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Q QUii\JTiLES~ 
Contract on Clinical Trial Smlouva o klinickem hodnoceni 

ABBVIE DEUTSCHLAND GMBH ABBVIE DEUTSCHLAND GMBH &CO.KG, se 

&CO.KG having a place of business at Max

Planck-Ring 2a, 65205 Wiesbaden 
represented by AbbVie s.r.o., Hadovka Office 
Park, Evropska 2591/33d, 160 00 Praha 6, 
Czech Republic 
(Hereinafter referred to as the 'Sponsor') 

and 

F. HOFFMANN-LA ROCHE LTD, having 
a place of business at Grenzacherstrasse 124, 
4070 Basel, Switzerland (Hereinafter referred 
to as the ' Roche'), iCpiescnted by: Quintiles 
Czech Republic; s,r,o, Praha 5; Jinonice; 
Radlicka 7 141113a, zip code !58 00 Czech 
Republic, Identification number: 247 68 651 , 
Tax Identification number: CZ247 68 651 

and 

Contractual research organization 

QUINTILES CZECH REPUBLIC, S.R.O. 
Praha 5, Jinonice, Radlicka 7 i4/i i3a 
zip code !58 00 
Czech Republic 
Identification number: 247 68 651 
Tax Identification number: CZ24 7 68 651 
(Hereinafter referred to as the ' Contractual 
research organization' or ' Quintiles') 
and 

Fakultni nemocnice Olomouc, 
I.P. Pavlova 6, 775 20 Olomouc, Czech 
Republic, 
Identification No: 000 98 892, 
VAT No.: CZ00098892, 
represented by doc. MUDr. Roman Havlik, 
PhD., director 

sidlem Max-Planck-Ring 2a, 65205 Wiesbaden 
zastoupena AbbVie s.r.o., Hadovka Office Park, 
Evropska 2591/33d, 160 00 Praha 6, Ceska republika 

(dale jen ,Zadavatel'') 
a 

F. HOFFMANN-LA ROCHE LTD, se sidlem 
Grenzacherstrasse 124, 4070 Basilej, Sv)lcarsko 
(dale jen , Roche") 
'7rt rtr.u"'.:uv~ n .,; .... .,.;l.::u· .. r .,.al'h 0o.r'l.uk1i" ,... .. " 
L.U..., t.V\.&}1\oiUU. "l ' ·UU UI."'.;) V AwVW .U "''""PUVU\,.1) .l.l.V• 

Praha 5, .Jinonice, Radlickii 714/11 3a, PSC ISR 00 
Ceska republika, IC: 247 68 65 1, DIC: CZ247 
68 651 

a 

Smluvnf vyzkumna organizace 

QUINTILES CZECH REPUBLIC, s.r .o. 
Praha 5, Jinonice, Radlicka 7141113a 
PSC !58 00 
Ceska republika, 
IC: 247 68 651 
DIC: CZ247 68 651 
(dale jen , Smluvni vyzkummi organizace""nebo 
, Quintilcs") 
a 

Fakultni nemocnici Olomouc, 
I.P. Pavlova 6, 775 20 Olomouc, Ceska republika, 
IC: 000 98 892, 
DIC: CZ00098892, 
zastoupena doc. MUDr. Romanem Havlikem, PhD., 
reditelem 

( referred to as the 'Medical Facility') (dale jen , Zdravotnicke zarizeni") 
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Preamble: 

Sponsor shall be deemed within the meaning 
of the term "submitter" of clinical evaluation 
conformably with Act on Drugs No. 378/2007 
Coli., 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 
Coli., as amended and shall represent Sponsor 
and Roche within delegation given by the 
power of attorney. Contractual research 
organization has been duly authorized by 
Sponsor and Roche to carry out certain 
obligations of Sponsor and Roche in u'ie 
conduct of the Study; consistent with the 
terms of this Contract. In terms of an 
independent contractual relation concluded 
between Sponsor and Roche, and Roche and 
Quintiles, Quintiles and Sponsor, Quintiies 
shall be provider of financial resources 
destined for execution of the Study that is 
subject of this Contract. 
Sponsor wishes to conduct the Study at the 
Medical Facility, at the Haemato-oncology 
clinic, as Study site, using the services of a 
below named principal investi 

Medical Facility and Principal Investigator 
acknowledge that Roche has advised Medical 
Facility and Principal Investigator that 
Genentech Inc. ("Genentech"), a subsidiary of 
Roche Holdings, Inc. and an affiliate of 
Roche, has advised Medical Facility and 
Principal Investigator that Genentech has 
entered into a collaboration agreement 
(Collaboration Agreement") with Abbott 
Laboratories ("Abbott") relating to GDC-0199 
(also known as ABT-199) and the Study, and 
that Abbott's rights and obligations under 

Preambule: 

Vyra.z Zadavatel je chapan ve smyslu vyrazu 
,pl'edkladatel" klinickeho hodnoceni v souladu se 
zilkonem o h~civech c. 378/2007 Sb., ve zneni 
pozdejsich predpisu. 

Obchodni spolecnost Quintiles Czech Republic, s.r.o. 
je chapana ve smyslu ,smluvni vyzkumna 
organizace" podle zilkona lecivech c. 378/2007 Sb., 
v platnem zneni, a bude zastupovat Zadavatele a 
Roche v r{unci povereni na zilklade pine moci. 
Smluvni vyzkummi organizace je l'adne opravnena 
Zadavatelem a Roche k plneni jejich urcirych 
zavazku pi'i provadenf Studie v souladu 
s podminkami teto Smlouvy. Na zaklade nezAvisleho 
smluvniho vz.iahu uzavi'eneho mezi Zadavateiem a 
Roche a Roche a Quinti!es a Zadavnte!etn, budc 
Quintiles poskytovatelcm financnich zdroju urcenych 
k provadeni Studie, ktera je predmetem teto 
Smlouvy. 

Zadavatel si pi'eje ·provadet klinicke hodnoceni ve 
Zdravotnickem zarizenf na Klinice Hemato
onkologicke jako souMst Studie s vyuzitfm sluzeb 
nife jmenovaneho hlavniho 
zamestn 

Zdravotnicke zai'izenl a Hlavni zkousejfci berou na 
vMomi, ze jim spolecnost Roche sdelila, ze 
spolecnost Genentech Inc. ("Genentech"), kteni je 
dcel'inou spolecnostl Roche Holdings, Inc. a 
spHznenou osobou Roche, sdelila Zdravotnickemu 
zai'izenf a Hlavnimu zkousejicimu, ie uzavrela 
srnlouvu o spolupraci (dale jen , Smlouva o 
spolupnici") se spolecnosti Abbott Laboratories (dale 
jen ,Abbott.") ohledne GDC-0 I 99 (zmimcho take pod 
oznacenim ABT -199) a ohledne Studie a ze prava a 
povinnosti spolecnosti Abbott die teto Smlouvy o 
spolupraci byly pi'evedeny a postoupeny na AbbYie 
Inc. (dale jen ,AbbYie"). Veskere odkazy v teto 
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Q QUit'\ITILES. 

such Collaboration Agreement have been Smlouve na spolupracovniky spolecnosti Roche 
conveyed, transferred and assigned to AbbVie zahrnuji AbbVie. Smlouva o spolupraci mezi 
Inc. ("AbbVie"). Any references in this Genentech a AbbVie uklada jiste nezmenite lne 
Contract to Roche's collaborators shall include podmfnky provadenf Studie a uzivanf GDC-
AbbVie. The Genentech-AbbVie 0 199/ABT-199. 
Collaboration Agreement imposes certain 
non-negotiable conditions on conduct of the 
Study and use ofGDC-0199/ABT-199 

Zadavatel, kter)' j e spi'iznenou spolecnosti AbbVie, a 
Sponsor, an affiliate of AbbVie, and F. F. Hoffinann-La Roche Ltd spolecne prohlasujl, 2e 
Hoffmann-La Roche Ltd jointly declare that spolupracuji na provadeni Studie. Zadavatel radne 
they cooperate in tJ1e conduct of the Study. povei'il spolecnost Roche plnenim nekter)'ch svych 
Roche has been duly authorized by Sponsor to zavazku pi'i provadeni Studie. 
carry out certain obligations of Sponsor in the 
conduct of the study. 

Above-cited Contractual Parties have 
concluded this 

Contract 

in accordance \vith the Act~~o. 89/20 12 Coli., 
Civil Code (the New Civil \.ode)., the 

Commercial Code, and its later amendments 

I. 
Object and Purpose of the Contract 

I. The subject of this Contract is a 
performance of the Clinical Trial titled "A 
Multicenter, Phase III, Open-Label, 
Randomized Study in 
Relapsed/Refractory Patients witll 
Cltronic Lymphocytic Leukemia To 
Evaluate Tile Benefit of GDC-0199" 
(ABT-199), Protocol No.G028667 
(enclosed hereto as Appendix No. 5), 
hereinafter referred to as the 'Study'. 

Vyse uvedene smluvni strany uzavi'ely tuto 

Smlouvu 

podle zakona c. 89/20 I 2 Sb., obcansky zakonik 
(Novy ob~ansky zakonik), ve zneni pozdej~ ich 

predpisu a 

I. 
Prcdmctem a iicel Smlouvy 

I. Pl'edmetem teto Smlouvy je provedenf klinickeho 
hodnoceni: ,,Multicentricke otevfene 
randomizovane klinicki ltodnoceni faze III pro 
pacienty srecidivujicl/rer.istentnl chronickou 
lymfocytfimf leukimil k vylwdnocenl pfinosu 
pfipravku GDC-0199 (ABT-199) v komhinaci 
s rituximabem v porovnani s be11damustinem a 
rituximabem", Protokol c. 0028667 (kter)' tvoi'i 
Pi'Hohu c. 5) (dale jen , Studie"). 

2. The objective of this Contract is to 2. Ueelem teto Smlouvy je stanovit podmfnky 
stipulate conditions for conducting the provadeni Studie a prava a povinnosti smluvnich 
Study and to stipulate rights and stran ve vztahu kjejirnu provadenf a ke 
obligations of Contract parties regarding zpracovani vysledku. 
conduct of the Study and processing its 
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results. 

