenim pi'i takove spolupraci; avsak za 
pi'edpokladu, ze protiplnenl za vytvoi'enl takoveho 
patentu a za jeho pi'evod na firmu Astellas je jiz 
potencialne zahrnuto v Odrnene jak je uvedena v 
Clanku 3 teto Smlouvy. 

10. Ukonceni Smlouvy 
10 . 1  Kazda ze Stran muze ukoncit tuto Smlouvu 
pisemnou vypovedl druhe Strane, ktera bude mlt 
okamzitou ucinnost jestlize 

1 0 . 1 . 1  the other Party breaches any provisions of 1 0 . 1 . 1  druha Strana porusl jakekoll ustanoveni teto 
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this Agreement and such breach is not 
remedied within thirty (30) days of the 
breaching Party's receipt of a written notice 
requesting such a remedy; 

Smlouvy a takoveto porusenl nebude 
napraveno do triceti (30) dni pate, co 
porusuilcl Strana obdrz! pisemnou vyzvu 
pozacuitct takovou napravu; 

1 0 . 1 . 2  a  resolution is passed for the voluntary 1 0 . 1 . 2  
winding up or a petition for the bankruptcy or 
compulsory winding up is made in respect of 
the other Party; 

je prijato rozhodnuti o dobrovolne likvidaci 
nebo je na druhou Stranu uvalen konkurz 
nebo povinna likvidace; · 

1 0 . 1 . 3  the other Party ceases or threatens to cease 1 0 . 1 . 3  
its business; 

druha Strana ukoncl svou cinnost nebo 
hrozi ukoncenlm sve cinnosti; 

10 . 1 .4  an administrator or receiver is appointed in 1 0 . 1 . 4  
respect of the other Party; 

druhe stane je urcen spravce nebo 
hkvidator; 

1 0 . 1 . 5  either Party reasonably considers that risk to 1 0 . 1 . 5  
the Trial Subjects associated with 
continuation of the C l inical Trial becomes 
unacceptable for scientific reasons; 

kterakoli ze Stran ma rozurnne za to, ze 
riziko pro Subjekty hodnoceni spojene s 
pokracovanlm Klinickeho hodnoceni se 
stane nepfijatelne z vedeckych duvodu; 

1 0 . 1 . 6  any relevant certificate, 
approval or exemption for 
Clinical Trial is revoked, 
expires without renewal; or 

authorisation, 
conducting the 
suspended or 

10 . 1 .6 jakekof prtslusne osvedcenl, autorizace, 
schvalenl nebo vyjimka k provadenl 
Klinickeho hodnoceni je odvolana, zrusena 
nebo vyprsl bez obnoveni; nebo 

1 0 . 1 .  7  the Investigator becomes unable to work for 1 0 . 1 .  7  
the Clinical Trial and no replacement of 
him/her acceptable to ASTELLAS is 
available. 

Zkousejlcl se stane nezpusobilyrn pracovat 
na Klmickern hodnoceni a neni za nej k 
dispozici zadna nahrada pfijatelna pro firmu 
Astellas. 

10.2 ASTELLAS may terminate this Agreement at 10.2 Firma Astellas muze ukoncit tuto Smlouvu 
any time by g iving thirty (30) days' prior written notice kdykoli na zaklade plsernne vypovedl dorucene 
to the INSTITUTE . Zdravotnickernu zarlzenl, vypovednl doba cini tricet 

(30) dni . 

return or deliver to ASTELLAS all copies of 
the Confidential Information, as well as 
clinical and/or laboratory samples presented 
or generated under the Clinical Trial if any, 
except those to be retained by the 
ZDRAVOTNICKE ZARIZENi according to 
the Regulation(s); and 

1 1 . 1 . 1  

1 1 .  Consequences of Termination 1 1 .  Dusledky Ukonceni Smlouvy 
1 1 . 1  Upon the Trial Completion or premature 1 1 . 1  Po Dokoncenl hodnoceni nebo po 
termination of this Agreement, the INSTITUTE shall, ptedcasnern ukoncenl teto Smlouvy Zdravotnicke 

zarlzenl, 

1 1  .1 .1 vratl nebo dorucl firrne Astellas vsechny 
kopie Utajovanych informaci, stejne jako 
klinicke a/nebo laboratorni vzorky 
predlozene nebo vytvorene behern 
Klinickeho hodnoceni, s vyjimkou tech, 
ktere si musi Zdravotnicke zarlzenl 
ponechat na zaklade Pfedpisu; a 

1 1  .1 .2 return to ASTELLAS, destroy or dispose in 1 1 . 1 . 2  
any other manner, any unused 
lnvestigational Medicinal Products in 
accordance with ASTELLAS' instruction. 

podle pokynu firmy Astellas vrati flrrne 
Astellas, znici nebo zlikviduje jakymko]! 
jinym zpusobern vsechny nepouzite 
Hodnocene lecive prtpravky. 

