CLINICAL TRIAL AGREEMENT
Made between

Fakultha nemocnica Trencin

having a place of business at: Legionarska 28

911 71 Trencin, Slovak Republic

Organisation Identification No.: 00 610 470

Tax Identification No.: 2021254631

Deed of aquisition of MoH SR No. 1970/1991-A/VIII-1
Represented by: RNDr. Jan Dubovsky, Director

(the “Institution”)

and

Quintiles Slovakia, s.r.o.

with registered office at:

Zamocka 34, 811 01 Bratislava, Slovak Republic
Organisation ID: 45 942 869

VAT Identification Number : SK2023154133

Filed in the Companies’ Register of the District Court
Bratislava |, Section Sro, File No. 69023/B
Represented by: Maria Tomkova, M.D.,
Procuration

(“Quintiles™)

Holder of

representing the interests of Astra Zeneca AB , 151 85
Sddertélje, Sweden
(the “Sponsor” and/or “Astra Zeneca”).

ZMLUVA O KLINICKOM SKUSANI
Tato zmluvu uzatvaraju zmluvné strany

Fakultna nemocnica Tren ¢in

so sidlom: Legionarska 28

911 71 Trencin, Slovenska republika
Identifikaéné Cislo organizacie: 00 610 470
Danové identifikacné Cislo: 2021254631
Zriadovacia listina MZ SR €. 1970/1991-A/VIII-1
Zastupeny: RNDr. Jan Dubovsky, riaditel
(dalej “zdravotnicke zariadenie”)

a

Quintiles Slovakia, s. r. 0.

so sidlom: Zamocka 34, 811 01 Bratislava, Slovenska
republika

Identifikacné Cislo organizacie: 45 942 269

IC DPH: SK2023154133

Zapisand v Obchodnom registri  Okresného
Bratislava I., sekcia Sro, vloZka ¢. 69023/B
Zastupena: MUDr. Maria Tomkova, prokuristka
(dalej “spolo€nost’ Quintiles”)

stdu

ktora zastupuje zaujmy spolo¢nosti Astra Zeneca AB , SE
— 151 85 Sddertalje, Sweden
(dalej “Zadavatel" alebo “AstraZeneca”).

WHEREAS, the Investigator and Institution (hereafter,
jointly, the “Site”) are willing to conduct a clinical trial (the

PROTOCOL CISLO
NUMBER D699BC00001 PROTOKOLU D699BC00001
Randomizované, dvojito
A Randomised, Double-blind, zaslepené, ~ multicentricke
Parallel-group, Multicentre, skasanie Ill. fazy v stbeznych
Phase Ill Study to Compare the §I§gp|nagh pre  porovnanie
Efficacy and Tolerability of Gcinnosti  a  znaSanlivost
Fulvestrant ~ (FASLODEXTM) fulvestrantu (FASLODEX™)
500 mg with Anastrozole v davke 500 mg s anastrozolom
(ARIMIDEXTM)  1mg  as ||| NAZOV (ARIMIDEX™) v davke 1 mg ako
PROTOCOL TITLE | Hormonal  Treatment  for | | | PROTOKOLU hormonalnej liecby pre
Postmenopausal Women with pos,tmenopauzaln? _ Zeny s
Hormone Receptor-Positive lokalne ~ pokrocilym alebo
Locally Advanced or Metastatic metastatickym ~ karcinémom
Breast Cancer Who Have Not prsnlka, pozitivnym  na
Previously Been Treated With hormonalne receptory, ktoré sa
Any Hormonal Therapy doteraz nel|eé||-| 2|adnqu
(FALCON) hormonélnou terapiou (skdSanie
FALCON)*
DATUM .
PROTOCOL DATE | 1 May 2012 PROTOKOLU : ma’; 2012 R
; , stra Zeneca AB, SE —
SPONSOR A§tra "Zeneca AB, 151 85 ZADAVATEL Sodertalie, Sweden
Sodertalje, Sweden HLAVNY MUDr. Branislav Bystricky
PRINCIPAL Branislav Bystricky, M. D. SKUSAIUCI “zamestnanec Zdravotnickeho
INVESTIGATOR “an employee of Institution” zariadenia”

Uvodné vyhlasenia: Skusajlci a Zdravotnicke zariadenie
(dalej spoloéne ako “Centrum skiSania”) su ochotni

“Study”), in accordance with the above-referenced | vykonat klinické skusanie (dalej “Skusanie”) v sulade
protocol and any subsequent amendments thereto (the | s vysSie uvedenym protokolom a v3etkymi jeho
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“Protocol”) and Quintiles requests the Site to undertake
such Study;

NOW THEREFORE, the following is agreed:

1. Quintiles hereby appoints the Site to conduct the
Study, and the Site agrees to ensure that the Site and the
Site’s employees, agents, and staff will conduct the Study
in accordance with the Protocol, the terms of this
agreement, including the Terms and Conditions attached
as Attachment A, the Payment Schedule and Budget
attached as Attachment B, and any other the attachments
hereto, which all are incorporated by reference herein (the
“Agreement”), good clinical practices (“GCP”), and all
applicable laws, guidelines and regulations which could
impact or relate to the conduct of clinical trial including,
but not limited to, safety reporting, privacy (e.g HIPAA,
laws on consent to receive fax communications) financial
disclosure and conflict of interest, anti-kickback,
IRB/ethics committee activities, and patient safety
(collectively hereinafter referred to as “Applicable Law”).
The Site hereby confirms that it has enough time and
resources to perform the Study according to the highest
quality standards.