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

1!. 
Application for Approval and Approval to 

Conduct the Study 

Tne Study wiii be conducted on the basis 
of the Approval No.: suklsl97509/20 13 
issued by the State Institute for Drng 
Control on 26.2. 2014 and the Approval 
of the Ethics Committee for Multicentrics 
Trials in Fakultni Nemocnice Knilovske 
Vinohrady No.:KH/64/0/0 13/2013 
issued on 6.1 J .2013 and the Approval of 
the Ethics Committee of the Medical 
Facility in Fakultni nemocnice Olomouc 
issued on 11.11.2013. The above:
specified documents wil l be enclosed 
hereto as Appendix No.I, Appendix No. 
2 and Appendix No.3 of this Contract. 

m. 
Place and Time of Study Conduct and the 

Medical Facility 

3. Smluvni v)'zkumna organizace, Zadavatel a Roche 
timto ustanovuji Zdravotnickc zai'izeni a 
Hlavniho zkou~ejlciho k provedeni Studie a 
Zdravotnicke zarizeni se zavazuje zajistit, aby 
0 110 samo a jeho zamestnanci, zastupci a 
pracovnici provedli Studii v souladu 
s Protokolem (ve zneni zmen a doph1ku 
provadenych Roche), podminkami teto Smlouvy, 
v~etne pripadnych dal~ich pi'iloh, ktere j sou zde 
v~echny zacleneny formou odkazu (,Smlouva"), 
platnymi predpisy a smernicemi 0 spravne 
klinicke praxi (,GCP") a veskerymi platnymi 
zakonnymi a podzakonnymi pi'edpisy. 

II. 
Zadost o souhla.~ a sot•hlas a provadenim Studie 

Studie bude provedena v souladu s povolenim ~
sukls 197509/2013 vydanym Stahlirn ustavem 
pro kontro!u leciv dne 26.2.20!4, se souhlasem 
Eticke komise pro multicentricka klinicka 
hodnoceni Fakultni nemocnice Kralovkse 
Vinohrady c. KH/64/0/013/2013 vydanym dne 
6.11.20 i 3 a se souhlasem eticke komise Fakulni 
nernocnice Olomouc vydan}'m dne 1 1.1 1.20 13. 
Shora uvedena dokumentace bude k teto 
Smlouve pi'ipojenajakojeji Pi'iloha c. I , 2 a 3. 

Ill. 
Misto a doba provadeni Studie a Zdravotnickc 

zarizeni 

I. The Study will be conducted in the 1. provlldena na 
Fakultni 

~LU=>"<ticim 

Haemato-oncology Clinic of Fakultni 
nemocnice 0 led 
Investigator spoluzkousejicimi. Plneni 
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.. and Co-Investigators. Perfonnance 
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 Jaw relations. 

Q QUINTILES . 

povinnostl Hlavniho zkousejiciho a 
spoluzkousejlcich stanovene v teto Smlouve 
bude zajistcno Zdravotnickym zafizenfm jako 
jejich zamcstnavatelem v nimci pracovne 
pravnich vztahu. 

2. The enrolment of subjects will start in 2. Nabor subjektu do Studie bude zaha.jen v cervnu 
20 I 4 a ukoncen v roce 2015 nebo drive, bude-li 
dosaieno po2adovaneho poctu subjektu, podle 
toho, ktery z tech to okamziku nastane dl'ive. 

June 2014 and wi ll end in 20 I 5 or earlier 
provided the required number of subjects 
is achieved, whichever happens first. 

3. Minimum enrollment goal is 2 Study 3. 
subjects, Medical Facility wi ll use best 
efforts to reach the enrollment goal within 

Minimalni naborovy cil jsou 2 subjekty Studie. 
Zdravotnicke zafizeni vynalozi maximalni usili 
na dosazenf naboroveho cile v primei'ene lhute 
po zahajeni Studie ve Zdravotnickem zal'lzeni. 
Pokud Zdravotnicke zai'izeni nedodrfi tuto 
zasadu, je spolecnost Roche opravnena znovu 
zvazit vhodnost Zdmvulnickeho zarizeni pro 
da!si ucast ve Studii. 

a reasonable time after commencement of 
the Study in the Medical Facility. If 
Medical Facility fai ls to adhere to this 
principle Roche n1ay reconsidCi ~ ... 1cdical 
Facility's suitability to continlle 
participation in the Study. 

Roche has a right to iimit or increase 
unilaterally and at any time the number of 
suhject.s patt icipating in the Study. Medical 
Facility understands and agrees that the 
Principal Investigator must obtain Roche's 
prior written consent before enrolling any 
subject beyond the maximum site 
enrollment of subjects during the Study. 

IV. 
Basic condit ions for Study Conduct 

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

Roche ma pravo kdykoli jednostranne omezit 
nebo zvysit pocet subjektii ve studii. 
Zdravotnicke zaffzeni je srozumcno a souhlasi 
s tim, ze Hlavni zkou~ejici musi obdi'Zet 
pi'edchozl pisemny souhlas Roche pred naborem 
subjektu nad ramec maximalniho poctu subjektu 
zarazenych v prubehu Studie. 

IV. 
Zakladnf podminky provadeni Studie 

I. Hlavnf zkou~ejici bude provlidet Studii v souladu 
s pi'islu~nym ceskymi pn'lvnimi pl'edpisy zejmena 
se llikonem o lecivech c. 378/2007 Sb., ve zneni 
pozdejsfch predpisu, a zakonem c. 372/2011 Sb., 
o zdravotnick}'ch sluzbach a podminkach jej ich 
poskytovani, ve zneni pozdej~ich pi'edpisti. 
Studie bude provadena v souladu se zakladnimi 
podminkami a zasadami 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. G028667, 
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. TI1e 
instruction will be handed over to the 
Principal Investigator by Roche and 
will be enclosed to the Study 
documentation. 

a) povolenl k provedeni Studie vydane St:Atnfm 
ustavem pro kontrolu h~civ a ostatnimi 
institucemi uvedenymi v ch1nku II. tcto 
Smlouvy. 

b) Protokol Studie c. G028667, ktery lze menit 
a doph1ovat pouze v souladu s § 56 zakona 0 

lecivcch c. 378/2007 Sb., ve zneni pozdej~lch 
predpisu, 

c) pokyn Zadavatele nazvany ,Investigator's 
Brochure", v ru~mz jsou specitikovany 
vsechny v soucasne dobe dostupne informace 
o lecivu pouzivanem ve Studii a o jeho 
vlastnostech. Tento pokyn bude predan 
spoleenosti Roche Hlavnimu zkousejfcimu a 
bude zal'azen do dokumentace Studie. 

2. The Study will be conducted in 2. Studie bude provildena v souladu s pflslusnymi 
compliance with the applicable Czech pravnlmi pl'edpisy CR 0 ochrane udaju. 
Republic laws on daia protection. 

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

I. Subjects are 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 GCPs. Any 

3. Dokumenty uvedene v chinku IV., odst. 1., pfsm. 
b) a c) se povaZuji za duverne a infonnace o 
jejich obsahu mohou bYt zpi'lstupneny pouze 
zam~stnancurn Zdravotnickeho zai'izeni, ktel'l 
maji opravnenl nebo poverenr v souladu 
s clankem Ill ., odst. ! teto Srnlouvy a uradum a 
institucim, jejichz vycet je uveden v cllmku VI., 
odst. 3. 

v. 
Nabor subjektu Studie a ziskani jejicb souhlasu 

I. Subjekty Studic do nf budou zal'azeny vyhradne 
tehdy, kdyz byly nalezite informovany a kdyz 
podepsaly lnformovany souhlas. Infonnovany 
souhlas musi bYt ziskiln v souladu se v~emi 
pravnlrni predpisy, etickymi zasadami a GCP. 
Veskere upravy lnformovaneho souhlasu musl 
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modifications to the Informed Consent 
must be approved by Contractual research 
organization or Roche prior to its use, 
such approval not to be unreasonably 
withheld. With regard to this: 

a) Roche 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 perfom1ing any Study tests or 
examinations. 

c) If the !nfcrmed Consent does not 
authorize (a) Sponsor, Roche and its 
representatives, collaborators and 
other third parties involved with or 
evaiuaiing the Study to access and 
obtain copies of Study data and (b) the 
transfer of Study data, in es~ch case, in 
a form that is compliant with all 
applicable laws, the Medical Facility 
shali work with the Sponsor, Roche 
and Clinical research organization lo 
he lp ensure such form complies 
above. Participation by a subject in 
the Study shall be contingent upon 
execution of the aforementioned 
authorization. 

Q QUI t~TI LES. 

pred jejich uplatnenim schvalit Smluvni 
V)fzkumna organizace nebo Roche, prieemz tento 
souhlas nesmi b)t bezduvodne odpfnln. 
S pi'ihlednutim k tomu: 

a) Roche prohla~uje, z.e Hlavnimu zkousej fcimu 
byl pfedan formulai' Zliznamu udaju 0 

pacientovi a formular Informovaneho 
souhlasu. 

b) Bude-li subjekt souhlasit se svou ueasti ve 
Studii, pozada ho Hlavni zkousejici jc~te 
pi'ed zahajenim jakychkoli tcstu a vy~etfeni 
v ramci Studie o podpis lnformovaneho 
souhlasu. 

c) Jcstlize lnfo;movany souhlas m:opravnuje (a) 
7.Acf:.vateJe, Roche a jejf z.Sstupc.e, 
spolupracovniky a jim~ tretl osoby, ktere se 
ucastni provadenf Studie nebo ktere ji 
hodnotl, k pfistupu k udaj tim o Studii a k 
ziskani kopil li;chto udajti a (b) k prevodu 
udaju o Studii, a to v kaidem z tech to 
pripadu ve forme, ktera je v souladu se 
v~emi pi'islusnymi pravnirni pfedpisy, bude 
Zdravotnicke zai'izenf spolupracovat se 
Zadavateiem, Roche a Smluvni vyzkumnou 
organizaci, aby pomohla zajistit, ze dana 
~orma bude ve vy~e uvedenem souladu. 
Ucast subjektu ve Studii bude podmfnena 
udelenfm vyse uvedenebo opravneni. 

2. Signed Informed Consents will be filed in 2. Podepsane Informovane souhlasy budou 
the Principal Investigator's Study zaloteny do dokumentace Hlavniho zkousejiciho 
documentation. ke Studii. 

3. If Roche, Sponsor or Contractual research 
organisation finds out in course of the 
Study that a subject enrolled in the Study 
has been enrolled in contravention with 
the Protocol, Roche may exclude such 
subject from the Study. 

3. Jestlize Roche, Zadavatel nebo Smluvni 
vyzkumna organizace v prubehu Studie zjistf, zc 
nejaky subjekt zarazeny do Studie do ni byl 
zarazen v rozporu s Protokolem, muze Roche 
takovy subjekt vyi'adit ze Studie. 

0028667 - Roche!GNEI/Abb\lie Czech Republic tripartite CTA template - Version adapted 27th March 2014 
based on CTA Czech Local Template Version 1.0 

Site number 

7 z30 



4. In compliance with the applicable Czech 
laws, the parties 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. Where 
Medical Facility and/or Principal 
Investigator collects, retains, processes or 
discloses information identifying or, in 
combination with other information, 
identifiable to a Study subject, 
part1c1pating in the Study, ("Personal 
Data"), in performing its obligations 
under this Contract, it shall only do so in 
accordance with this Contract or 
Contractual research organization or 
Roche's written instructions. Medical 
Facility and Principal Investigator shall 
adopt technical and organizational 
measures appropriate to prevent any 
unauthorized or ac.cidental use, access or 
processing of Personal Data, and promptly 
inform Contractual research organization 
and Roche of any unauU10rized access to 
or disclosure of Personal Data ("Security 
Breach") and provide Roche (and/or 
Roche's designee(s)) with all reasonable 
assistance to remedy the Security Breach. 
Where applicable data protection laws 
require that the parties enter into 
additional agreements or undertakings, 
including international data transfer 
agreements, Medical Facility will 
undertake to ensure that all necessary 
agreements are implemented. 

