
Contract on Clinical T rial 

F. Hoffmann-La Roche Ltd, having a place 
of business at Grenzacherstrasse 124, 4070 
Basel, Switzerland 
(Hereinafter referred to as the 'Sponsor ') 

represented upon power of attorney given to: 
Quintiles Czech Republic, s.r.o. 
with its seat at Radlicka 714, 158 00 Praha 5 
Czech Republic 
Identification number: 24 7 68 651 
Tax identification number: CZ247 68 651 
represented by Mgr. Jan Skoumal, holder of 
procuration/Country Manager 

and 

Quintiles C7.ech R epublic, s.r .o. 
Praha 5, Jinonice, Radlicka 714/113a 
zip code 158 00 
Czech Repubiic 
Identification number: 24 7 68 651 
Tax Identification number: CZ247 68 651 
represented by Mgr. Jan SkoumaJ, procurator 
and Country Manager 
(Hereinafter referred to as the ' Contractual 
research organization') 

and 

Fakultni nemocnice Olomouc 
I.P.Pavlova 6, Olomouc, ZIP code 775 20 
Identification number: 00098892 
Tax identification number: CZ00098892 
Represented by: doc. MUDr. Roman Havlik, 
Ph.D., director 
Bank name: Ceska sporitelna a.s., bank 
account number: 2934392/0800 
Reference number: 8121 or invoice number, 
specific symbol: protocol number 
(Hereinafter referred to as the ' Medical 
Facility' ) 

Q QUINTILEs· 

Smlouva o klinickem hodnocen( 

F. Hoffma nn-La Roche Ltd, 
Grenzacherstrasse 124, 4070 Basilej, 
Svycarsko 
(dale jen , Zadavatel") 

zastoupeny na zaklade plne moci: 

se sidlem 

Quintiles Czech Republic, s.r.o. 
se sfdlem Radlicka 714, 158 00 Praha 5, Ceska 
reyublika 
IC: 247 68 65 1, DIC: CZ247 68 651 
zastoupena Mgr. Janem Skoumalem, prokuristou a 
Country Manager 

a 

Quintiles C7.ech Republic, ~.r.o. 

Praha 5, Jinonice, Radlicka 714/113a 
PSC 158 00 
Ceska republika 
IC: 247 68 651 
DJC: CZ247 68 651 
zastoupena Mgr. Janem Skoumalem, prokuristou a 
Country Managerem 
(dale jen ,Smtuvni vjzkumna organizace") 

A 

Fakultni nemocnice Olomouc 
I.P.Pavlova 6, Olomouc, PSC 775 20 
zast.oupena doc. MUDr. Romanem Havlikem, Ph.D., 
reditelem 
IC: 00098892, DIC: CZ00098892 
Bankovni spojeni: Ceska spoi'itelna a.s., ~.u.: 
293439210800 
variabilni symbol: 8121 nebo ~islo faktury, 
specifick)l symbol: cislo protokolu 
(dale jen , Zdravotnicke zar izen i:") 
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Preamble: 

The Sponsor shall be deemed within the 
meaning of the term "submitter" of clinical 
evaluation conformably with Act on Drugs 
No. 378n007 Coil, as amended. 

Business company Quintiles Czech Republic, 
s.r.o. shall be deemed within the meaning of 
term "contractual research organization" in 
conformity with Act on Drugs No. 378/2007 
Coil., as amended and shall represent the 
Sponsor within delegation given by the power 
of attorney. Contractual research organization 
has been duly authorized by the Sponsor to 
carry out certain obligations of the Sponsor in 
the conduct of the Study. consistent with the 
terms of this Contract. In terms of an 
independent contractual relation concluded 
between Quintiies Czech Repubiic, s.r.o. and 
the Sponsor, Quinti!es Czech Republic, s.r.o. 
shall be provider of financial resources 
destined for execution of the Study that is 
subject of this Contract. 

Above-cited Contractual Parties have 
concluded this 

Contract 

in accordance with § 269, paragraph 2, Act 
No. 513/1991 Coli., the Commercial Code, 

and its later amendments. 

I. 
Object and Purpose of the Contract 

Q QUINTILES* 

Preambule: 

Vyraz Zadavatel je chapan ve smyslu v)'razu 
, pTedkladatel" klinickeho hodnocenf v souladu se 
zakonem o lel:ivech c. 378/2007 Sb., ve meni 
pozdej§lch pfedpisu. 

Obchodnf spoleenost Quintiles Czech Republic, s.r.o. 
je cMpana ve smyslu ,smluvni ryzkumna 
organiz.ace" podle zakona lecivech c. 378/2007 Sb., 
v platnem znenf, a bude zastupovat Zadavatele 
v ramci poverenf na zaldade pine moci. Smluvni 
ryzkumna organizace je i'adne opnivnena 
Zadavatelem k plnenf jeho urcicych zavazku pl'i 
provad~ni Studie v souladu s podmlnkami teto 
Smlouvy. Na zaklade nezavisleho smluvniho vztahu 
uzavi'eneho mezi spoleenosti Quintile.c; C7.ech 
Republic, s.r.o. a Zadavatelem bude spoleenost 
Quintiles Czech Republic, s.r.o. poskytovatelem 
financnich zdrojii urcenych k provadenf Studie, kteni 
je predmetcm tcto Smlouvy. 

Vy~e uvedene smluvnf strany uzavl'ely tuto 

Smlouvu 

podle § 269 odst. 2 zakona c. 513/1991 Sb., obchodni 
zakonfk, ve men! pozdej~fch predpisu a 

I. 
Predmet a ucel Smlouvy 

I. The subject of this Contract is a I. 
performance of the Clinical Trial titled "A 
RANDOMIZED, MULTICENTER, 
OPEN-LABEL PHASE III STUDY TO 
EVALUATE THE EFFICACY AND 

Pl'edmetem teto Smlouvy je provedenl klinickeho 
hodnoceni: ,,RANDOMIZOV ANt, 
MULTICENTRICKE, OTEvRENE KLINICKE 
HODNOCENi FAZE III KE STANOVENi 
UCINNOSTI A BEZPECNOSTI 

SAFETY OF TRASTUZUMAB 
EMTANSINE VERSUS 
TRASTUZUMAB AS ADJUVANT 
THERAPY FOR PATIENTS WITH 
HER2-POSITIVE PRIMARY BREAST 
CANCER WHO HAVE RESIDUAL 

F. Hoffinann-La Roche Ltd.: 8027938 
Fakultnl nemocnice Olomouc, 
Version 2.0. 02052013 
Quintiles Czech Republic, s.r.o. 
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TRASTUZUMAB EMTANSINU VE 
SROVNANf S TRASTUZUMABEM JAKO 
POMOCNE LECBY HER2-POZITIVN1HO 
PlliMARNiHO KARCINOMU PRSU lJ 
PACIENTU S REZIDUALNiM NADOREM 
PATOLOGICKY PR.iTOMNYM V PRSU 



TUMOR PRESENT 
PATHOLOGICALLY IN THE BREAST 
OR AXILLARY LYMPH NODES 
FOLLOWING PREOPERATNE 
THERAPY'', Protocol No.B027938 
(enclosed hereto as Appendix No. S), 
hereinafter referred to as the 'Study'. 

Q QUINTILEs· 

NEBO AXILARNiCH MfZNICH UZLINACH 
PO PREDOPERACNi LECBE", Protokol c. 
8027938 (kter)' tvoi'i Pi'llohu c. S) (dale jen 
,Studie"). 

2. The objective of this Contract is to 2. Ucelem teto Smlouvy je stanovit podmfnky 
stipulate conditions for conducting the provad~ni Studie a prava a povinnosti smluvnich 
Study and to stipulate rights and stran ve vztahu kjejimu provad~ni a ke 
obligations of Contract parties regarding zpracovani V)'tsledku. 
conduct of the Study and processing its 
results. 