Institution acknowledges that the Study is part of a multi-
center Study and that when the enrollment goal for the
multi-center Study as a whole is reached, enrollment will
be closed at all sites, including at the Institution,
regardless of whether the Institution or any other site has
reached its individual enroliment goal.

2. AstraZeneca has retained Quintiles to conduct the
Study. The Institution and the Investigator shall permit
Quintiles to perform any or all of the sponsoring
AstraZeneca legal entity’s obligations as a sponsor, as
delegated to Quintiles, and to exercise any and all rights
of the sponsoring AZ legal entity, as delegated to
Quintiles. The sponsoring AstraZeneca legal entity may
assign rights and obligations as sponsor and its rights and
obligations under this contract to its affiliates

3. Payments shall be made in accordance with the
provisions set forth in Attachment B, with the last payment
being made after the Site completes all its obligations
hereunder, and Quintiles has received all completed case
report forms (“CRFs”) and, if Quintiles requests, all other
Confidential Information as defined in Attachment A,
Section 2 (Confidential and Proprietary Information). The
Site will act as an independent contractor, and shall not
be considered the employee or agent of Quintiles or
Sponsor. Neither Quintiles nor Sponsor shall be

neskor$imi dodatkami (dalej “Protokol”) a spolo¢nost
Quintiles poziadala Centrum skdSania o vykonanie
SkudSania.

Zmluvné strany sa dohodli na nasledujucom:

1. Spoloénost Quintiles tymto poveruje Centrum
skiSania vykonanim SkdSania a Centrum skiSania sa
zavazuje zabezpecit, Zze samotné Centrum skiSania a
jeho zamestnanci, zastupcovia a personal vykonaju
SkiSanie v sllade s Protokolom, podmienkami tejto
Zmluvy spolu s podmienkami uvedenymi v Prilohe A,
rozpisom platieb a rozpoc¢tom uvedenym v Prilohe B
a vSetkymi dalSimi prilohami tejto Zmluvy, ktoré sa tymto
stavaju jej neoddelitelnou suCastou (dalej “Zmluva”),
spravnou klinickou praxou a vSetkymi PrisluSnymi
zakonmi a predpismi, ktoré by mohli mat dopad na
vykonanie SkdSania alebo sa nan vztahovat, vratane
zakonov o bezpec¢nostnych hlaseniach, ochrane osobnych
Gdajov (napr. zdkon o ochrane sukromia Spojenych Statov
americkych [HIPAA], alebo zakon o ziskani suhlasu s
faxovou komunikaciou), finanénych priznaniach a konflikte
zaujmov, protikorupénych zakonov, zakonov upravujicich
¢innost etickych komisii a zadkonov o ochrane bezpecnosti
pacientov, bez obmedzenia na uvedené (dalej spolo¢ne
uvadzané ako “Prislusné zakony”). Centrum skuSania
tymto potvrdzuje, Zze mé& dostatok €asu a zdrojov na
vykonanie SkuSania v sllade s najvySSimi normami
kvality.

Zdravotnicke zariadenie berie na vedomie, Ze ak je
sucastou multicentrického skiSania a ak sa dosiahne
celkovy ciel naboru subjektov v multicentrickom skudsant,
nabor subjektov bude zastaveny vo vSetkych centrach
sklSania, vratane Zdravotnickeho zariadenia, bez ohladu
na to, ¢i Zdravotnicke zariadenie alebo iné Centrum
skuSania dosiahlo svoj individualny ciel naboru.

2. AstraZeneca prenechava vedenie tohto SkuSania
spolo¢nosti Quintiles. Zdravotnicke zariadenie a SkiSajuci
sa zavazuju, Zze umoznia spolo¢nosti Quintiles vykonavat
akékolvek alebo vSetky povinnosti pravnickej osoby
spolo¢nosti AstraZeneca, ktoré ma ako Zadavatel
SkdSania a ktorymi poveruje spoloénost Quintiles a
uplatiiovat akékolvek a vSetky prava pravnickej osoby
Zadéavatelskej spolocnosti AstraZeneca, ktoré tymto
prenechdva spolo¢nosti Quintiles. Pravnicka osoba
Zadéavatelskej spolo¢nosti AstraZeneca modze postupit
svoje prava a povinnosti, ktoré ma ako Zadavatel
SkdSania podla tejto Zmluvy, na svoje pobocky alebo
dcérske spolocnosti.