VI. 
Monitoring and Auditing tbe Study 

I. The course and conduct of the Study will 
be coordinated, monitored and audited by 
expert groups or by persons authorised by 
Roche, the Sponsor (and/or 
representatives and collaborators of Roche 
and Sponsor). The Medical Facility and 
the Principal Investigator will provide 

4. Smluvni strany jsou v souladu s pi'islu~nymi 
~eskymi pravnimi pi'edpisy povinny chranit 
duvernou povahu osobnfch udaju subjektt1 
Studie, a to jak v jejim pn"lbehu, tak i po jejfm 
ukoncenl. Pokud Zdravotnicke zai'izeni a/nebo 
Hlavnf zkou~ejfci pri plneni svych povinnosti die 
teto Smlouvy shromaZd'uje, uchovava, 
zpracovava nebo zpi'istup11uje informace, ktere 
identifikujf nebo ktere ve spojeni sjinymi 
informacemi mohou identifikovat nektery 
subjekt Studie, ktery se ucastni Studie (dale jen 
,Osobni udaje"), musi tak cinit pouze v souladu 
s touto smlouvou nebo s plsemnymi pokyny 
Srnluvni vyzkumne organizace nebo spolecnosti 
Roche. Zdravotnicke zai'izeni a Hlavoi zkou~ejici 
pi'ijmou teehnicka a organizal:\ni opati'eni vhodna 
k zabraneni ve~keremu neopravnenemu pi'istupu, 
uzivani nebo zpracovavlmf Osobnich udaju a 
bildou neprodiene informovat Smluvni 
vYzk.umnou crganizaci a Roche o vc§kcrCm 
neopravnenem pi'istupu nebo zpi'istupne•1i 
Osobnich udaju (dale jen ,Poru~eni 
zabezpeeenl") a poskytnou spolecnosti Roche 
(a/nebo ji urcene osobe/osobim) ve§kerou 
prirnel'enou soucinnost pfi naprave takoveho 
Porusenf zahezpeeeni. Pokud pris!usne pnivn! 
pi'edpisy na ochranu udaju vyfaduji, aby smluvni 
strany uzavi'ely dal~i smlouvy nebo ujednani, 
vcetne smluv 0 mezinarodnhn pl'enosu udaju, 
7..avazuje se Zdravotnicke zai'izenf zajistit plneni 
vsech poti'ebnych smluv. 

VI. 
Monitorovani a audit Studie 

I. Prubeh a provadeni Studie bude koordinovano, 
monitorovano a ovei'ovano skupinami odborniku 
nebo osobarni povei'enymi Roche, Zadavatelem 
(a/nebo jejich zastupci a spolupracovnfky). 
Zdravotnicke zal'izeni a Hlavni zkou~ejicl 

umozm temto osobam pi'istup ke v~em 
informacim shromaZdenym v prubehu StL1die, 
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them with the access to alJ information 
gathered in the course of the SiuUy, resuits 
of laboratory tests and examinations as 
well as other information on the subjects 
enrolled in the Study. 

QUINTILES" 
k vYsledkiim laboratornfch testU a 
take kjinYm informacfm o 
zafazenYch do Studic. 

vysetleni a 
subjektech 

2. The authorised person to monitor the 2. Osoba povefeml monitorovllnim Studie jc: 
Study is: 
Ing. Jan VondriiCek and Oana MrskoCova, 
MD, Quintiles Czech Republic, s.r.o., or 
other person authorised by Sponsor or 
Roche in writing to monitor the Study. 

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

Ing. Jan VondrACek a MUDr. Dana MrskoCova, 
Quinti!es Cze-eh Republic, s.r.o., ncbo jinfl 
osoha, kterou Zadavatel m~bo Roche pisemne 
povCfi monitorov3.nim Studie. 

Prl1beh a v.fsledky Studie mohou byt overovany 
auditory Zadavatclc, Roche nebo jej!ch 
spolupracovniku. Toto ustanoveni se nedocyka 
pniv opnivnCn)'ch zastupcU pfisluSnYch orginU 
v Ct:skt! repubiice a zahraniCnich rcgulaCnfch 
orgftnii provadet vlastnf audit. 

4. Subjects wiii be informed in compiiance 4. Subjekty Studie budou informoviiny v souladu s 
\vith ~Article V., paragraph 1. hereof, and 
of the fact that the information gf'lthered 
on them in the course of the Study may be 
presented to and used hy the appropriate 
authorities of the Czech Republic for the 
purpose of inspection and by foreign 
regulatory authorities. 

VII. 
Other Prol'isions 

L Roche will provide the Medical Facility 
with Case Report Forms (CRF). 

Chinkem V., odst. i. t6tu Smiouvy a o tom, Ze 
informace, ktere u n!ch budou shrcmUZdCny v 
prilbehu Studie, mohou byt predlozeny 
pffslusnym organum Ceske republiky a 
zahraniCnim regulaCnim org8.ni'un a mohou b)it 
jimi pou.Zity ke kontrole. 

VII. 
Ostatni ustanoveni 

1. Roche posk)1nc Zdravotnickemu zanzenf 
fOrmulate pro zaznam UdajU o subjektech hodnoceni 
-Case Report Forms (CRF). 

2. The investigaifonai product, GDC- 2. Hodnoccny v}'rohek - GDC-0199/ABT-199 - a 
0199/il..BT-199 as ... vel! as other materials 
specified in the Study Protocol (Article 
N., paragraph 1., Jetter b) of the Contract) 
provided by Sponsor or Roche will be 
used by the Principal Investigator solely 
for the purpose of Study conduct. The 
Principal Investigator and the Medical 

daiSi materiA1y uveden6 v rrmoKOIU Siudie 
(clitnek IV., odst. 1., pi sm. b) Smlouvy), ktere 
poskytne Zadavatel nebo Roche, budou pouzfwiny 
Hlavnim zkouSejicfm v)'hradne za U6elem 
provadeni Studie. Hlavni zkouSejid a 
Zdravotnicke zai'izeni vniti vSechny nepouZite 
materifl!y Roche nebo Smluvni v)rzkumn~ 
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Facility will return all unused material to 
Roche or Contractual research 
organization or destroy the same 
according to Roche's 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. 

3. The Principal Investigator and the Medical 
Facility shall be jointly responsible for 
maintaining essential Study documents in 
the mam1er specified by GCPs and 
applicable laws for fifteen (15) years after 
the completion of the Study or such longer 
period as specified by GCP s aHd 
applicable laws. In addition, Medica! 
Facility shall take measures to prevent 
accidental or premature destruction of 
these documents. 

~fhe 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 
Medical Facility shall permit Contractual 
research organization, Sponsor and/or 
Roche to attend any such inspections. The 
Medical Facility will make reasonable 
efforts to separate, and not disclose, all 
confidential 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 

organizaci nebo je podle pokynu Roche zni~l. 

Budou-li jakakoli zdrojova data uchovavana 
pouze v po~fta~ovych souborech, vytiskne 
Zdravotnicke zai'izeni vsechna tato data, ktera se 
cykaji Studie, pro ueely ov~l'eni zdrojovych dat a 
necha si je podepsat a opatrit datem a bude je 
uchovavatjako zdrojove dokumenty. 

3. Hlavnf zkousejicf bude spole~ne se Zdravotnickym 
zai'izenim odpovedny za uchovavanf zakladnfch 
dokumentu ke Studii zpusobem stanovenym GCP 
a s pi'is lusnymi pravnimi pi'edpisy po patnact ( 15) 
let po dokon~en i Studie nebo po delsi dobu 
stanovenou GCP a pi'islu~nymi pravnimi pi'edpisy. 
Krome toho Zdravotnicke zai'izeni pfijme opati'eni 
k zabraneni nAhodnemu Ci pfedCasnCmu zniCeni 
techto dokumentu. 

Zdravotnickc zal'izeni neprodlene vyrozurni 
Smluvni vy1.kunmou organizaci a preda ji kopie 
vsech dotazu, korespondence nebo sdeleni ke 
Studii obdrZ.enych od stat:nich nebo regula~nich 
organu (nebo jim adresovane), zejmena zadosti 0 

provedenf kontroly prostur a vybaveni 
Zdravotnickeho zarizeni, a Zdravotnicke zai'izeni 
dovoli Smluvni vyzkumne organizaci, Zadavateli 
a/nebo Roche se techto kontrol ucastnil 
Zdravotnicke zai'izeni vynalozi pi'imei'ene usili 
k oddeleni a nepi'edlozeni tech materiiilu duverne 
povahy, ktere behem techto kontrolnich navstev 
neni ti'eba pi'edkhidat. Zdravotnicke zai'lzenf a 
Hlavni zkousejicf, a to kaZdy zvlast', prohla~uji a 
ujist'uji, ze neexistuji zadnc audity provadene 
regulacnimi organy s uvedenim diivodu, zadna 
vysetfovimi ani l'izenf, ktera se cykajf 
Zdravotnickeho zarlzeni, Hlavniho zkousej fcfho 
nebo kterehokoli z jejich zamestnancli nebo 
zastupcu cinnych v nimci Studie, jez souvisi 
s dodrrovanim pravnich pi'edpisu o vedeni 
jakehokoli klinickeho vyzkumu. 
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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 debannent or any similar regulatory 
action in any country, and the Medical 
Facility shall notify Sponsor, Contract 
research organization and Roche 
immediately if any such investigation, 
disqualification, debarment, or ban occurs. 

Q QUit~TILEs· 

Zdravotnicke zaflzenf prohla~uje a ujist'uje, Ze 
000 Sarno (ani nikdo zjeho zamestnancii, zastupcu 
ci jinych osob zapojenych do Studie pod jeho 
vedenlm) nebylo zbaveno pl'islu~neho opravncni, 
nebyl mu zakazan vykon cinnosti, ani mu nebylo 
zakazAno provadeni klinickych hodnocenf, ani 
nenf vy§etrovano regulacnim organem ohledne 
zakazu rykonu cinnosti, ani vuci nemu neni 
vedeno jine fizeni u regulacniho organu v jakekoli 
zemi, a Zdravotnicke zai'izenf je povinno 
neprodlene vyrozumet Zadavatele, Srnluvni 
vyzkurnnou organizaci a Roche v pi'ipade, ze 
dojde k takovemu vy~etrov{mf, zakazu vykonu 
cinnosti ci k odnetl opravneni k provadeni 
klinickeho hodnocenf. 