3. Contractual research organization and 
Sponsor hereby appoint the Medical 
Facility and Principal Investigator to 
conduct the Study, and the Medical 
Faciliiy agrees to ensure that the Medicai 
Facility and the Medical Facilit';'s 
employees, agents, and staff will conduct 
the Study in accordance with the Protocol 
(as may be amended by Sponsor), the 
terms of this Contract and any other the 
attachments hereto, which all are 
incorporated by reference herein (the 
"Contract"), good clinical practice, and all 
applicable laws and regulations. 

3. Smluvni ryzkumna organizace a Zadavatel timto 
ustanovuji Zdravotnicke zaffzenl a Hlavniho 
zkou~ejfcfho k provedeni Studie a Zdravotnicke 
zai'izenl se zavazuje zajistit, aby ono san1o ajeho 
zamestnanci, zastupci a pracovnfci provedii 
Studii v souladu s Protokolcm (ve znenf zmen a 
dopli'lku provedenych Zlldavatelem), 
podmfnkarni teto Smlouvy, vcetne pi'fpadnych 
dal§lch pfiloh, ktere jsou zde v§echny zacleneny 
formou odkazu (,Smlouva''), spravnou klinickou 
praxf a ve~kerymi platnymi zakonnymi a 
podzakonnyroi pi'edpisy. 

n n 
Application for Approval and Approval to Zadost o souhlas a souhlas a provad~nim Studie 

Conduct the Study 

The Study will be conducted on the basis of Studie bude provedena v souladu s povolenim c. 
the Approval No.: 31671/13-I issued by the 31671113-1 vydanym Statnim ustavem pro kontro1u 
State Institute for Drug Control on 22 leciv, dne 22. 2. 2013, se souhlasem Eticke komise 
February 2013 and the Approval of the Ethics pro multicentricka klinicka hodnoceni c. 201304 
Committee for Multicentrics Trials No.: DOJM vydanym dne 4. 4. 2013 a se souhlasem eticke 
201304 DOJM issued on 4 April 2013 and the komise Zdravotnickeho zai'izeni c. 219112 vydanym 
Approval of the Ethics Committee of the dne 10. 12. 2012. Shora uvedena dokumentace bude 
Medical Facility No.: 219/12 issued on 10 k teto Smlouve pi'ipojenajako jeji Prfloha c. 1, 2 a 3. 
December 2012. The above-specified 
documents will be enclosed hereto as 
Appendix No.1 , Appendix No. 2 and 
Appendix No.3 of this Contract. 

F. Hoffmann-La Roche Ltd.: B~02~7~9~38ill••••••• 
Fakultnl nemocnicc Olomouc, • 
VCBion 2.0, 02052013 
Quintiles Czech Republic, s.r.o. 
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m. 
Place and Time of Study Conduct and the 

Medical Facility 

Q OUINTILES" 

III. 
Mfsto a doba provadeni Studie a Zdravotnicke 

.zaiizeoi 

I. The Study will be conducted in the 1. Studie bude provadena na onkologicke klinice 
oncology department of the Faculty Fakultn( nemocnice Olomouc, I. P. Pavlova 6, 
Hospital Olomouc, I. P. Pavlova 6, 775 20 of. 

Co-Investigators. Performance of 
obligations of the Principal Investigator 
and Co-Investigators established by this 
Contract shall be secured by the Medical 
Facility in capacity of their employer 
within the labour law relations. 

2. The emolment of subjects will start in 
May 2013 and will end in May 2016 or 
earlier provided the required number of 
subjects is achieved, whichever happens 
first. 

3. Minimum enrollment goal is 9 Study 
subjects, Medical Facility will use best 
efforts to reach the enrollment goai within 
a reasonable time after commencement of 
the Study in the Medical Facilitv. If 
Medical Facility fails to adhere to" this 
principle Sponsor may reconsider Medical 
Facility's suitability to continue 
participation in the Study. 

Sponsor has a right to limit or increase 
unilaterally and at any time the number of 
subjects participating in the Study. 

IV. 
Basic conditions for Study Conduct 

I. The Principal Investigator will conduct 
the Study in compliance with the 
applicable Czech laws and regulations, in 
particular Act on Drugs No. 378/2007 
Coli., as amended and Act No. 372/2011 
Coli., on Medical Services and terms and 
conditions of performance of such 
services, as amended. The Study will be 
carried out in compliance with the basic 
conditions ancl principles stipulate-d in the 
following documents: 

F. Hoffinann·La Roche Ltd.: 8027938 
Fakullnl nemocnice Olomouc, 
Version 2.0, 02052013 
Quintiles Czech Republic, s.r.o. 

a 
spoluzkou~ejicfmi. Plneni povinnost! Hlavnfho 
zkou~ej !ciho a spoluzkou~ejfcfch stanovene 
v teto Smlouve bude zaji~teno Zdravotnickym 
zal'fzen[m jako j ejich zamestnavatelem v ramci 
pracovne pravnich vztahti. 

2. Nabor subjektti do Studie bude zahajen v kvi\tn\1 
2013 a ukoncen v kvetnu 2016 nebo drfve, bude
li dosllZeno pof.adovaneho pottu subjektU, podle 
toho, kter)' z techto okamziko nastane drfve. 

3. Minimalni naborory cil je 9 subjekt~ Studie. 
Zdravotnicke zaHzenf vynaiozi maximalnl tisilf 
na dosazenf nabomveho cfle v pfim~Fene lhOte 
po zahajcnf Studie ve Z.dravotnickem zarfzenf. 
Pokud Zdravotnicke zal'izenf nedodrzf tuto 
zasadu, je Zadavatel opravn~n znovu zvazit 
vhodnost Zdravotnickeho zarizeni pro dal~f ucast 
ve Studii. 
Zadavatel rna pravo kdykoli jednostranne 
omezit nebo zvy~it poeet subjektti ve studii. 

IV. 
Zakladoi podminky provadeoi Studie 

I. Hlavni zkou~ejfcf bude provadet Studii v souladu 
s pl'islu§n)fm cesk)'mi pravnimi pl'edpisy zejmena 
se zakonem o lecivech c. 378/2007 Sb., ve znenf 
pozdejMch pl'edpisti, a zakonem c. 372/2011 Sb., 
o zdravotnick)'ch sluzbach a podmfnkach jejich 
poskytovani, ve zneni pozdej§lch pl'edpisti. 
Studie bude provadena v souladu se zAkladnfmi 
podmfnkami a zasadarni stanovenymi v techto 
dokumentech: 
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a) The Approval to conduct the Study 
issued by the State Institute for Drug 
Control and other institutions listed in 
Article II. hereof. 

b) The Study Protocol No. B027938, 
which may be amended only in 
compliance with § 56 Act on Drugs 
No. 378/2007 Coli., as amended. 

c) Sponsor's instruction titled 
'Investigator's Brochure' specifying 
all currently available information on 
the medicinal product used in the 
Study and on its properties. The 
instruction will be handed over to the 
Principal Investigator by Sponsor and 
will be enclosed to the Study 
documentation. 

2. The Study 'vill be conducted :n 

Q QUINTILEs· 

a) povoleni k provedeni Studie vydane Statnfm 
ustavem pro kontrolu lc~iv a ostatnfmi 
institucemi uveden)'mi v clanku II. teto 
Smlouvy, 

b) Protokol Studie c. B027938, ktery lze menit 
a dopli\ovat pouze v souladu s § 56 zakona o 
le~ivech c. 378/2007 Sb., ve znenl pozdej§ich 
pi'edpisu, 

c) pokyn Zadavatele nazvany ,Investigator's 
Brochure", v nemz jsou specifikovany 
v~echny v soucasne dobe dostupne informace 
o lecivu pouzfvanem ve Studii a o jeho 
vlastnostech. Tento pokyn bude pi'edan 
Zadavatelem Hlavnimu zkou~ejfc[mu a hude 
zafazen do dokumentace Studie. 

compliance with the applicable Czech 2. Studie bude provadena v souladu s pi'islu~nymi 
Republic laws on data protection. prltvnlmi predpisy CR 0 ochrane udaju. 