ASTELLAS agrees to pay the costs reasonably Firma Astellas souhlasi s tlrn, ze zaplati naklady 
incurred by the INSTITUTE for the purpose of this rozurnne vynalozene Zdravotnickyrn zarlzenlrn pro 
Article 1 1 . 2 .  u cel y  tohoto clanku 1 1 . 2 .  

1 1 . 3  After the Trial Completion or premature 1 1 . 3  Po dokoncenl Hodnoceni nebo predcasnern 
termination of this Agreement, the INSTITUTE shall ukoncenl teto Smlouvy bude Zdravotnicke zanzent 
retain the Trial Documentation (including , but not uchovavat Dokumentaci Klinickeho hodnoceni 
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limited to, source data of the Trial Subjects) for a 
minimum period of fifteen ( 1 5 )  years thereafter in 
accordance with the Regulations and ASTELLAS' 
"Instructions for Record Retention" to be separately 
provided by ASTELLAS to the INSTITUTE. 

(vcetne, vycet Um neni omezen, zdrojovych dat o 
Subjektech hodnoceni) minirnalne po dobu patnacti 
( 1 5 )  let v souladu s Predpisy a "Pokyny pro 
uchovavanl zaznarnu" firmy Astellas, ktere firma 
Astellas poskytne Zdravotnickernu zai'izeni zvlast. 

1 1 . 4  Upon and after expiration or termination of 1 1 . 4  Pri a po expiraci nebo ukoncenl teto Smlouvy 
this Agreement, the provisions of Articles 5, 6, 8, 9 zustanou ustanovenr Clanku 5, 6, 8, 9 a 1 3 . 1  teto 
and 1 3 . 1  hereof shall continue in force. Smlouvy v platnosti. 

12. Governing Law and Jurisdiction 
1 2 . 1  This Agreement is governed by and 
construed in all respects with the law of Czech 
Republic and shall be subject to the exclusive 
jurisdiction of the responsible regional court in 
Prague, Czech Republic 

13. Miscellaneous 
1 3 . 1  Nothing in this Agreement shall be construed 
as creating any contract of employment or the 
relationship of principal and agent between 
ASTELLAS and the INSTITUTE. The INSTITUTE 
will not incur any liability on behalf of ASTELLAS nor 
do anything likely to cause the INSTITUTE to be 
regarded by third parties as an agent of ASTELLAS. 

1 3 . 2  Failure by either Party at any time to require 
performance by the other Party of any provision of 
this Agreement shall not affect the right of such a 
Party to require the other Party to perform that 
provision or compensation in respect of such non­ 
performance at a later date. 

12. Rozhodne pravo a jusrisdikce 
1 2 . 1  Tata Smlouva se Ffdi a vyklada ve vsech 
ohledech podle prava Geske republiky a bude 
podrobena vylucne jurisdikci prlslusneho mfstniho 
soudu v Praze, Ceska republika. 

13. Zaverecna ustanoveni 
1 3 . 1  Nie v teto Srnlouve nebude vykladano tak, ze 
zaklada jakoukoli pracovni smlouvu nebo vztah 
nadrlzeneho a podrizeneho mezi firmou Astellas a 
Zdravotnickym zaflzenlm. Zdravotnicke zaflzenl 
neponese zadnou odpovednost jrnenern firmy 
Astellas ani neucinl nic, co by mohlo zpusobit, ze 
Zdravotnicke zarlzenl bude povazovan ti'etimi 
stranami za zastupce firmy Astellas. 
1 3 . 2  Pokud kterakoli ze Stran kdykoli nebude 
pozadovat po druhe Strane plneni kterehokoli 
ustanoveni teto Smlouvy, nebude to mit vliv na pravo 
takove Strany pozadovat plnenl takoveho ustanoveni 
nebo kompenzaci za takove neplnenl k pozdejslrnu 
datu. 