4. The shipment of dangerous goods and 4. 
infectious materials (including infectious 
subject specimens) wiii comply with all 
applicable laws. The Medical Facility will 

Zasilani nebezpecneho zbozi a infekcnich 
materialii (vcetne infekcnich vzorkii subjektii 
hodnoceni) se i'idi vsemi pi'islu~nymi pravnimi 
pl'edpisy. Zdravotnick.; zai'izenl zajisti, aby kaida 
osoba z.ab)'vaj!cf se ba!eni.m nebezpeCneho zboZi 
nebo infekcniho materialu nebo manipulaci s nimi 
jednala v souladu se v~emi platnymi pfedpisy. 

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 
Facility agrees that it will not bill any 
patient, insurer, or governmental agency or 
any other third party for any items, visits, 
services or expenses provided or paid for 
by Contractual research organization, 
Roche, or Sponsor. 

Medical Facility and Principal Investigator 
represent and warrant that neither they nor 

5. Zdravotnicke zal'izeni a Hlavnf zkousejici souhlasi 
s tim, ze nahrada, kterou dostavaji podle teto 
Smlouvy, neni vy~sf nez realna trZni hodnota 
sluub, ktere poskytuji a fe jim nejsou 
poskytovany zadne platby, ktere je maji prime!, 
aby nakupovali nebo predepisovali jakakoli 
leciva, zdravotnicke prostl'edky nebo ryrobky. 
Zdravotnicke zarizenf se zavazuje, ze nebude 
zadnemu pacientovi, pojistiteli nebo statnfmu 
organu uctovat zadne polozky, nav~tevy, slufby 
nebo vydaje poskytnute nebo hrazene Smluvni 
vyzkurnnou organizacf, Roche ncbo Zadavatelem. 

Zdravotnicke zarfzenf a Hlavni zkou~ejicl 
prohlasujf a ujist'uji, ze oni ani 7.3dna fyzicka ani 
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any individual or entity acting on their 
behalf, nor any payee under this Contract, 
will, directly or indirectly, offer or pay, or 
authorize 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 
Roche, 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 Jaw, Sponsor, 
Roche, andlcr Ccntroctunl reseaiCh 
organization may terminate this Contract if 
Medical Facility breaches any of the 
representations or warranties contained in 
this Section or if Contractual research 
organization, Sponsor or Roche le.am 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. 

Vlll. 
Serious Adverse Events in the Course of tbe 

Study 

pravnicka osoba jednajicf jejich jmenem pi'fmo ci 
nepfimo nenabidne ani nezaplati, nepovoli 
nabidku ani uhradu penez ani poskytnuti jakekoli 
majetkove hodnoty zastupci verejne moci (vc 
smyslu nize uvedcne definice) ci ver~jnemu 
subjektu, a to s vedomim ci umyslem, ze takova 
uhrada, platba, slib ci dar by zcasti nebo zcela 
mely ovlivnit jakykoli uredni postup ci 
rozhodnuti, ktere napomohou Smluvni ryzkumne 
organizaci, 7..adavateli, Roche nebo 
Zdravotnickemu zai'lzeni k ziskani neopravnene 
vyhody ci k ziskan i popr. udrzeni obchodni 
prllezitosti ci k zaji~tenf poskytnuti takove 
obchodni pi'ilezitosti jakekoli jim! osobe ci 
subjektu. 

Yedle ostatnich prav ci pravnich prosti'edku 
m\pravy upravenych touto Smlouvou nebo 
zakoncm jsou Zadavatel, Roche a!nebo Smluvni 
vyzkumna organi7.ace oprl\vneni okamzite ukon6t 
platnost teto Smlouvy, pokud Zdravotnicke 
zai'izeni porus! ktcnikoli ze svych prohlaseni nebo 
uji~h~ni po~kylnut}'ch v tomto cilinku, nebo 
v pripade, ze Sm!uvni ryzkumna organizace nebo 
Zadavatel nebo Roche ziistf, ze ze stranv 
Zdravotnickeho ci jakekolf osoby ci subjekh:a 
jednajiciho jeho jmenem, jsou ci byla 
poskytovana neopn1vncm1 plnenf zastupCllm 
vel'ejne moci. 

Pro ucely teto Smlouvy, pojern ,zastupce 
vei'ejne moci" znarnena jakehokoli ufednika ci 
zamestnance statniho ui'adu, mezimirodni organizace 
verejneho typu ci jakekoli sekce, oddeleni, organu ci 
pobocky techto institucf, nebo jakoukoli osobu 
jednajlci z moci (Ji'ednl, vcetne osob jednajfclch ve 
prospech jakekoli vei'ejne organizace ci podniku; a 
dale jakoukoli politickou stranu ci zastupce politicke 
strany, ci jakehokoli kandidata ci uchazece 0 rykon 
funkce vei'ejne moci. 

VIII. 
Zavazne ndadoud pflhody v prubehu Studie 

Hlavni zkousej ici se zavazuje, Ze bude nahlasovat 
Principal Investigator agrees to report any veskere zavafue nezadouci pi'ihody (serious adverse 
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serious adverse events (SAEs) as required by 
law, regulation and the Protocol. Within 24 
hours (or such other time 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 Sponsor/Roche Safety Risk 
Management by the EDC system. 

IX. 
Responsibility for Subject Injury 

I. 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 Sponsor has 
been insured. This policy also duly coveiS 
compensable death of subject or 
compensation of the subject in case of 
injury resulting from and sustained in 
course of perfonnance of the Study. A 
copy of the Ce1tificate of Insurance is 
enclosed hereto as Appendix No.4. 

2. Contractual research organization hereto 
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. 

Neither Contractual research organization 
nor Sponsor nor Roche. 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 
attorney fees) or demand arising from any 
injuries or damages resulting from the 

Q QUINTILES" 
events - SAE) v souladu s pravnimi pi'edpisy a s 
protokolem do 24 hodin (nebo v jine lhute stanovene 
v Protokolu) okamzite pote, co se poprve dozvi o 
jakernkoli SAE nebo jine udalosti, ktera by mohla 
ohrozit bez.pclnost ueastniku studie. Hlavni 
zkousejici o tom vyrozumi Zadavatele/odbor l'izeni 
bezpeenostnich rizik systemem EDC spolc~nosti 
Roche. 

IX. 
Odpovednost za ujrnu na zdravi subjektu Studie 

1. Zadavatel timto prohla~uje a ujist'uje, ze 
uzavrel za sebe a za Hlavniho zkousejfclho 
pojisteni odpovednosti za ~kodu zpiisobenou 
kl inickYrn hodnocenim v souladu 
s ustanovenimi § 52 zakona 0 Jecivech ~. 

378/2007 sb., v platnem zneni. Toto pojisteni 
rovnef f&dtit: kryjt: umrli subjektu Studie 
v dUsledku Ujmy na zdravi vyp!yvaj!cf nebo 
zpusobene behem provadeni Studie, ktere lze 
hradit z pojiSteni. Kopie pojistneho 
certitikatu tvoi'i Prilohu ~. 4 teto Smlouvy. 

2. Smluvni vyzkumna organi7.ace timto vyslovne 
odmita jakoukoli odpovednost v souvislosti 
s hodnocenym produktem, vcetne odpovednosti 
za naroky spojene s thnto produktem, jehoz 
podanl zpusobilo nebo rnelo zpusobit vznikly 
stav, ledaze je tato odpovednost zpusobena 
nedbalostl, umyslne protipravnim jednanim nebo 
porusenfm teto Smlouvy ze strany Smluvnf 
vyzkumne organizace. 

Smluvni vyzkumna organizace, Zadavatel ani 
Roche neodpovida (a Zdravotnicke zai'izeni se je 
v rozsahu pripustnem ze zakona zavazuje 
odskodnit a pl'evzit za ne odpovednost) za 
jakoukoli ztratu, narok, naklady (vcetne nakladu 
pravniho zastoupeni v pl'imei'ene vysi) ani za 
po:Zadavek z titulu jakekoli ujmy na zdravi ci 
skody plynouci z nedbalosti ci nedodrzeni 
Protokolu, neopati'eni si Informovaneho 
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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 shall promptly notify 
Sponsor, Contractual research 
organization and Roche in writing of any 
claim of illness, injury or damage actually 
or allegedly aris ing from the conduct of 
the Study. Subject to the terms of the 
Collaboration Agreement, Roche shall 
have the right to control the defence of 
any such claims and the Medical Facility 
shall cooperate fully with Roche and 
Sponsoi in handling such claims. 

Roche agrees to indemnifY and hold 
hannless the Medical Facility and 
Principal Investigaior from any third party 
claims of illness, injury or damage 
directly arising out of the conduct of the 
Study io 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 follow 
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 area, or as 
may be otherwise required by law. 

souhlasu, ncopravnenych uji ~teni, poru~eni teto 
Smlouvy, poru~eni prislu§nych pravnlch pi'edpisu 
nebo umyslne protipnivniho jednanf ze strany 
Zdravotnickeho zarizenL 

3. Zdravotnicke zarizenl je povinno neprodlene 
pisemnt! vyrozumet Zadavatele, Smluvni 
vyzkumnou organizaci a Roche o jakemkoli 
naroku vztahujicimu se k onemocneni nebo ujme 
na zdravi, k nimz do~lo nebo melo dojit 
v souvis losti s provadenfm Studie. Roche rna 
s vyhradou ustanoveni Smlouvy o spolupraci 
pravo dohlfzet na obhajobu proti jakymkoli 
takovym narokum a Zdravotnicke zai'izenl je 
povinno pine spolupracovat s Roche a 
Zadavatelem pi'i jednanlch o vypol'adani 
iakovych naroku. 

Roche od~kodnl Zdravotnicke 7<ti'!zeni a 
Hlavniho zkousejiciho a pl'evezme za ne 
odpovednost ve vztahu k jakymkoli naroklim 
treti osoby vztahujfcfm se k onemocneni, ujme 
na zdravl nebo skode, vyplyvajicl primu 
z provadeni Studie v souladu s Protokolem, 
ledaie je takove onemocneni, ujma na zdravi 
nebo skoda zpusobena nedbalosti, umyslnym 
protipravnhn jednanim, nedodrienim Protokolu 
nebo poru~enhn pfislusnych pravnich pi'edpisli ze 
strany Zdravotnickeho zarlzeni nebo Hlavnfho 
zkousejlciho. 

4. Zdravotnicke zai'izeni j e povinno vest v platnosti 
na komerene pi'imerene urovni poji§teni a na 
vyzvu Smluvni vyzkumne organizace je povinno 
pi:'edlozit potvrzeni o existenci tohoto poji~teni. 
Vyraz ,,na komercne pl'imei'ene urovni" znamena 
pro ucely tohoto odstavce pojisteni, ktere je 
v souladu s beznou praxi v oboru zdravotnickych 
sluzeb a v pi'islusne geograficke oblasti nebo 
podle jinych pozadavku zakona. 