3. The Documents listed in Article IV., 
paragraph 1., letter b) and c) shall be 3. 
considered confidential, with the 
information regarding their respective 
contents disclosed solely to the employees 

Dokumenty uvedene v clanku IV., odst. l., pism. 
b) a c) se povazuji za dtiveme a informace o 
jejich obsahu mohou bYt zpflstupn~ny pouze 
zam~stnancum Zdravotnickeho zai'fzeni, ktei'i 
maji opravnenl nebo pov~reni v souladu 
s clankem Ill., odst. l teto Smlouvy a urad lim a 
instituc!m, jejich vycet je uveden v clanku VI., 
odst. 3. 

of the Medical Facility authorised or 
assigned in accordance with Article III., 
paragraph I . hereof, and to the authorities 
and institutions listed in Article VI., 
paragraph 3. 

v. 
Selection of Study Subjects and Obtaining 

Their Consent 

l. Subjects may not to be enrolled in the 
Study unless they are adequately informed 
and have signed the Informed Consent. 
The Informed Consent should be obtained 
in compliance with legal regulations, 
ethical principles and good clinical 
practice. Any modifications to the 
Informed Consent must be approved by 
Contractual research organization or 
Sponsor prior to its use, such approval not 
to be unreasonably withheld. With regard 

F. Hoffinann-La Roche Ud.: B02793ii8····· 
Fakullnl nemocnioc Olomou • 
Version 2.0, 02052013 
Quintiles ~ch Republic, s.r.o. 

V. 
Nabor subjektu Studie a ziskani jejicb soublasu 

1. Subjekty Studie do ni mohou b}'t zai'azeny 
v)fhradne tehdy, kdyz byly nalezite informovany 
a kdyz podepsaly Jnformovany souhlas. 
Informovany souhlas musi b}'t zfskan v souladu 
se v~emi pravnimi pi'edpisy, etickymi zasadami a 
spravnou klinickou praxl. Ve~kere upravy 
Informovaneho souhlasu musf pred jejich 
uplatnenim schvalit Smluvnf v)fzkumna 
organizace nebo Zadavate!em, pri~emZ tento 
souhlas nesmi bYt bezdtivodne odp!ran. 
S pi'ihlednutim k tomu: 
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to this: 

a) Sponsor declares that the Principal 
Investigator has been given the Patient 
Information and Informed Consent 
form. 

b) If the subject consents to his/her 
participation in the Study, the 
Principal Investigator will ask him/her 
to sign the Informed Consent form 
before performing any Study tests or 
examinations. 

Q QUINTILES" 

a) Zadavatel prohlasuje, ~.e Hlavnimu 
zkousejfcimu byl pfedan fonnulaf ZAznamu 
udaju 0 pacientovi a formulal' Informovaneho 
souhlasu. 

b) Bude--li subjekt souhlasit se svou ucastf ve 
Studii, pozada ho Hlavni zkou§ejici je~t~ 
pfed zahajenim jaJcychkoli testu a vysetfeni 
v ramci Studie o podpis Informovaneho 
souhlasu. 

2. Signed Informed Consents will be filed in 2. Podepsane Jnfonnovane souhlasy budou 
the Principal Investigator's Study zaloreny do dokumentace Hlavnfho 7.1(ou~ejfciho 
documentation. ke Studii. 

3. If the Sponsor finds out in course of the 
Study that a subject enrolled in t'le Study 
has been enrolled in contravention with 
the Protocol, he may exclude such subject 
from the Study. 

3. Jestliie Zadavatei v pnibehu Studie zjisti, re 
n~jakY subjckt zai'azeny do Studie do ni byl 
zal'a7.en v rozporu s Protokolem, mtUe takovy 
subjekt vyradit ze Studie. 

4. In compliance with the applicable Czech 
laws, the Principal Investigator, the 
Medical Facility, and Sponsor are obliged 
to protect the confidentiality of personal 
data of the study subjects both in the 
course of the Study and after its close-out. 

4. Hlavni zkou~ejici, Zdravotnicke zaHzeni a 
Zadavatel jsou v sou!adu s pi'islu~nymi ceskymi 
pravnimi pl'edpisy povinni chranit dtiv~mou 
povahu osobnfch udaju subjektU Studie, a to jak 
v jejim prub~hu, tak i po jejfm ukoneeni. 

VI. 
Monitoring and Auditing the Study 

1. The course and conduct of the Study will 1. 
be coordinated, monitored and audited by 
expert groups or by persons authorised by 
Sponsor. The Medical Facility and the 
Principal Investigator will provide them 
with the access to all information gathered 
in the course of the Study, results of 
laboratory tests and examinations as well 
as other information on the subjects 
enrolled in the Study. 

2. The authorised person to monitor the 2. 
Study is: 
Oxana Ishchenko, Quintiles Czech 

F. Hoflinann-La Roche Ud.:.IBjOi27ii9ii38········ Fakultnf nemocnice Olomou"'' 
Version 2.0, 02052013 
Quintiles Czech Republic, s.r.o. 
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VI. 
Monitorovani a audit Studie 

Prtibl!h a provadeni Studie bude koordinovano, 
monitorovano a ovefovano skupinami odbomikU 
nebo osobami poverenymi Zadavatelem. 
Zdravotnicke zal'izeni a Hlavnf zkou~ejici 

umoZili temto osobam pftstup ke v~em 
informacfm shromazden)rm v prub~hu Studie, 
k vysledktim laboratomich testU a vy~etfeni a 
take kjinym informac{m o subjektech 
zarazenych do Studie. 

Osoba pov!!'en! mcnitcrovin!m St"...:die je: 
Oxana Ishchenko, Quintiles Czech Repuhlic, 
s.r.o., Radlicka 714/ 113a, 150 00 Praha 5 nebo 



Republic, s.r.o., Radlicka 714/ 113a, 150 
00 Praha 5 , or other person authorised by 
Sponsor in writing to monitor the Study. 

3. The course of the Study and its results 
may be audited by Sponsor or Sponsor's 
auditors. This provision will not intervene 
with the rights of the authorised 
representatives of the appropriate 
authorities of the Czech Republic and 
foreign regulatory authorities to perform 
their own audits. 

4. Subjects will be informed in compliance 
with Article V., paragraph 1. hereof, and 
of the fact that the information gathered 
on them in the course of the Study may be 
presented to and used by the appropriate 
authorities of the Czech Republic for the 
purpose of inspection and by foreign 
regulator; aut."torities. 

vu. 
Other Provisions 

I . Sponsor will provide the Medical Facility 
with Case Report Forms (CRF). 

2. The investigational product as well as other 
materials specified in the Study Protoc.ol 
(Article IV., paragraph 1., letter b) of the 
Contract) provided by Sponsor will be used 
by the Principal Investigator solely for the 
purpose of Study conduct. The Principal 
Investigator and the Medical Facility will 
return all unused material to Sponsor or 
destroy the same according to Sponsor 
instructions. 

If any source data are kept on computer 
files only, Medical Facility shall make 
print-outs of all such data relevant to the 
Study for the purpose of source data 
verification, and shall have them signed, 
dated and retained as source documents. 

Q QUI NTI LEs· 

jina osoba, kterou Zadavatel pfsemne povei'f 
monitorovanlm Studie. 

3. Pru~h a rysledky Studie mohou b,Yt ove~ovany 
Zadavatelem nebo jeho auditory. Toto 
ustanovenl se nedot)ika prav opravnenych 
zastupc~ prislu§nych organti v Ceske republice a 
zahrani~nich regulacnich organti provadet vlastnf 
audit. 

4. Subjekty Studie budou informovany v souladu s 
clankem V., odst. l. teto Smlouvy a o tom, ze 
informace, ktere o nich budou shromafdeny v 
prubehu Studie, mohou '* pfedloz.eny 
pi'fslwn::Ym organum Ceske republiky a 
zahranicnfm regulacnlm organum a mohou b,Yt 
jimi pouzity ke kontroie. 

vu. 
Ostatni ustanovcni 

l . Zadavatel poskytne Zdravotnick~mu zafizeni 
formulare pro zAznam Udajti o subjektech hodnocenl 
- case Report Forms (CRF). 