1 3 .3  The INSTITUTE shall not assign all or any 1 3 .3  Zdravotnicke zarlzenl nepostoupi vsechny 
part of its obligations under this Agreement without nebo cast svych zavazku podle teto Smlouvy bez 
prior written consent of ASTELLAS. predchozlho plsernneho souhlasu firmy Astellas. 

13 . 4  If any part of this Agreement shall become 1 3 . 4  Pokud se kterakoh cast teto Smlouvy bude ze 
void by virtue of law or government order, the zakona nebo na zaklade statnlho pi'ikazu neplatna, 
remaining part shall remain valid and this Agreement zustane zbyvsjlcl cast v platnosti a tato Smlouva 
shall be fulfilled in accordance with its general bude plnena v souladu s jejfm obecnyrn principem, 
principle, and the void or invalid provision shall be pricernz neplatne ustanoveni bude nahrazeno 
replaced by a provision reflecting the intentions of the ustanovenim odrazejlclrn zamery Stran v dobe 
Parties at the time of signing this Agreement. This podpisu teto Smlouvy. Toto ustanoveni se pouzije 
regulation shall apply analogously regarding any analogicky na kazdou mezeru v teto Smlouve. 
gaps in this Agreement. 

1 3 . 5  In case of a conflict between the English 1 3 . 5  V prlpade neshody mezi anglickou a ceskou 
version and Czech version of this Agreement, the verzi teto Smlouvy, bude platnou ceska verze. 
Czech version shall be the valid one. 

1 3 . 6  This Agreement contains the entire 13 .6 Tata Smlouva obsahuje cele ujednanl mezi 
understanding between the Parties with respect to Stranami pokud jde o jeji predrnet a nahrazuje 
the subject matter hereof, and supersedes any and veskera predchazeifcl jednanl, korespondenci, 
all prior negotiations, correspondence, ujednani a/nebo dohody, v ustni nebo plsernne 
understandings and/or agreements, in oral or written torme, tykajici se predrnetu teto Smlouvy mezi 
form, regarding the same between them. Any Stranami. Jakakoli zrnena nebo dodatek k teto 
amendment or supplement to this Agreement, Smlouve, vcetne zrnen nebo oodatko teto casti, bude 
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including amendments or supplements to this mft pfsemnou formu a bude Stranami podepsan, 
section, shall be made in writing and be signed by the 
Parties. 

1 3 .  7  This Agreement has been made in two (2) 1 3 .  7  Tata Smlouva byla vyhotovena ve dvou (2) 
counterparts, one of which will be received by each vyhotovenich, pricernz kazda ze stran dostane po 
Party. jednom. 

IN WITNESS WHEREOF, the Parties have caused 
this Agreement to be executed by their respective 
duly authorized officers or presentatives as of the 
day and year first above ritten. 

Nlze podepsany jako zkousejlcl potvrzuje, ze se radne seznarnil se smlouvou a 
prlslusnou dokumentaci ke klinickemu hodnoceni leciv(a) a zavazuje se zajistit dodrzovanl povinnosti z nich 
vyplyvejlclch. Dale se zavazuje nezverejnovat informace tykajici se predmetneho klinickeho hodnoceni bez 
ptedchozlho plsernneho souhlasu zadavatele, zachovavat rnlcenlivost o vsech poskytnutych informacich, 
povazovat tyto za duverne a zdrzet se jakehokoliv jineho uzitl techto informaci a vysledku nez pro ucely 
tohoto klinickeho hodnocenf. 

Jako zkousejlcl souhlasim s tlrn, ze zadavatel (a popr. i CRO) bude/budou shrornazd'ovat, pouzlvat, 
zpracovavat a zverejnovat me osobni udaje, vcetne jmena, kvalifikace a zkusenostl v kllnickern hodnoceni,  
me financnl uceje vztahujfci se mimo jine k obdrzene odrnene a financnl nahrade a dalsl osobni udaje k 
administrativnim ucelurn v souvislosti s klinickyrn hodnocenim, popr. k poskytnuti etickyrn komisim a statnlrn 
uradurn a zavazuji se zajistit tento souhlas i od spoluzkousejici(ho/ch) a ostatnich clenu studijniho tyrnu. 

1 1  