5. S vyjimkou vzajemne odpovednosti mezi 
5. With the exception of the liability as Zadavatelcm a Roche, ktera se i'idi Smlouvou o 
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between Sponsor and Roche which shall be 
governed by the Collaboration Agreement, 
in no event shall any party be liable to the 
other parties for loss of profits, 
business, revenue, goodwill or anticipated 
savings, indirect or consequential loss or 
damage. 

X. 
P rotection of Confidential Information. 

Personal Data 

I . For the purpose hereof, all the 
information provided by or on behalf of 
Contractual research organisation, Roche 
or Sponsor with regard to the Study or 
the Study documentation (comprising in 
particular the information on the 
stn.1cture, composition, ingredients, 
formulas, know-how, technologies and 
processes, data, CRFs, photographs, 
videos, instructions, and the terms of 
this Contract) and materials 
(inciuding, but not limited to, the 
Investigational Product and 
comparator products) 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 Roche and/or Sponsor 
and/or are the subject of intellectual 
property rights of Roche and/or Sponsor 
and will remain secret and kept by the 
Medical Facility and the Principal 
Investigator in a place dedicated for 
infonnation of that character unless the 

I. 

Q QUINTILEs· 

spolupraci, nebude zadna smluvnf strana 
odpovedna vtici ostatnim smluvnim stranam za 
u~ly zisk, usle podnikani, goodwill nebo 
predpoklAdane uspory, za nepl'fmou ani 
naslednou ujmu nebo skodu. 

X. 
Ochrana duvernych informaci. 

Osobni udaje 

Veskere informace a udaje poskytnute Smluvni 
vyzkumnou organizaci, Roche nebo 
Zadavatelem nebo v jejich zastoupeni ve vztahu 
ke Studii nebo k dokumentaci ke Studii 
(zejmena udaje 0 struktui'e, slol.eni, prisadach, 
receptech, know-how, technologiich a 
procesech, data, CRF, fotografie, videa, pokyny 
a ustanoYeni teto Smlouvy) a matemuy 
(7.ejmel')ll Hodnocene l!~civo a komparacnf 
produkty) a zarovei\ i veskere jint~ informace 
souvisejici se Studii a s jejim postupem se pro 
u~ely teto Smlouvy povazuj I za duverne. 
Zdravotnicke zai'lzeni a Hiavni zkousejici nesmi 
zpi'istupJ)ovat duverne udaje tretfrn osobfun 
s vyjimkou osob zapojenych do provadeni 
Studie, a to pouze tem, ktei'i je poti'cbuji znat, a 
podniknou ve~kere kroky, kterych bude obeas 
zapotrebi k zajisteni dodrfovlmf tohoto clanku 
ze strany jejich zamcstnancu, zastupcu a 
subdodavatelu. Duveme udaje jsou slozkou 
obchodniho tajemstvi Roche a/nebo Zadavatele 
a/nebo jsou predmetem du~evniho vlash1ictvi 
Roche a/nebo Zadavatele a Zdravotnicke 
zarizcnf a Hlavnf zkousejici je budou uchovavat 
v tajnosti na miste urcenem pro udaje teto 
povahy, ledaze prokazou, ze dane udaje jsou 
verejne pristupne. Tyto zavazky mlcenlivosti 
zustanou v platnosti po dobu deseti ( I 0) let po 
dokoncenl Studie, nebudou se v~ak vztahovat na 
duverne udajc v nasledujicim rozsahu: a) jsou-li 
ci stanou-li se vei'ejne zname bez zavineni 
Zdravotnickeho zanzeni I Hlavniho 
zkousejiciho; b) j sou sdeleny Zdravotnickemu 
zai'izenl I Hlavnimu zkousejfcimu tfe.tf osobou 
nepodlehajicf zavazku mlcenlivosti; c) musi b.Yt 
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Medical Facility or the Principal 
Investigator prove that the information is 
accessible to the general public. These 
confidentiality obligations shall continue 
until ten (I 0) 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 lnvestigator; 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 included in any subject's 
informed consent form; e) is published in 
accordance with Article XI. herein. 

Nothing in this Agreement she!! be 
construed to restrict the Medical Facility 
and the Principal Investigator from 
disclosing Confidential Information as 
n:quired by iaw or court order or other 
governmental order or request, provided 
in each case .Medical Facility and the 
Principal Investigator shall give 
Contractual research organisation, Roche 
and Sponsor prompt written notice (and 
in any case at least five (5) business days' 
notice) in order to allow Contractual 
research organisation, Roche or Sponsor 
to take whatever action it deems 
necessary to protect its Confidential 
Information. In the event that no 
protective order or other remedy is 
obtained, or Contractual research 
organisation, Roche or Sponsor waives 
compliance with the terms of this Section 
X. l ., the Medical Facility and the 
Principal Investigator shall furnish only 
that portion of the Confidential 
Information which it is advised by 
counsel as being legally required. In 
addition, the Medical Facility and the 
Principal Investigator shall permit Roche 

oznlimeny etickym komisim ~i pffslu~nemu 

regulacnimu uradu; d) musi b.Yt zahrnuty 
v pisemnem informovanem souhlasu jakehokoli 
subjektu hodnocen!; e) jsou zvel'eji'lovany 
v souladu s c l. XI teto Smlouvy. 

Zadne usianoveni teto Smiouvy nesml b.Yt 
vykJAdAno tal<, Ze ornczujc zprfstup1lov&nf 
Duvernych informacl 7.e strany Zdravotnickeho 
zal'izeni a Hlavniho 2'kousejiciho tak, jak je 
vyiadovano ze zakona nebo na zaklade 
soudniho nal'izenf nebo jineho nai'izeni nebo 
Uldosti statnfho organu, v kazdem wkovcm 
pi'ipade s tim, ze Zdravotnicke 7:~fizenf a H!avni 
zkousejici pfedaji Smluvni vyzkumne 
organizaci, Roche a Zadavateli neprodlene (a 
v kazdem pi'ipade ncjmene pet (5) pracovnich 
dni pi'edem) pis~:mne oznameni tak, aby 
Smluvni ryzkurnna organizace, Roche nebo 
Zadavatel podnikli veskera opatreni, ktera 
povazuji za nub1a k ochrane srych Duvemych 
informaci. Nebud~li vydano zadne ochranne 
nal'izeni nebo jiny prostredek napravy ncbo 
vzda-li se Smluvni vyzkumna organizace, Roche 
nebo Zadavatel dodr~enf ustanovenl tohoto 
t lanku X. 1., poskytnou Zdravotnicke zai'izeni a 
Hlavni zkousejici pouze tu cast Duvernych 
in formaci, o niz jim pravni zastupce sdeli, re je 
vyiadovana ze zakona. Krome toho 
Zdravotnicke zal'izeni a Hlavni zkou~~j fci dovoli 
spolecnosti Roche nebo Zadavateli, aby se 
pokusili pl'islu~nymi zakonnyrni prosti'edky 
omezit takove zpi'istupneni. 
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or Sponsor to attempt to limit such 
disclosure by appropriate legal means. 

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 
include 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 Contract research 
organization, Sponsor or Roche, and 
Principal Investigator and Medical 
Facility agree to obtain any consents, as 
may be necessary in accordance with 
appiicabie Data Privacy Legisiation, for 
the precessing of any personal data 
collected by Contract research 
organization, Sponsor or Roche from 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 the 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, Roche, 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 selecting sites in 

Q QUINTILEs· 

2. Pi'ed zahajenim Klinickeho hodnoceni a v jeho 
prubehu mohou b}1 Hlavni zkousejfcf a jeho 
t)'my pozadani o poskytnuti osobnich udaju. Tyto 
udaje spadajf pod rezlm zakonnych a 
podzakonnych predpisu na ochranu osobnich 
udaju (dale jen ,legislativa na ochranu osobnfch 
(1daju"). V pl'ipade Zkou~ejfcich mohou tyto 
osobnf udaje obsahovat jrnena, kontaktni (Jdaje, 
pracovni zku~enosti a odbomou kvalifikaci, 
publikacn! cinnost, zivotopisy a vzdelanf. Hlavnf 
zkousejici dava souhlas se zpracovanlm svych 
osobnich (1daju shromaZd~nych Smluvni 
vyzkumnou organizaci, Zadavatelern nebo Roche 
a Hlavnl zkousejici a Zdravotnicke zal'fzeni se 
zavazuji ziskat veskere souhlasy, ktere mohou 
b.Yt zapoti'ebi v souladu s pflslusnou legislativou 
na ochranu osobnich Udajt~ ke zpracov{uli 
jakychkol i osobnfch t1daju shromaZdenych 
Smluvni vyzkumnou organizaci, Zadavatelem 
nebo Roche od jejich zkousejicich, 
spoiuzkousejlcich, zamestnancu a personalu 
ticastnicich se provadeni Sludie. Takovy souhlas 
povo!uje pl'enos osobnfch udaju do jinych zemi 
nez zem~ Zdravotnickeho zal'izeni, zejmena do 
Spojenych statu americkych, a to i kdyby 
v techto zemich neplatil nebo neexistoval natolik 
vyspely rezun ochrany dat jako v zemi 
Zdravotnickeho zal'!zeni, a to pro mlslcdujlci 
ucely: (i) provadeni a vyklad Studie, (ii) 
pl'ezkoumanf stitnimi nebo rcgulacnimi organy, 
Zadavatelem, Roche, Smluvnf v.Yzkumnou 
organ izaci, jejich zastupci, spi'iznenymi osobami 
a spolupracovniky, (iii) zajiStenf souladu 
s pnivnimi pi'edpisy a poudavky regulacnfch 
organu, (iv) uvei'ejneni na www.clinicaltrials.gov 
a na webovych strankach a v databazich 
slouzicich k podobnemu ucelu; a (v) ulozcni do 
databazi z dllvodu usnadneni vyberu mist pro 
budoucf klinicka hodnocenf. Pokud nejaci 
zamestnanci Zdravotnickeho zal'izeni, kterf se 
ueastni Studie, nebudou ochotni dat takovy 
souhlas, nebudou se moci ucastnit Studie. 
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future clinical trials. Jn the event any 
Medical Facility personnel participating in 
the Study are not will ing to provide such 
consent, Medical Facility acknowledges 
that such personnel will not be able to 
participate in the Study. 

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

XI. 
Ownership of Study Results; I ntellectual 

Property; Publication 

I . Roche and/or Sponsor shall own the Study 
results 'vVhich wiH remain subject of the 
exclusive rights to inte!!ectual property of 
Roche and Sponsor. Roche and Sponsor 
shall have exclusive ownership of any 
inventions or discoveries that relate to the 
lnvestigational Product (collectively, 
"Roche/AbbVie IP")) arising in whole or 
in part from Confidential Information or 
arising from the conduct of the Study. 
Similarly, Roche shall have exclusive 
ownership of any inventions or 
discoveries that relate to the anti-CD20 
antibodies without the Investigational 
Product ("Roche IP") 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 Roche 
and Sponsor of any such inventions or 
discoveries and, at Roche's and/or 
Sponsor's expense, execute any 
documents and give any testimony 
necessary for Roche and/or Sponsor to 
obtain patents in any country or to 
otherwise protect Roche's and Sponsor's 
interests in the Roche/AbbVie IP or 
Roche's interests in the Roche IP. 