2. Hodnocen~ vyrobek a dalsi materialy uvedene 
v Protokolu Studie (clanek IV., odst. 1., p!sm. b) 
Smlouvy), ktere poskytne Zadavatel, budou 
pouiivany Hlavnim zkousejfcim vyhradne za 
ucelem provadenf Studie. Hlavnf zkousejicf a 
Zdravotnicke zarizeni vniti v§echny nepouzite 
materia.ly Zadavateli nebo je podle jeho pokymi 
znicf. 

Budou-li jakakoli zdrojova data uchovavana 
pouze v pocftaeorych souborech, vytiskne 
Zdravotnicke zai'izenf vsechna tato data, ktera se 
cykajf Studie, pro ucely overeni zdrojorych dat a 
nechlt si je podepsat a opatlit datem a bude je 
uchovavatjako zdrojove dokumenty. 

3. The Principal Investigator and the Medical 3. Hlavnf zkousejici bude spoleene se ZdravotnickYm 
Facility shall be jointly responsible for zarfzenim odpovedny za uchovavanf zakladnlch 

P. Hoffmann-La Roche Ltd.: B0279ii38········· 
Fakultnl nemocnice Olomouc • 
Version 2.0, 02052013 
Quintiles Czech Republic, s.r.o. 
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maintaining essential Study documents in 
the manner specified by current good 
clinical practice ("GCP") guidelines and 
applicable Jaws for fifteen (I 5) years after 
the completion of the Study or such longer 
period as specified by current GCP 
guidelines and applicable laws. In addition, 
Medical Facility shall take measures to 
prevent accidental or premature destruction 
of these documents. 

The Medical Facility shall immediately 
notify Contractual research organization of, 
and provide Contractual research 
organization copies of, any inquiries, 
correspondence or communications to or 
from any governmental or regulatory 
authority relating to the Study, including, 
but not limited to, requests for inspection 
of the Medical Facility's facilities, and the 
Iv1edical Facility shall permit Contractual 
research organization and Sponsor to 
attend any such inspections. The Medical 
Facility will make reasonable efforts to 
separate, and not disclose, all confidentiai 
materials that are not required to be 
disclosed during such inspections. Medical 
Facility and Principal Investigator each 
represents and warrants that there are no 
pending for-cause regulatory audits, 
investigations or proceedings involving 
Medical Facility, Principal Investigator, or 
any of their employees or agents 
performing Study activities which relate to 
compliance with laws regarding the 
conduct of any clinical research. 

The Medical Facility represents and 
warrants that neither it, nor any of its 
employees, agents or other persons 
performing the Study under its direction, 
has been debarred, disqualified or banned 
from conducting clinical trials or is under 
investigation by any regulatory authority 
for debarment or any similar regulatory 
action in any country, and the Medical 
Facility shall notify Contractual research 
organization immediately if any such 
investigation, disqualification, debarment 
or ban occurs. 

Q QUINTILES. 

dokumentil ke Studii zpusobem stanovenym 
aktualne platnymi pravidly spravne klinicke praxe 
(,GCP") a s pi'islusnymi pravnimi pl'edpisy po 
patmict ( 15) let po dokonceni Studie nebo po delSi 
dobu stanovcnou aktualne platnjmi GCP a 
pl'islusnjrni pravnimi predpisy. Krome toho 
Zdravotnicke zal'izeni pl'ijme opatfeni k zabraneni 
miliodnemu ci pl'edeasnemu miceni techto 
dokumentu. 

Zdravotnicke zanzeni neprodlene vyrozumi 
Smluvnf v}t7..kumnou organizaci a pi'eda jf kopie 
vsech dotazil, korespondence nebo sdeleni ke 
Studii obddenych od statnfch nebo regulacnich 
organu (nebo jim adresovane), zejmena fadosti o 
provedeni kontroly prostor a vyhavenr 
Zdravotnickeho zal'izeni, a Zdravotnicke zanzeni 
dovoli Smluvni v:Yzkumne organizaci a Zadavateli 
se techto kontroi ucastnit. Zdravotnicke zaffzeni 
vynalozi primcrcnc "Usili k oddaleni a nepl'edlouni 
tech materiah'1 duverne povahy, ktere behem 
techto kontrolnich nav~tev neni tfeba pl'edkladat. 
Zdravotnicke zal'izeni a Hlavni zkou~ejfcf, a to 
ka.Zdy zvla~t'. prohla.Suji a uji§t'uji, fe neexistuji 
zadne audity pmvactene regulacn{mi organy 
s uvedenim duvodu, zadmi vy~etfovanf ani l'ize!'J, 
ktera se cykajf Zdravotnickeho zaffzenf, Hlavniho 
zkousejlciho nebo kterehokoli zjejich 
zamestnancu nebo zastu.pcu cinnych v ramci 
Studie, jef souvisf s doddovanim pnivnfch 
pfedpisu o vedeni jakehokoli klinickeho v:Yzkumu. 

Zdravotnicke zal'izeni problasuje a ujist'uje, ze 
ono samo (ani nikdo zjeho zamestnancu, zllstupcu 
ci j inych osob zapojenych do Studie pod jeho 
vedenim) nebylo zbaveno prislusneho opravneni, 
nebyl mu zakazan vjkon cinnosti, ani mu nebylo 
zakazano provadeni kliniclcych hodnoceni, ani 
nenf vysetfovano regulacn{m organem ohledne 
zakazu vykonu cinnosti, ani wei nemu nenf 
vedeno jine l'fzeni u regulacnfho organu v jakekoli 
zemi, a Zdravotnicke zai'izeni je povinno 
neprod!en~ vyrcv..1met Sm!uvnf v)'zk.UIT'u"lOU 

organizaci v pripade, Ze dojde k takovemu 
vysetfovanf, zikazu vjkonu cinnosti ci k odnetf 
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4. The shipment of dangerous goods and 
infectious materials (including infectious 
subject specimens) will comply with all 
applicable laws. The Medical Facility will 
be responsible for ensuring that each 
individual who packages or handles any 
dangerous goods or infectious materials 
will comply with all applicable regulations. 

5. Medical Facility and Principal Investigator 
agree that the compensation they receive 
from this Contract does not exceed the fair 
market value of the services they are 
providing, and that no payments are being 
provided to them for the purpose of 
inducing them to purchase or prescribe any 
drugs, devices or products. Medical 
Faciiity agrees that it wiii not biii any 
patient, in.surer, or goverrunental agency or 
any other third party for any items, visits, 
services or expenses provided or paid for 
by Contractual research organization or 
Sponsor. 

Medical Facility and Principal Investigator 
represent and warrant that neither they nor 
any individual or entity acting on their 
behalf, nor any payee under this Contract, 
will, directly or indirectly, offer or pay, or 
authoriz~ an offer or payment of, any 
money or anything of value to any Public 
Official (defined below) or public entity, 
with the knowledge or intent that the 
payment, promise or gift., in whole or in 
part, will be made in order to influence an 
official act or decision that will assist 
Contractual research organization, Sponsor 
or the Medical Facility in securing an 
improper advantage or in obtaining or 
retaining business or in directing business 
to any person or entity. 

In addition to other rights or remedies 
under this Contract or at law, Sponsor 
and/or Contractual research organization 
may terminate this Contract if Medical 
Facility breaches any of the representations 
or warranties contained in this Section or if 

F. Hoffmann-La Roche Ltd. : 8027938 
Fakultnl nemocnicc Olomouc, 
Version 2.0, 02052013 
Quintilcs Czech Republic, s.r.o. 

Q OUINTILEs· 

opravnenf k provadeni klinickeho hodnoceni. 

4. Zasihini nebezpecneho zbo~ a infek~nich 
materiahi (v~etne infek~nfch vzorkti subjektti 
hodnoceni) se ndi v~emi pffslusnymi pravnfmi 
pfedpisy. Zdravotnicke 1-Bfizeni zajisti, aby kafda 
osoba zabyYajfci se balenim nebezpecneho zbof.i 
nebo infek~nlho materialu nebo manipulaci s nimi 
jednala v souladu se vsemi platnjrni predpisy. 

5. Zdravotnicke zaNzenf a Hlavnf zkousejicf souhlasl 
s tim, Ze m\hrada, kterou dostavaji podle teto 
Smlouvy, neni vyssi ne! realna trZn1 hodnota 
slu!eb, ktere poskytuji a re jim nejsou 
poskytovany ~dne platby, ktere je maj l p!'imet, 
aby nakupovali nebo pi'edepi~;ovali jakakoli 
Ieciva, zdravotnicke prostredky nebo v)'robky. 
Zdravotnicke zafizeni se zavazuje, ze nebude 
zadnemu pacientovi, pojist iteli nebo statnimu 
organu uctovat zadne polofky, navst~v)', sluzby 
nebo v)rdaje poskytnute nebo hrazene Smluvn! 
vyzkumnou organizacf nebo Zadavatelem. 

Zdravotnicke zaffzenf a I*llavni zkou~ejfci 
prohlasuji a ujist'ujf, re oni ani zadna fyzicka ani 
pravnicka osoba jednajici jejich jmenem pl'imo ci 
nepl'imo nenabfdne ani nezaplati, nepovoli 
nabidku ani uhradu pen~ ani poskytnuti jakekoli 
majetkove hodnoty zcistupci vefejne moci (ve 
smyslu nfre uvedene definice) ~i verejnemu 
subjektu, a to s vedomim ci umyslem, Ze takova 
uhrada. platba. slib ci dar by zcasti nebo zcela 
meJy ovJivnit jaJcYkoJi iJfedni postup Cl 

rozhodnutf, ktere napomohou Smluvni vyzkumne 
organizaci, Zadavateli nebo Zdravotnickemu 
zai'izenf k ziskanf neopravnene vyhody ~i 
k ziskani popf. udr.Zenf obchodni pi'ilezitosti ~i 
k zajisteni poskytnuti takove obchodni pnlditosti 
jakekolijine osobe ~i subjektu. 

Vedle ostatnich prav ~i pravnich prostfedku 
napravy upravenych touto Smlouvou nebo 
zA.konem jsou Zadavatel a/nebo Smluvnf 
v}'zkunma organi:zac.e opravneni o!r..amZite ukon~it 
platnost teto Smlouvy, pokud Zdravotnicke 
zailzeni porusi ktenikoli ze sv}'ch prohlaseni nebo 
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Contractual research organization or 
Sponsor learns that improper payments are 
being or have been made to Public 
Officials by Medical Facility or any 
individual or entity acting on its behalf. 

For the purposes of this Contract, 
"Public Official" means any officer or 
employee of a government, a public 
international organization or any department 
or agency thereof, or any person acting in an 
official capacity, including, for a public 
agency or enterprise; and any political party or 
party official, or any candidate for public 
office. 

vm. 
Serious Adverse Events in the Course of the 

Study 

TO REPORT ANY SERIOUS A OVERSE 
EVENTS (SAES) AS REQUIRED BY 

LAW, REGULATION AND THE 
PROTOCOL. WITHIN 24 HOURS (OR 

SUCH OTHER TL'\1E AS SPECIFIED IN 
THE PROTOCOL) OF FIRST 

KNOWLEDGE OF ANY SAE OR ANY 
EVENT THAT COULD AFFECT THE 

SAFETY OF THE STUDY 
PARTICIPANTS, PRINCIPAL 

INVESTIGATOR WILL NOTIFY 
THE SPONSOR BY SUBMITTING AN 

SAEREPORT. 

IX. 
Responsibility for Subject Injury 

1. The Sponsor hereto acknowledges, that in 
accordance with § 52 Act on Drugs No. 
378/2007 Coli., as amended, contract 
insurance of liability for damage for the 
Principal Investigator and the Sponsor has 
been ensured. This policy also duly covers 
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uj isteni poskytnurych v tomto chinku, nebo 
v pi'ipade, ze Smluvnf ryzkumna organizace nebo 
Zadavatel zj isti, 7.e ze strany Zdravotnickeho ci 
jakekoli osoby ci subjektu jednajiciho jeho 
jmenem, jsou ci byla posk:ytovana neopnivnena 
plneni zastupcum verejne moci. 

Pro ucely teto Smlouvy, ~jem ,zastupce 
vei'ejne moci" znamena jakehokoli ufednfka ci 
zamestnance statniho iiradu, mezinarodnf 
organizace vei'ejneho typu ci jakekoli sekce, 
oddelenf, organu ci poboeky techto instituci, 
nebo j akoukoli osobu j ednaj icf z moci iifednf, 
vcetne osob jednajicich ve prospech jakekoli 
vei'ejne organizace ci podniku; a dale jakoukoli 
politickou stranu ci zastupce politicke strany, ci 
jakehokoli kandidata ci uchazece o vykon funkce 
vei'ejne moci. 

VIII. 
Zavazne nezadouci prihody v prubehu Studie 

IILA '\l :I\1 ZKOUSEJiCJ. SE ZA VAZUJE, ZE 
BUDENA_"-LASOVATVES¥~PF. zAVAZNE 

NEZAI>OUCf PRfHODY (SERIOUS ADVERSE 
EVENTS - SAE) V SOULADU S PRA VNfMI 

PREDPISY AS PROTOKOLEM DO 24 HOD IN 
(NEBO V JTh'E LHiJTE STANOVENE V 

PROTOKOLU) OKAMZITE POTE, CO SE 
POPRVE DOZvi 0 JAKEMKOLIV SAE NEBO 

JINE UDALOSTI, KTERA BY MOHLA 
OHROZIT BEZPECNOST UCASTNlKU 
STUDIE. HLA VNi ZKOUSEJiCi 0 TOM 

VYROZUMITZADAVATELEPREDLOZEN~ 
SAEZPRAVY. 

IX. 
Odpovednost za ujmu na zdravf subjcktu Studie 

1. Zadavatel timto prohlasuje a ujist'uje, ze 
uzavl'el za sebe a za Hlavniho zkousejiciho 
poj isteni odpovednosti za skodu zpusobenou 
klinicicym hodnocenim v souladu 
s ustanovenimi § 52 zakona 0 lecivech 1:. 
378/2007 sb., v platnem znenf. Toto pojisteni 
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compensable death of subject or 
compensation of the subject in case of 
injury resulting from and sustained in 
course of performance of the Study. A 
copy of the Certificate of Insurance is 
enclosed hereto as Appendix No. 4. 

2. Contractual research organization hereto 2. 
expressly disclaims any liability in 
connection with the Investigational 
Product, including any liability for any 
product claim arising out of a condition 
caused by or allegedly caused by the 
administration of such product except to 
the extent that such liability is caused by 
the negligence, willful misconduct or 
breach of this Contract by Contractual 
research organization. 

~~either Contractual research organization 
nor Sponsor will be responsible for; and 
the Medical Facility agrees, to the extent 
allowed by law, to indemnify and hold 
them harmless from, any loss, claim, cost 
(including reasonable attomey fees) or 
demand arising from any injuries or 
damages resulting from the Medical 
Facility's negligence, failure to adhere to 
the Protocol, failure to obtain informed 
consent, unauthorized warranties, breach 
of this Contract, breach of applicable law 
or regulation or willful misconduct. 

3. The Medical Facility shaH promptly notify 3. 
Contractual research organization and 
Sponsor in writing of any claim of illness, 
injury or damage actually or aJiegedly 
arising from the conduct of the Study. 
Sponsor shaJI have the right to control the 
defence of any such claims and the 
Medical Facility shaH cooperate fully with 
Sponsor in handling such claims. 