3. Zdravotnicke zai'izeni uj ist'uje, ze je za z.8kona 
opravneno sdilet se Smluvni vyzkumnou 
organizaci, se Zadavatelem a s Roche klinicka 
data a zA.wamy a informace souvisejici se Stud if. 

XI. 
Vlastnictvi vysledku Studie; dusevni vlastnictvl; 

publikace 

I. Roche a/nebo Zadavatel budou vlastniky 
vysledku Studie, kit:r6 zustanou pi'edmetem 
jej!ch v)lhradnich prAv k du~evn!mu v!astnictvL 
Roche alnebo Zadavatel budou v)'hradnimi 
vlastniky veskerych vynalezu nebo objevu, ktere 
souvisejl s Hodnocenym Jetivem (spolecne dale 
jen ,Roche/AbbVie iP"), vznikiych zcela nebo 
zcasti z Duv<\mych informacf ncbo vyplyvaj icfch 
z provadeni Studie. Ohdobne bude Roche 
vyhradnim vlastnikem veskerych vynalezu ncbo 
objevu, ktere se t)tkaji protilatek proti CD 20 bez 
Hodnoceneho Jeciva (dale jen , Roche IP"), 
vzniklych zcela nebo zMsti z Dlivcrnych 
informaci nebo vyplyvajicich z provadenf Studie. 
Zdravotnicke zarizenf a Hlavni zkousejici 
neprodlene uvMomi Roche a Zadavatele o 
jakemkoli takovem objevu nebo vynalezu a na 
m'lklady Roche alnebo Zadavatele u7..avrou 
veskere dokumenty a dajf veskeni svedectvi 
nutna k tomu, aby Roche alnebo Zadavatel zlskal 
v jakekoli zemi patenty, nebo kjine ochrane 
podflu Roche a Zadavatele na Roche/AbbVie JP 
nebo podilu Roche na Roche IP. 
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Q QUI i'\ITI LEs· 

2. Medical Facility understands that this 2. Zdravotnicke zai'izenf je srozumt'\no s tfm, ie tato 
Studie je provadena na nekolika V)fzkumnych 
pracovi§tich. Zdravotnicke zaffzeni mute 
libovolne publikovat nebo prezentovat vysledky 
Studie, ale ai po prvnf publikaci nebo prezentaci 
multicentrickych udaju nebo osmnact (18) 
mes!cu po dokoneeni multicentricke Studie, 
podle toho, ktery z techto okamzikii nastane 
dl'fve. Zdravotnicke zai'izenf a Hlavni zkouscj!ci 
se zavazuji konzultovat s Roche a se 
Zadavatelem publikaci jakehokoli dokurnentu 
nebo prezentacc o prubehu nebo vysledcich 
Studie nejmene 60 dntl pi'ed zvei'ejnenim daneho 
dokumentu nebo pi'ed pi'islusnou prezentaci a 
poskytnou Roche a Zadavateli ~edesat (60) dni 
na provedeni revize a pred lofeni pi'ipomfnek 
k takovemu dokumentu nebo prezentaci. Pokud o 
to Roche ncbo Zadavatel po71tda, Zdravotnicke 
W!zeni alnebo 1 Jlavnf zkou~ejfci uUslrani 
z techto m:~teria!u pre.d jejich pfed!ozenfm nebo 
prezentacf jakekoli Diiverne informace 
(s vyjimkou vysledku Studie). Krome toho je 
Zdravotnicke zarizenf povinno odlozit toto 
ZVel'ejneni na zadosl Roche nebo Zadavatcie 0 

da!Sfch devadesat (90) dn!, aby tak umo:lnilo 
Roche a Zadavateli podat patentovou pi'ihh1sku. 
Zdravotnicke zarlzeni ani Hlavni zkou§ejicf 
nezvei'ejni uplne ani casteene vysledky, aniz by 
pi'edem ziskaii pisemny souhlas Roche a 
Zadavate!e. 

Study is being conducted at muitiple 
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 
first. 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 Roche and 
Sponsor at least 60 days before public 
disclosure of such document or 
presentation and allow Roche and Sponsor 
sixty (60) days to review and comment on 
thern. If the Roche or Sponsor requests, 
the Medical Facility and/or Principal 
Investigator shall remove any 
Confidential Information (other than 
Study resuiis) prior to submitting or 
presenting t~e materials. In addition, at 
Roche's or Sponsor'~> request, the Me-dical 
Facility shall delay publication for an 
additional ninety (90) days to allow Roche 
and Sponsor the opportunity to file for 
patent protection. Complete or partial 
results of the Study will not be published 
by the Medical Facility or the Principal 
Investigator unless prior written consent is 
obtained from Roche and 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 Roche's a11d/or 
Sponsor's application for a patent 
providing such application for a patent is 
applicable with regard to the character of 
the Srudy results. 

XJI. 

3. Zdravotnicke zai'izeni a Hlavni zkousejlcl jsou 
srozumt'\ni s tim, ze nezverejni zadnou vedeckou 
publikaci o objevech a o hodnocenych Jecivech 
drive, nez Roche a!nebo Zadavatel poda 
patentovou pi'ihiMku, za predpokladu, ze Jze 
vzhledem k povaze vysledku Studie podat 
takovou pi'ihlasku. 

Xll. 
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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 
a manner usually applied by Contract 
parties. 

2. Any disputes conceived, which the 
Contract parties fail to settle amicably as 
foreseen above, shall be resolved by the 
competent courts of Czech Republic. 

XIII. 
Financial aspects 

I. Accordina to the navment schedule 
(paragraph 2 of this' Article) the 
Contractual research organization, on 
behalf of Sponsor and Roche, wiil pay to 
the Medical facility for each compleied 
visit of Study subject participating in the 
Study in compliance with the protocol, in 
respect of which the Study has been 
conducted in compliance with this 
Contract and whose records has been 
revised by authorised person according to 
Article VI. paragraph 2. 

Reseni sporu 

I. Smluvnl st:rany se zavaz.ujl poskytovat si 
navzajem soucinnost a re~it pfipadne spory 
souvisejici s j~jich odlisnymi nazory na pracovni 
postupy a metody jednanim o dane otazce 
zpusobem, kter)' obvykle pouzivajf. 

2. K projednani a rozhodovani pripadnych 
sponi, ktere nebudou vyre~eny smfmou 
cestou v souladu se shora uvedenou upravou, 
jsou plfslusne soudy Ceske republiky. 

Xlll. 
Financnf aspekty 

I. Smluvni vyzkumnc\ organizace bude hradit 
v zastoupeni Zadavateie a Roche 
ZdrovotnickCmu zaffzcni platby podle platebnrho 
rozvrhu uvedeneho v odstavci 2 tohoto c!anku za 
kaidou absolvovanou miv~tevu subjektu Studie, 
kter)' se ucastni Studie v souladu s Protokolem, 
ve vztahu k nemuz je tato Studie provadena 
v souladu s touto Smlouvou a jehoz zaznamy 
byly revidovany poverenou osobou pod!e ch\nku 
VI. odst. 2. 

2. Medical Facility acknowledges that 2. 
Sponsor and Roche will conclude a 
separate agreement with Principal 
Investigator and Sub-Investigators for 
services performed by Principal 
Investigator and Sub-Investigators in 
connection with this Study and that such 

Zdravotnicke zal'lzeni bere na vedomi a nema 
namitky proti tomu, Ze Zadavatel a Roche 
uzavi'ou s Hlavnim zkou~ejfcfmu a 
Spoluzkou§ejicimi samostatne smlouvy o 
poskytovani sluzeb Hlavnim zkou§ejicim a 
Spoluzkou~ejicimi v souvislosti s touto Studii a 
ze tyto smlouvy budou obsahovat na.lezitou 
odmenu, v souladu s pi'llohou 10 reto smlouvy. agreements shall include fair 

compensation, in accordance with 
attachment I 0 of this agreement and 
Medical Facility has no objection. 

Investigator hereby acknowledges that 
Zkousejici bere timto na vedomf, ze Quintiles na 
zaklade teto Smlouvy neposkytne jakekoli uhrady 
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Quintiles will not make any payments to 
the Investigator and members of Study 
Team under the terms of this Agreement. 

Investigator hereby acknowledges and 
agrees, that he as well as any member of 
the Study Team shall disclose any/all 
payments received in relation to this 
Study in appropriate income tax return 
forms in accordance with applicable tax 
regulations. 

The parties agree that the payee 
designated below is the proper payee for 
payments intended under the tenns of this 
Agreement, and that payments under this 
Agreement will be made only to the 
fol!o\ving payee (the "Psyoc"): 

j _ _ ""EE I YA~e ~ 
I NAME: 

I 
I Fakultni nemocnice 
I Olomouc 

I 

I PAYEE 
ADD RES 
S: 

TAX ID 
NUMBE 
R 

BANK 
DETAILS 
BANK 
DETAILS 

I 

I 
It P. Pavlova 

1

779 00 Olomouc 
Czech Republic 

CZ00098892 

SWIFT code: GlBACZPX 

Bank: 
Ceska spoi'itelna a.s., 
Budejovicka 1912, 
140 00 Praha 4, 
Czech Republic 

Q QUit\jTILES" 

Zkousejicimu ani clenum studijnfho cymu. 

Zkousejfci timto potvrzuje a souhlasi, ze on i 
clenove studijnfho t)'mu vykazi veskere pfijmy 
obdriene na zaklade teto Studie v pi'islusnych 
danovych pi'iznanfch k dani z pi'ijmu fyzickych 
osob v souladu s platnymi dailovymi pi'edpisy. 

Smluvni strany souhlasi, z.e nife definovany 
pi'Uemce platby je i'adnym pi'fjemcem platby 
urcene Zdravotnickemu zai'lzeni die teto 
Smlouvy a ze platby za sluzby vykonane na 
zflklade teto Smlouvy budou uskutecneny pouze 
ve prospech niie uvedeneho pi'ijemce platby 
(dale jen , Pl'ijemce platby"). 