Sponsor agrees to indemnify and hold 
harmless the Medical Facility and 
Principa! L'lvestigator from any third party 
claims of illness, injury or damage 
directly arising out of the conduct of the 

F. Hofllnann-La Roche Ud.: 8027938 
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rovnez fadne kryje umrti subjektu Studie 
v dusledku ujmy na zdravf vypl:Yvajici nebo 
zpusobene behem provadeni Studie, ktere lze 
hradit z pojisteni. Kopie pojistneho 
certifikatu tvofi Pi'ilohu c. 4 teto Smlouvy. 

Smluvnf v)'zkumna organizace timto vyslovne 
odmfta jakoukoli odpovednost v souvislosti 
s hodnocenym produktem, vcetne odpovednosti 
za naroky spojene s tfmto produktem, jehoz 
podanf zpusobilo nebo melo zpusobit vznikly 
stav, ledafe je tato odpovednost zpusobena 
nedbalosti, umyslne protipnivnlrn jednanlrn nebo 
poru~enim teto Smlouvy ze strany Smluvni 
vyzlmmne organizac.e, 

Smluvnl v)'zkummi organizace Iilli Zauavatt:l 
neodpovfda (a Zdravotnicke zaf!zenf se je 
v rozsahu pfipustnem ze zakona zavazuje 
od~kodnit a prevzit za ne odpovednost) za 
jakoukoli ztnitu, narok, mUdady (vcetne naklad\1 
pravnllto zastoupeni v pfunerene v)'si) ani za 
pofadavek z titu!u jakekoli ujmy na zdravi ci 
~kody plynouci z nedbaJosti ci nedodrZeni 
Protokolu, neopati'eni si lnformovaneho 
souhlasu, neopnivnenych ujisteni, poruseni teto 
Smlouvy, poruseni pnslusnych pravnich pfedpisu 
nebo umyslne protipravniho jednani ze strany 
Zdravotnickeho zafizenL 

Zdravotnicke zanzenf je povinno neprodlene 
pisemne vyrozumet Smluvnf vyzkumnou 
organizaci a Zadavatele 0 jakemkoli naroku 
vztahujfcimu se k onemocnenl nebo ujme na 
zdravi, k nirni doslo nebo melo dojit 
v souvislosti s provadenim Studie. Zadavatel ma 
pravo dohlizet na obhajobu proti ja.tcymkoli 
takov)'m naroklim a Zdravotnicke zafizenf je 
povinno pine spolupracovat se Zadavatelem pri 
jednftnfch o vypoi'adani takov)'ch naroku. 

Zadavatel odskodni Zdravotnicke zaffzeni a 
Hlavnfho zkousejicfho a prevezme za ne 
cdpov!dnost ve vztahu kjak'j·mkoli n!rokUm 
tfetf osoby vztahujfcim se lc onemocneni; Ujme 
na zdravi nebo skode, vypi:Yvajfci pi'imo 
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Study in accordance with the Protocol, 
except to the extent any such illness, 
injury or damage is caused by the Medical 
Facility or Principal Investigator's 
negligence, misconduct, failure to folJow 
the Protocol or breach of applicable law or 
regulation. 

4. Medical Facility shall maintain a 
Commercially Reasonable level of 
insurance, and, upon request, shall 
provide a certificate of insurance to 
Contractual research organization. For 
purposes of this Section, "Commercially 
Reasonable" shall mean in accordance 
with standard practice in the health 
service and in the geographical 11.rea, or as 
may be otherwise required by law. 

X. 
Protection of Confidential Information. 

Personal Data 

0 QUI NTI LESS 

z provadeni Studie v souladu s Protokolem, 
ledaZe je takove onemocnenf, ujma na zdravi 
nebo skoda zpusobena nedbalosti, umyslnym 
protipravnfm jednanfm, nedoddenfm Protokolu 
nebo porusenim pi'islu§nych pravnich pfedpisu ze 
strany Zdravotnickeho zafizeni nebo Hlavniho 
zkousej fcfho. 

4. Zdravotnicke zafizeni je povinno vest v platnosti 
na komercne primei'ene urovni poji§teni a na 
v.Yzvu Smluvni v.Yzkumne organizace je povinno 
pledlo~it potvrzeni o existenci tohoto pojistenf. 
Vyraz ,na komercne primefene urovni" znamena 
pro ucely tohoto odstavce pojisten(, ktere je 
v souladu s bernou praxi v oboru zdravotnick)'ch 
sluzeb a v pi'islusne geograficke oblasti nebo 
podle jinych pozadav!<Jj 7~kona. 

X. 
Ocbrana duv~rnych informaci. 

Osoboi udaje 

I. For the purpose hereof: all the 1. 
information provided by Sponsor with 
regard to the Study or the Study 
documentation (comprising in particular 

Veskere informace a Udaje poskytnute 
Zadavatelem ve vztahu ke Studii nebo k 
dokumentaci ke Studii (zejmena udaje o 
struktufe, slozeni, pi'isadach, receptech, know
how, technologiich a procesech) a zaroven i 
veskere j ine informace souvisejfcf se Studii a 
s jejim postupem se povafuji za duveme. 
Zdravotnicke zafizeni a Hlavni zkousej lei nesmi 
zpl'istupnovat duveme udaje tretim osobam 
s vyjimkou osob zapojenych do provadeni 
Studie, a to pouze tern, ktei'i je potfebujf znat, a 
podniknout veskere kroky, kterych bude obtas 
zapotfebl k zajisteni dodriovanf tohoto clanku 
ze strany jejich zarnestnancu, zastupcu a 
subdodavatelu. D uveme udaje jsou slofkou 
obchodniho tajemstvi Zadavatele a/nebo jsou 
pfedmetem jeho prav k du§evnimu vlastnictvi a 
Zdravotnicke zai'izenf a Hlavnl zkou§ejici je 
budou uchovavat v tajnosti na mfste uroonem 
pro udaje teto povahy, ledaZe prok~ou, ~e dane 
udaje j sou vefejne pffstupne. Tyto zavazky 
mlcenlivosti zustanou v platnosti po dobu deseti 
(I 0) let po dokoneeni Studie, nebudou se vsak 
vztahovat na duvame udaje v nasledujicfm 
ro7.<;:thn: n) jsou-li ci sta.l10u-li se verejne zmime 
bez zavineni Zdravotnickeho zaffzenl I Hlavniho 

the information on the structure, 
composttlon, ingredients, formulas, 
know-how, technologies and processes) 
as well as any other information relating 
to the Study or its progress will be 
deemed confidential. The Medical 
Facility and the Principal Investigator 
will not disclose the confidential 
information to third parties, except 
persons involved in the Study and who 
need to know the information in question, 
and will take all such steps as shall from 
time to time be necessary to ensure 
compliance by its employees, agents and 
sub-contractors with the provisions of this 
Article. The confidential information are 
component part of a business secret of 
the Sponsor and/or are subject of rights to 
intellectual property of the Sponsor and 
\Vi!l remain secret and kept by t~e 

Medical Facility and the Principal 
Investigator in a place dedicated for 
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information of that character unless the 
Medical Facility or the Principal 
Investigator prove that the information is 
accessible to the general public. These 
confidentiality obligations shall continue 
until ten (10) years after completion of 
the Study, but shall not apply to 
Confidential Information to the extent 
that it: a) is or becomes publicly available 
through no fault of the Medical 
Facility/Principal Investigator; b) is 
disclosed to the Medical 
Facility/Principal Investigator by a third 
party not subject to any obligation of 
confidence; c) must be disclosed to ECs, 
or applicable regulatory authorities; d) 
must be inchJC!ed in any subje.ct's 
informed consent form; e) is published in 
accordance with Article XI. herein; or, f) 
is required to be disclosed by appiicabie 
law, piOvided that the Medical 
Facility/Principal Investigator shall give 
Sponsor and Contractual research 
organization prompt, advance written 
notice to permit Contractual research 
organization, Sponsor or their agents to 
object to or otherwise limit such 
disclosure. 