NAZEY I 
PRiJEMCE I Fakultni nemocnice 
PLATBY: j Olomouc 

I 
I 

AD RES A I I. P. Pavlova 6 
PRiJEMCE 779 00 Olomouc 
PLATBY: 

Ceska republika 

DANOVE 
lDENTJFIKAC DJC: CZ00098892 
Ni CiSLO 

SWI FT k6d: GIBACZPX 

BANKOVNi Nazev banky: CeskA 
UDAJE spoi'itelna a.s., Budejovicka 

1912, 140 00 Praha 4, 
Ceska republika 
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······--
Account number: 
2934392/0800 
!BAN: CZIO 0800 0000 0000 0293 
439Sorting Code: 
Invoice Number 
Specific symbol: protocol number 

3. The Budget and payment schedule: 

The Provider of Health Services shall be 
paid for performance of the Study the 
payments set forth in the Budget and in 
accordance with Payment terms set forth 
in the Attachment 9and Attachement I 0 
hereof. 

3. 

4 No payment will be made for visits not 4. 
perfonned m compliance with the 
Protocol. 

5. No paymc::ni will be made for visits 
performed in subjects found ineligible 
upon review of their Case Report Fonns 
and source documents. 

6. These payments inciude aii work and 
costs associated "vith clinical and 
laboratory assessments, visits, quality 
control, prOVISIOn of laboratory 
certiticates, administration, and storage 
and dispensation of study medication in 
compliance with the Protocol. 

5. 

/ o. 

7. Perfonnance on the part of the Medical 7. 
Facility shall be deemed as executed upon 
the approval of performed activity on the 
part of the Contractual research 
organization. Financial payments will be 
provided to the Medical Facility every 
three (3) months, beginning with the day 
of initiation of the Study (Initiation of the 
Study under this Agreement shall be 
deemed as a day of signature qf the 
Informed Consent by a premier subject in 

Cislo bankovnfho Mtu: 
2934392/0800 
IBAN: CZIO 0800 0000 0000 
0293 4392 
VS: c. faktury 
SS: cfslo protokolu 

Rozpocet a rozvrh plateb: 

Za provedeni Studie budou Poskytovateli 
zdravotnich sluzeb uhrazeny castky die 
rozpoctu a v souladu s platebnimi 
podminkami definovanymi v Pl'iloze 9 a 
v Pl'iloze 10 teto Smlouvy. 

N~vst.evy, ktere neby!y abso!vovany 
v souladu s Protokolem, nebudou hrazeny. 

Navstevy u subjekru, ktere byly po ovei'eni 
formulare 0 jejicli zazl1anlech a zdrojovych 
dokumentU sh!edany za nezpUscbil6 UCastnit 
se Studie, nebudou hrazeny. 

Tyto piatby budou zahmovat veskere prace a 
nik!ady spojene s klinickYn1 a laboratorniin 
hodnocenim, m'tvstevami, kontrolami jakosti, 
s poskytnutim laboratomich certifikatu, 
s podavanim, skladovanim a vydavanim 
hodnoceneho leciva v souladu s Protokolem. 

Plneni ze strany Zdravotnickeho zai'izeni se 
rna za poskytnute po schvalenf vykonane 
cinnosti ze strany Sm luvni vyzkumne 
organizace. Financni plneni bude 
poskytovano Zdravotnickemu zai'fzeni kazde 
ti'i (3) mesice, pocinaje dnem zahajeni Studie 
(zahajenim Studie se die teto Smlouvy 
rozumi den podpisu informovaneho souhlasu 
prvnim subjektem hodnoceni v Evrope), 
v souladu s pi'ilozenym rozpoctem vzdy za 
uskutecnene navstevy jednotlivych subjektti 
hodnocenf respektive v souladu s nffe 
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the Europe), on a completed visit per 
subject basis in accordance with the 
attached budget and in compliance witl1 
the above payment schedule respectively. 
Afterwards based on a approval on 
performed activity and a notice to issue a 
tax document delivered upon the end of 
the concerned payment period by the 
Contractual research organization, the 
Medical Facility shall be obliged to issue 
the tax document immediately after 
Principal Investigator confirm correctness 
of invoice support documentation. The tax 
document must contain all requirements 
specified by legal regulations. Due date of 
the tax document shall be thirty (30) days 
of issue. As a date of taxable fulfillment 
shall be deemed a date of issue of tax 
docttment. 

8. Financial performance is provided on the 8. 
basis of the above tax documents and will 
be reduced (except Study start up fee and 
Laboratory set up fee) in each case of 
such performance in a sum representing a 
completion bond in an amount of ten (1 0 
%) percent. The aggregate amount 
representing all in this manner deferred 
payments will be paid by Contractual 
research organization after completion of 
the Study when all inquiries regarding the 
data have been clarified and the database 
is ready to close. 

9. As the Medical Facility is a payer of 9. 
VAT, appropriate rate of VAT according 
to a mandatory statute, will be included to 
the below mentioned invoice amounts. 

10. In case of changes in the Payee's bank 
details, Medical Facility is obliged to 
inform Contractual research organi.zation 1 0. 
in writing. Parties agree that in case of 
changes in bank details which do not 
involve a change of payee or change of 
country location of bank account, no 

Q QUit~TILES. 
uvedenym platebnim rozvrhem. V mivaznosti 
na odsouhlaseni uskuteenene cinnosti a 
vyzvy k vystaveni danoveho dokladu 
dorurene ze strany Smluvni vyzkumne 
organizace po skonceni pi'islu§neho 
platebniho obdobi je pote Zdravotnicke 
zafizeni povinno neprodlene po potvrzeni 
spn\vnosti podkladu hlavnhn zkousejicim 
vystavit danovy doklad. DaJ'Iovy doklad musi 
obsahovat veskere zakonne mile~itosti. 
Splatnost danoveho dokladu bude cinit ti'icet 
(30) dnu od vystaveni. Datum uskutecnenf 
zdanitelneho plneni je den vystaveni 
danoveho dokladu. 

Financni p!neni je poskytovano na zaklad~ 
uvedenych daiiovych dokladu a bude 
v kaZdem pfipade (krome stat up a platby za 
certifikaty) poniieno 0 castku provadeci 
zAruky ve vysi deseti ( i 0 %) pro cent. 
Celkovou castku za vsechna takto sniZ<:na 
plnenl poskytne Smluvni vyzkumna 
organizace po dokonceni Studie, kdy budou 
vyjasneny vsechny dotazy cykajici se dat a 
databaze bude pripravena k uzavreni. 

Vzhledem k tomu, ze je Zdravotnicke zafizenf 
p!Atcem DPH, bude ke vsem nize uvedenym 
fakturovanym castkam pripoctena DPH 
v zakonne vy~i . 

Dojde-li ke zrnenam ohledne bankovniho 
spojeni Pl'ijemce platby, je o tom 
Zdravotnicke 7-B.rizeni povinno pfsemne 
informovat Smluvni vyzkumnou organizaci. 
Smluvni strany sjednavaji, Ze pokud se bude 
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further amendments are required. 

II. If Roche provides financial statement 
forms, then the Medical Facility and 
Principal Investigator agree that Principal 
Investigator and Co-Investigators who are 
directly involved in the treatment or 
evaluation of research subjects shall 
promptly return to Roche a financial 
statement form that has been completed 
and signed, which shall disclose any 
applicable financial interests held by them 
or by their family dependants. The 
Principal Investigator and Co
Investigators shall ensure that forms are 
promptly updated as needed to maintain 
their accuracy and compieteness during 
the Study and for one year after its 
completion. The Principal Investigator 
and Medical Facility agrees that the 
completed forms may be subject to review 
by accredited representatives of healthcare 
agencies, Sponsor, Roche, and their 
agents, and the Medical Facilitj consents 
to such review. The Principal Investigator 
further consents to the transfer of ito; 
fi nancial disclosure data outside of the 
Medical Facility's own country, including 
to the United States of America, even 
though data protection may not exist or be 
as developed as in Czech Republic. 

12. In the event of default with payments, 
Institution shall be entitled to charge 
statutory interest on late payments in 
accordance with prov. § 1970 of the Civil 
Code. 

XIV. 
Study Completion 

jednat pouze 0 zm~nu bankovnich udaju a 
nikoli o zm~nu v osobe pi'ijemce plateb nebo 
0 zmenu statu, v nernz je bankovni ucet 
veden, nebude zapotrebi uzavfrat Mdny dalsi 
dodatek. 

II. Pokud Roche poskytuj e formulare financnich 
prohlaseni, souhlasi Zdravotnicke zai'izeni a 
Hlavni zkou~ejlci s tim, ze Hla.vni zkousejici 
a spoluzkou~ejici, ktel'i se pl'irno podili na 
leceni nebo hodnoceni subjektU klinickeho 
hodnoceni, neprodlene predaji Roche 
vyplncny a podepsany formu lar financniho 
prohlaseni, v n~mz se Hlavni zkousejici ci 
spoluzkousejicf ptiznavajl k jakymkoli 
financnlm zfljmum, ktere rnaji oni sami nebo 
jejich manzeltYmanielky ci nez.aopatl'ene 
deti. Hlavni zkou~ejicf a spoluzkousejici 
zajistl urychlenou aktuaiizaci formuiAttt, 
s ci!em zajistit jejich pfusnost a Upfnost 
v prubehu reali1.acc ~tuclie a je.den rok po 
jejim dokonceni. Hlavnf zkousejici a 
Zdravotnicke zal'izeni souhlasi s tim, re 
vypinene formulate mohou kontrolovat 
povci'cni zastupci zdravotnickych organu a 
Zadavatel, Roche a jejich zastupci, a 
Zdravotnicke zai'izeni souhlasi s takov)'mi 
kontrolami. Hlavnf zkousejici dale souhlasi 
s prenosem dat o financnim prohhiseni mimo 
vlastni zemi Zdravotnickeho zai'izeni, veetne 
Spojenych statu americkych, a to i kdyby 
v techto zernfch neplatil nebo neexistoval 
natolik vysp~ly re:lim ochrany dat jako 
v Ceske republice. 

12. V pl'ipade opoUienych plateb je 
Zdravotnicke zai'izeni opravneno t't ctovat 
zakonny urok z prodlenf v souladu s ust. § 1970 
Obeanskeho zflkoniku. 

XIV. 
Dokonceni Studie 

I. Roche shall, within 90 days of the study I. Roche je povinna informovat Statnf ustav pro 
completion, inform the State Inst itute for kontrolu leciv a pi'islusne Eticke komise o 
Drug Control and relevant Ethics dokoncenf Studie do 90 dnu po jejfrn dokoneeni. 
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Committees on completion of the study. 
Provided the completion of the study has 
been aborted, above mentioned period 
shall be reduced to 15 days. 