2. Both prior to and during the course of the 
Study, the Principal Investigator and 
his/her teams may be called upon to 
provide personal data which falls within 
the scope of the law and regulations 
relating to the protection of personal data 
("Data Privacy Legislation"). For 
Investigators, this personal data may 
i~nclude names, contact information, work 
experience and professional 
qualifications, publications, resumes, and 
educational background. The Principal 
Investigator consents to the processing of 
Principal Investigator's personal data 
collected by Quintiles or Sponsor, and 
Principal Investigator and Medical 
Facility agree to obtain any consents, as 
may be necessary in accordance with 
appHcable Data Privacy Legislation, for 
the processing of any peN;onal da,ta 
collected by Quintiles or the Sponsor from 

Q QUINTILEs· 

7.kou~ejlclho; b) jsou sdeleny Zdravotnickemu 
zal'izenf I Hlavnimu zkou~ejfclmu tfeti osobou 
nepodlehajfci zavazku mlcenlivosti; c) mus! b:Yt 
oznameny eticlcym komisfm ~i pffslu~nemu 

regula~nfmu uradu; d) musf b)'t zahrnuty 
v pfscmnem informovanem souhlasu jakehokoli 
subjcktu hodnoceni; e) jsou zvereji'iovany 
v souladu s cl. XI teto Smlouvy; nebo f) 
povinnost jejich zvei'ejneni plyne ze zakona, 
s tim, ze Zdravotnicke zaffzeni I Hlavnf 
zkou~ej ici jsou povinni dorucit Zadavateli a 
Smluvnf v)rzkumne organizaci neprodlene 
p.fedem pisemne oznamen!, tak aby umornili 
Smluvn! vYzkumne organizaci, Zadavateli nebo 
jejich zastupcum vznest namitky nebo jinak 
omezit takove zpi'istupnen!. 

2. Pi'ed zahajenim Studie a v j ejhn prubehu mohou 
b)'t Hlavni zkousejfci a jeho tjmy pozadani o 
poskytnuti osobnich udaju. Tyto udaje spadajf 
pod rezim zakonnych a podzakonnych pl'edpisu 
na ochrdnu osobnich Udajli (dale jen , lcgislativa 
na ochranu osobnich udaju"). V pHpade 
Zkou~ejfcfch mohou tyto osobnf udaje obsahovat 
jmena, kontaktnf Udaje, pracovni zku§enosti a 
odbomou kvalifikaci, publikacnf cinnost, 
zivotopisy a vzdelanl. Hlavnf zkou§ejfci dava 
souhlas se zpracovan[m svjch osobnich udaju 
shromazdenych Quintiles nebo Zadavatelem a 
Hlavnf zko~ejicf a Zdravotnicke zaiizeni se 
zavazujf zfskat veskere souhlasy, ktere mohou 
b}'t zapotl'ebi v souladu s pffslu§nou legislativou 
na ochranu osobnich udaju ke zpracovani 
jalcychkoli osobnich udajti shromafdcnych 
spolecnosti Quintiles, Zadavatelem od jeho 
zkoukjfcich, spoluzkou~ejfcfch, zamestnancu a 
personaht (tcastnfcfch se provadenf Studie. 
Takov}t souhlas povoluje pi'enos osobnich Udajii 
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its investigators, sub-investigators, staff 
and personnel involved in the conduct of 
the Study. Such consent shall authorize 
the transfer of personal data, to countries 
other than the Medical Facility's own 
country, including without limitation the 
United States, even though data protection 
may not exist or be as developed in those 
countries as in t11e Medical Facility's own 
country, for the following purposes: (i) the 
conduct and interpretation of the Study, 
(ii) review by governmental or regulatory 
agencies, Sponsor, Contractual research 
organization and their agents and affiliates 
and collaborators, (iii) satisfying legal or 
regulatory requirements, (iv) publication 
on www.clinicaltrials.gov and websites 
and databases that serve a comparable 
purpose; and ( v) storage in databases for 
use in seiecting sites in future ciinicai 
trials. In the event any Medical Facility 
personnel participating in the Stltdy are 
not willing to provide such consent, 
Medical Facility acknowledges that such 
personnei will not be able to participate in 
the Study. 

3. The Medical Facility warrants that it has 3. 
the legal authority to share the clinical 
data and Study-related records and 
information with Contractual research 
organization and Sponsor. 

XI. 

Q QUINTILEs· 

do jinych zemf nez zem~ Zdravotnickeho 
zal'lzeni, zeJmena do Spojenych statU 
americkych, a to i kdyby v t~chto zemich neplatil 
nebo neexistoval natolik vyspely re!im ochrany 
dat jako v v zemi Zdravotnickeho zal'izeni, a to 
pro nasledujici ueely: (i) provAdenf a v)'klad 
Studie, (ii) prezkoumani stAtnfmi nebo 
regula~nfmi organy, Zadavatelem, Smluvnl 
v)'zkumnou organizaci, jejich zAstupci, 
propojenYmi osobami a spolupracovnfky, (iii) 
zaji§tenf souladu s pravnfmi predpisy a 
poudavky regulacnich organu, (iv) uverejneni na 
www.clinicaltrials.gov a na webov)'ch stran.kach 
a v databazich slouzicich k podobnemu u~elu; a 
(v) ulozenl do databilzi z duvodu usnadnenf 
v)'beru mist pro budoucf klinicka hodnoceni. 
Poku(! nej!lci 7:~mestna..nci Zdravotnk-keho 
zal'izenf, ktei'i se ucastni Studie, nebudou ochotni 
dat takov)' souhlas, nebudou se moci ucastnit 
Studie. 

Zdravotnicke zafueni ujist'uje, fe je za zAkona 
opravneno sdflet se Smluvni v)'zkumnou 
organizacf a se Zadavatelem klinicka data a 
zAz.namy a informace souvisejici se Studii. 

XI. 
Ownership of Study Results; Intellectual 

Property; Publication 
Vlastnictvi v)'sledku Studie; du§evni vlastnictvi; 

publikace 

I. The Sponsor shall own the Study results 1. 
which will remain subject of the exclusive 
rights to intellectual property of the 
Sponsor. Sponsor shall have exclusive 
ownership of any inventions or 
discoveries arising in whole or in part 
from Confidential Information or arising 
from the conduct of the Study. The 
Medical Facility and Principal 
Investigator will promptly notify Sponsor 
cf any such inventions or discoveries and, 
at Sponsor's expense, execute any 
documents and give any testimony 

Zadavatel bude vlastnfkem v)'sledku Studie, 
ktere zustanou pi'edmetem jeho v)'hradnich prnv 
k d~evnimu vlastnictvi. Zadavatel bude 
vyhradnfm vlastnfk.em veskerych vynalezti nebo 
objevu vzniklych zcela nebo zeasti z Duv~rnych 
informaci nebo vypl)lvajicich z provadenf Studie. 
Zdravotnicke zal'izeni a Hlavni zkousejici 
neprodlene uvedomi Zadavatele o jakemkoli 
takovem objevu nebo vynaJezu a na naklady 
Zadavatele uzavi'ou ve§kere dokumenty a daji 
ve~ker3 sv!dectvi nut..,_a k toinu, a by Zadavatei 
zfskal v jakekoli 7.emi patenty, nebo kjine 
ochrane podilu Zadavatele na takov)'ch 
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necessary for Sponsor to obtain patents in 
any country or to otherwise protect 
Sponsor's interests in such inventions or 
discoveries. 

2 . Medical Facil ity understands that this 
Study is being conducted at multiple 
research sites. Medical Facility is free to 
publish or present the Study results 
obtained at the Medical Facility, but only 
after the first publication or presentation 
that involves the multi-center data or 
eighteen (18) months after the completion 
of the multi-center Study, whichever is 
ftrst. The Medical Facility and the 
Principal Investigator undertake to consult 
publishing of any document or 
presentation regarding the course or 
results of the Study with the Sponsor at 
ieast 60 days before public disclosure of 
such document or presentation. La 
addition; at Sponsor's request, the 
Medical Facility shall delay publication 
for an additional ninety (90) days to allow 
Sponsor the opportun ity to tile for patent 
protection. Complete or partial results of 
th.e Study will not be published by the 
Medical Facility or the Principal 
Investigator unless prior written consent is 
obtained from the Sponsor. 

3. The Medical Facility and the Principal 
Investigator understand that any scientific 
publication regarding the discoveries or 
study medication will not be published by 
Medical Facility or the Principal 
Investigator before the Sponsor's 
application for a patent providing such 
application for a patent is applicable with 
regard to the character of the Study 
results. 

XII. 
Settlement of Disputes 

I . Contract parties undertake to provide 
assistance to each other and to settle 
possible disputes regarding their different 
views on the procedures and methods of 
work by means of discussing the matter in 

Q QUINTILEs· 

vynalezech nebo objevech. 

2. Zdmvotnicke zanzeni je srozumeno s tim, fe tato 
Studie je provadena na nekolika ryzkumnych 
pracovi~tich. Zdmvotnicke zarizeni mtize 
libovolne publikovat nebo prezentovat vysledky 
Studie, ale az po prvni publikaci nebo prezentaci 
multicentrick)'ch Udaju nebo osmnact (18) 
mesicu po dokoneeni multicentricke Studie, 
podle toho, ktery z techto okam~ik1i nastane 
drive. Zdravotnicke zarlzeni a Hlavni zkousejicf 
se zavazuji konzultovat se Zadavatelem publikaci 
j akehokoli dokumentu nebo prezentace o 
prub~hu nebo rys!e.dclch Studie nejmene 60 rlnu 
pled zvel'ejnenim daneho dokumentu nebo pred 
pl'islusnou prezentaci. Krome toho je 
z.dravotnicke zaiizeni povinno odlozit toto 
zverejnenl na zadost Zadavatelt; v oalsich 
devadesat (90) dn!, aby tak umoznilo Zadavate!i 
podat patentovou prihlMku. Zdravotnicke 
zaiizenl ani Hlavni zkousejici nezvefejnl uplne 
ani Mste~ne vysledky, aniz by predem ziskali 
pisemny souhlas Zadavatele. 

3. Zdravotnicke zarizenf a Hlavni zkouscjici jsou 
srozumeni s tim, ze nezverejni zadnou vMeckou 
publikaci o objevech a o hodnocenych le~ivech 
drive, nez Zadavatel poda patentovou prihiMku, 
za predpokladu, Ze lze vzhledem k povaze 
rysledku Studie podat takovou prihhHku. 

XII. 
Re§eni sporu 

I. Smluvni strany se zavazuji poskytovat si 
navzajem soucinnost a resit pl'ipadne spory 
scuviscjfcf s jejich odliSnYmi n&zory na pracovni 
postupy a metody jednanim o dane ot:hc.e 
zpusobem, ktery obvykle pou.Zlvaj£. 
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a manner usually applied by Contract 
parties. 

2. Contract parties agree that any disputes 
arising out of this Agreement, or in 
connection with it, shall be resolved by 
the competent court in the Czech 
Republic. 

xm. 
Financial aspects 

I. According to the payment schedule 
{paragraph 2 of this Article) the 
Contractual research organization, on 
behalf of Sponsor, will pay to the Medical 
Facility for each completed visit of Stl.ldy 
subject participating in the Study in 
compliance with the protocol, in respect 
of which the Study has been conducted in 
compliance '.vith this Contract and whose 
records has been revised hy authorised 
person according to Article VI. paragraph 
2. Medical Facility acknowledges that 
Sponsor will conclude a separate 
agreement with Principal Investigator for 
services perfonned by Principal 
Investigator in connection with this Study 
and that such agreement will include 
compensation for the Principal 
Investigator and his team too, and 
Medical Facility has no objection. This 
compensation will be reimbursed directly 
to Principal Investigator and his team and 
Medical Facility will not have any duties 
and taxes related to this compensation. 

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

PAYEE 
NAME: 
Please 
nntp• Th1~ 

I ~h~~ld ~··; I 
I business I 
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2. Smluvni strany se dohodly, fe pl'fpadne spory 
vze~le z teto Smlouvy, nebo v souvislosti s ni, 
budou rozhodovany pi'islusnym soudem v Ceske 
republice. 

XIII. 
Financni aspekty 

1. Smluvni vyzkummi organizace bude hradit 
v 7.astoupeni Zadavatele Zdravotnickemu 
zai'fzenf platby podle platebnlho rozvrhu 
uveden6ho v odstavci 2 tohoto c!Anku za kaMou 
absolvovanou navstevu subjektu Studie, kter)r se 
Mastni Studie v souladu s Protokolem, ve vztahu 
k n~mu~ je tato Studie provad~na v souladu 
s touto Smiouvou a jehoz zaznamy byly 
revidovany povel'enou osobou podle clanku VI. 
odst. 2. Z.dravot11icke zarfzenf bere na vMomf a 
nema namitky proti tomu, ie Zadavatel uzavi'e 
s Hlavn(m zkousejfcimu samostatnou smlouvu o 
poskytovani sluzeb Hlavnim zkousejicfm 
v souvislosti s touto Studif a ze tato smlouva 
bude obsahovat i odmenu pro Hlavnfho 
zkou~ejiciho a jeho cym. Tato odmena bude 
vyplacena pl'imo Hlavnfmu zkousejfcfmu a jeho 
cymu a Zdravotnickemu zai'Izeni s touto uhradou 
neV7.niknou zadne povinnosti odvodu a dani. 

Smluvni strany souhlasi, ie niie dcfinovany 
prijcmce platby je radnY'm pffjemcem platby die 
teto Smlouvy, a ie platby za slufby vykonane na 
zaklade teto Smlouvy budou uskutecneny pouze ve 
prosp~h nf~e uvedeneho pi'ijemce platby (dale jen 
,Prijemce platby"). 

N ZEV 
P:Ri.JEMCE 

P LATBY: Fak: ltn' . Ol 1> .~, , u 1 nemocmce omouc 

I A ozn .. m.c.a: I 
J e treba 

I uvest nazev I I 
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name and 
must match 
the 
business 
name -used 
to file for 
your tax 
EJN or 
other tax 
ID number 

PAYEE 
ADDRESS 

I.P.Pavlova 6 
775 20 Olomouc 
Czech Republic 

obchodni 
firmu 
spolecnosti, 
ktera musi 
odpovfdat 
nazvu I 
obchodni 
firme, se 
kterjm se 
pojf danove 
identifikacui 
cislo 
AD RES A 
P.RiJEMCE 
PLATBY: 

Q QUJt~TILES~ 

I. P. Pavlova 6 
775 20 Olomouc 
Ceska republika 

Please Pozmimka: Je 
Note: this r--------------ll treba uvest t------------1 

should be fyzickou 

street adresu, nikoli r-----------1 
address, postovni 
not a PO pfihr:idlu:. 
Box 

THE TAX ID MUST EXACTLY 
MATCH THE PAYEE NAME 
INDICA TED ABOVE 

TAX ID CZ00098892 
NUMBER 

BANK 
DETAILS 

F. Hoffmann-La 

Account number 
2934392/0800 
IBAN CZI 0 0800 0000 0000 
0293 4392 

SWIFT code GIBACZPX 

Bank name 
Ceska spoi'itelna, a.s. 

Bank address 
Budejovicka 1912, 
140 00 Prn...ia 4 
Cz.ech Republic 
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SE 
MUSt VZTAHOV AT KE 
SHORA UYEDENEMU 
t~AzvrJ 1 
FIRME 
PLATBY 

CZ00098892 

OBCHODNI 
PR.fJEMCE 

GIBACZPX 

Nazevbanky 
Ceska spoi'itelna, a.s. 

Adresa 
Budejovicka 1912, 
140 00 Praha 4 
Ceska repub!ika 






































































