2. The Contract may be terminated as 
follows: 

a) If at least one (1) Study subject has 
not been enrolled by the Key Enrollment 
Date then Roche may terminate this 
Contract in accordance with section 3 of 
this Article. Key Enrollment Date is 
defined as a I OOth (hundredth) calendar 
day after Site Initiation Visit. 

b) Sponsor, Roche, Contractual 
Reasearch organization or the Medical 
Facility is entitled tc \vithdrnv., frcn• the 
Cont:ract that is effective on the day notice 
has been delivered to the last of parties in 
cases as follows: 

(i) 

(ii) 

(ii i) 

Any of the Contract parties 
does not meet some provision 
of this Contract and does not 
eliminate the discrepancies 
within 60 days after obtaining 
a written request to do so; 

Any of the Contract parties 
performs settlement with its 
creditors or files a petition for 
bankruptcy; 

Any of the Contract parties 
ceases to be authorised to 
pursue its act ivities within the 
field in concern; 

(iv) The risk incurred by the 
subjects increases significantly; or 

(v) The necessary authorisation, 
approval, consent or exception 
are revoked or suspended, or 

Q QUINTILEs· 

Pokud byla Studie pred dokoncenim zru~ena, 
zkracuje se tato lhuta na 15 dni. 

2. Smlouvu lze ukoncit takto: 

a) Pokud nebude alespoi\ jeden (I) subjekt 
Studie zal'azen do Studie do Klicoveho data 
zai'azeni, bude Roche opravnena tuto Smlouvu 
vypovedet v souladu s odst. 3 tohoto clanku. 
Klicove datum zarazeni je definovano jako I 00. 
(sty) kalendarni den po vstupni mivsteve Mista 
klinickeho hodnocenl 

b) Zadavatcl, Roche, Smluvnf vyzkumna 
organizace nebo Zdravotnicke zaflzeni jsou 
opnivneni odstoupit od Smlouvy s ucinnosti ke 
dni doruCenr oznamcni o odstoupeni pusi~dni 
smluvnf strane v te~hto pi'ipadech: 

(i) 

(ii) 

kterakoli ze smluvnich stran nesplni 
nektere ustanoveni teto Smlouvy a 
ne.odstrani takcv)' nesou!adu do 60 
dnu po obdl'Zeni pisemne vyzvy 
kjeho odstraneni; 

kterakoli ze smluvnfch stran se 
vyrovna s veriteli nebo poda navrh 
na konkurs; 

(iii) kterakoli ze smluvnich stran ztrati 
opravnenl k provozovani cinnosti 
v pfislusnem oboru; 

(iv) 

(v) 

znacne vzroste riziko, jemuz jsou 
vystaveny subjekty Studie; nebo 

poti'ebne opravneni, povoleni, 
souhlas nebo vyjimka budou 
odebrany nebo jejich platnost bude 
pozastavena nebo uplyne a nebude 
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expires without prolongation. 

c) The Contract may be tenninated by 
written mutual agreement or notice, with 
the period of notice being 30 days from 
the day following the day of delivery of 
the notice to the last of Contract parties. 

d) Roche may suspend enrolment or 
tenninate t11is Contract effective 
immediately upon written notice. 

XV. 
F inal P rovisions 

I. Roche is represented by Quintilcs 
Czech Rea,uulic, s.r.u. Pr11lta 5, jinonice, 
Rad!icka 714/! !3e, zip code !58 00, 
within the scope of the Power of Attorney 
enclosed hereto as Appendix No. 6. 

2. The legal relations not specificaily 
addressed hereby \V~ll comply vvith the 
provisions of the Act No. &912012 CoiL, 
Civil Code (the New Civil Code) and 
other applicable legal regulations of 
Czech Republic. 

3. This Contract has been written in four 
original copies, each Contract party 
obtaining one of them. 

4. The Contract may be amended or 
modified in writing based on the 
agreement of all of the Contracting 
parties. 

5. The Medical Facility shall not assign or 
transfer any rights or obligations under 
this Contract without the written consent 
of Roche. Sponsor or Roche may, and/or 
Contractual research organization may 
upon Roche's request, assign this Contract 
to a third party, (and Contractual research 

prodlouzena. 

c) Tuto Smlouvu lze ukoncit vZiijemnou 
pisemnou dohodou nebo vypovcdi s vypovedni 
lhutou v deice 30 dnu ode dne nasledujiciho po 
dni doruceni vypovedi poslednf smluvni strane. 

d) Roche je opravnena pozastavit nabor nebo 
vypovedct tuto Smlouvu pisemne s okamzitym 
ucinkem. 

XV. 
Zav~recna ustanovenl 

I. Roche je zastoupena spoleenosti Quintiles 
Czech Republic, s.r.o. Praha 5, Jinonice, 
Radiicka 714/1 i3a, PSC 158 00, na zakiade pine 
n1cci, ktera tvofi Prnohu C. 6 teto Smlouvy. 

2. Pravni vztahy, ktere nejsou konkretne re~eny 
v teto Smlouve, budou v souladu s ustanovenim 
zakona c. 89/2012 Sb., ob~ansky zakonik (Novy 
obeansky zakonfk) a dal§fch pl'is!u~nych 

pravnfch predpisu Ceske republiky. 

3. Tato Smluuva je sepsana ve ctyrech stejnopisech 
s platnostl origina!u, z nichz ka.Zda smluvni 
strana obdrfi po jednom stejnopisu. 

4. 

5. 

Tuto Smlouvu lze menit nebo dopH!ovat 
pisemne na zaklade dohody vsech smluvnich 
stran. 

Zdravotnicke za.i'izeni nesml postoupit jakakoli 
prAva ani pfcvest jakekoli zavazky die teto 
Smlouvy bez pisemrH~ho souhlasu Roche. 
Zadavatel nebo Roche a/nebo Smluvni 
\f)'zkumna organizace jcdnajici na Ziiklade 
zadosti Roche mohou postoupit tuto Smlouvu 
treti osobe (a Smluvni zdravotnicka organizace 
mtize postoupit sva prava 8 zavazky die teto 
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organization may upon Roche's request 
assign its rights and obligations under this 
Agreement to Sponsor or Roche), and 
Sponsor, Roche, and/or Contractual 
research organization (as the case may be) 
shall not be responsible for any 
obligations or liabilities under this 
Contract that arise after the date of the 
assignment, and the Medical Facility 
hereby consents to such an assignment. 

6. The terms of this Contract that contain 
obligations or rights that extend 
beyond the completion of the Study 
shall survive tennination or 
completion of this Contract. 

7. Sponsor/Roche, Quintiles and 
P-rincipal Investigator hereby 
acknowledge and agree t.~at this 
Agreement supplements another 
separate contract among 
Sponsor/Roche, Principal 
Investigator and Quintiles. In the 
event of any conflict between the 
two contracts, the terms of this 
Agreement shall prevail. 

8. The present Contract is set forth in English 
and Czech languages. In case of any 
dispute in its interpretation, the Czech 
language version shall prevail. 

Q QUit"TILEs· 

Smlouvy Zadavateli nebo Roche na zAklade 
zadosti Roche), prieemi Zadavatel, Roche 
a/nebo Smluvni zdravotnicka organizace 
neodpovidaji za zadne povinnosti ani zavazky 
die teto Smlouvy vznikle po datu postoupeni a 
Zdravotnicke zarizeni timto dava souhlas 
takorym postoupenim. 

6. Ustanoveni teto Smlouvy, ktera obsahuji 
zavazky nebo prava, kt.era svou povahu 
presahuji okamtik dokonl\eni Studie, 
zustanou v platnosti po ukoneenf nebo 
splneni teto Smlouvy. 

7. ZadavateVRoche, Quintiles a Hlavni zkou~ejici 
timto berou na vedomi a soul1lasl, i~ spoiecne s 
tO\JtO Smlouvou je uzavfena daiS! separitnf 
smlouva mezi Zadavatelem/Roche, Hlavnfm 
zkousejicim a Quintiles. V pfipade jakehokoli 
rozporu mezi temito dvema smluvnimi 
ujedmi11fmi, usianuveni a podminky teto Smiouvy 
budou rozhodujfcL 

8. Tato Smlouva je ttZEivi'ena v anglicke a 1\eske 
jazykove verzi. V pi'fpade jakehokoli rozporu pri 
rykladu jakehokoli rozporu mezi temto 
jazykovymi verzemi, ceska jazykova verze bude 
rozhodujici. 

ln witness of their consent to the wording Smluvni strany podepisujf tuto Smlouvu na dukaz 
hereof, the Contract parties sign the Contract. sveho souhlasu s jejim ZJlcnim. 
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certify, that I have duly acquainted myself 
with the Protocol along with any/all 
documentation submitted by the Sponsor in 
relation to performance of this Study. I do 
further affirm, that I have thoroughly 
familiarized with this Agreement and that I 
shall observe any/all obligations stipulated 
hereof to Principal Investigator and also to 
adhere to Act no. 378/2007 Coli., on Drugs, as 
amended, and other applicable legal 
regulation. I do further proclai_m an_d 
guarantee, that in accordance WJth th1s 
4A.greement and in compliance ' • .vith the 
separate agreement concluded between me 
and Sponsor, I shall distribute the resources 
received from Sponsor and settle the agreed 
remunerations to the Sub-Investigators and 
ether personnel participating on execution of 
this Study and l shall be fully responsible with 
regard to this obligation. 

Q QUI NTILEs· 

Prohlascni ZkouseHciho 

Hlavni 
jsem se 

seznamila s Protokolem a v~emi dokumenty 
pi'edanymi Zadavatelem k provedeni klinickeho 
hodnocenl. Byla jsem seznamena s touto Smlouvou, 
budu dodrzovat povinnosti v ni stanove.ne 
Zkou~ejicfmu a postupovat v souladu se zakonem 
c. 378/2007 Sb., o Iecivech, v platnem zneni a 
dagimi pravnfmi pi'edpisy. Dale prohla~uji a zavazuji 
se ze v souladu s touto Smlouvou a v souladu se 

' " . separatnf smlouvou uzavrenou mez1 mnou a 
Zadavatelem budu z prostredkti mnou obdrzenych od 
Zadavatele vyphicet sjednane odmeny 
spoluzkou~ejfcim a daiSim osobam spolupracujicim 
na provadeni tohoto klinickeho hodnoceni a budu za 
to pine zodpovedmi. 
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Appendices: 

J. Approval of the State Institute for Drug 
Control 

Prilohy 

I. Povoleni Statnlho ustavu pro kontrolu leciv 

2. Approval of the Ethics Committee for 2. Souhlas Eticke komise pro multicentricka 
klinicka hodnocenl Multicentrics Trials 

3. Approval of the Ethics Committee 
4. Certificate of insurance 
5. Protocol 
6. Power of Attorney ofQuintiles Czech 

Republic, s.r.o. 
7. Excerpt from the Commercial Register of 
the company Quintiles Czech Republic, s.r.o. 
8. Power of Attorney of AbbVie s.r.o. 
9. Payment terms and Budget 
10. Financial Appendix 

3. Souhlas Eticke komise 
4. Pojistny certifikat 
5. Protokol 
6. Plna moe pro Quintiles Czech Republic, s.r.o. 
7. Vypis z obchodnlho rejsti'iku spolecnosti 

Quint:iles Czech Republic, s.r.o. 
8. Plna moe AbbVie s.r.o. 
9. Platebni podminky a rozpocet 
I 0. Financni pfiloba 
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