3. Platby sa budd poukazovat v sllade s
ustanoveniami uvedenymi v Prilohe B, pricom posledna
platba sa poukaze potom, ¢o Centrum skiSania spini
vSetky svoje povinnosti podla tejto Zmluvy a spolo¢nost
Quintiles dostane vSetky vyplnené pacientske harky (dalej
“CRF”) a ak to bude spolo¢nost Quintiles pozadovat, aj
vSetky dalSie Doverné informéacie, definované v Prilohe A,
¢lanok ¢. 2 (Déverné informécie a informéacie chranené
vlastnickymi  pravami). Centrum  skUSania  bude
vystupovat ako nezdvisly zmluvny partner a nema sa
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responsible for any employee benefits, pensions, workers’
compensation, withholding, or employment-related taxes
as to the Site. The Site acknowledges and agrees that
Investigator’s judgment with respect to Investigator's
advice to and care of each subject is not affected by the
compensation Site receives hereunder. 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”):

povazovat za zamestnanca alebo zastupcu spolocnosti
Quintiles alebo Zadavatela. Ani spolo¢nost Quintiles ani
Zadavatel nezodpovedaju za ziadne zamestnanecké
priplatky alebo prispevky, déchodky, zamestnanecké
nahrady, zrazky alebo zamestnanecké dane, ktoré sa
tykaju Centra skdSania. Centrum skuSania potvrdzuje a
schvaluje, Ze odmena, ktord SkiSajuci dostane podla
tejto Zmluvy, nebude mat vplyv na jeho Usudok v
suvislosti s jeho odport¢aniami a starostlivostou
poskytovanou kazdému subjektu. Zmluvné strany sa
dohodli, Ze prijemca platieb uvedeny nizSie, je riadnym
prijemcom platieb podla tejto Zmluvy a Ze platby podia
tejto Zmluvy sa budl poukazovat len nasledujucemu
prijemcovi platieb (dalej “Prijemca”):

0028 0438
SWIFT: SUBASKBX

Site will have thirty (30) days from the receipt of final
payment to dispute any payment discrepancies
during the course of the Study.

In case of changes in the Payee’s bank details, Institution
is obliged to inform Quintiles 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 further amendments are required.

The parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement. A separate agreement
between Quintiles and Investigator will be executed to
cover payments for Investigator’'s services in the study. If
a separate arrangement between Payee and Investigator
determines that the Payee has an obligation to reimburse
the Investigator, Quintiles will not pay Investigator even if
the Payee fails to reimburse Investigator.

All amounts payable to the Institution pursuant to this
Agreement shall not be reduced on account of any taxes
unless required by applicable laws. The Institution alone

PAYEE NAME Fakultna nemocnica Trencin NAZOV PRIJEMCU | Fakultn4 nemocnica Tren &in
PAYEE Legionarska 28 ADRESA Legionérska 28
ADDRESS 911 71 Trencin PRIJEMCU 911 71 Tren&in

Slovak Republic Slovenska republika
TAX ID NUMBER: | 2021254631 Dic 2021254631

Bank: Statna pokladnica ] Banka: Statna pokladnica
BANK ACCOUNT | Account No.: 7000280438 / 8180 BANKOVE Cislo G&tu: 7000280438/8180
DETAILS: IBAN: SK23 8180 0000 0070 SPOJENIE: IBAN: SK23 8180 0000 0070

0028 0438
SWIFT: SUBASKBX

Centrum skuSania mdZze namieta t proti akymko Pvek
platobnym nezrovnalostiam, ktoré sa vyskytni v
priebehu Skudsania, do tridsiatich (30) dni od prevz
poslednej platby.

atia

V pripade zmeny Gdajov o bankovom spojeni Prijemcu je
Zdravotnicke zariadenie povinné informovat o tom
Quintiles pisomnou formou. Zmluvné strany sa dohodli,
Ze zmeny Udajov o bankovom spojeni, ktoré nezahfiaju
zmenu Prijemcu alebo zmenu krajiny, v ktorej je vedeny
bankovy G¢et, nevyzaduju Ziadne dalSie pisomné dodatky
tejto Zmluvy.

Zmluvné strany potvrdzuji, Ze menovany Prijemca je
opravneny prijimat vSetky platby za sluzby, vykonané
podla tejto Zmluvy. SkaSajuci bude za sluzby spojené s
tymto skdSanim vyplateny podla samostatnej zmluvy
medzi spolo¢nostou Quintiles a SkdSajucim. Ak
samostatné ujednanie medzi prijemcom a skudSajlcim
ustanovi, ze prilemca ma vyplatit skdSajlceho,
spolo¢nost’ Quintiles nebude poskytovat takato platbu ani
v pripade, Ze prijemca tato svoju povinnost vodi
skuSajucemu nesplni.

Ziadne Giastky splatné Zdravotnickemu zariadeniu
podla tejto Zmluvy sa nebudd znizovat z doévodu
zdanenia, pokial to nebude pozadované PrisluSnymi
zakonmi. Za zaplatenie akychkolvek a vSetkych dani (s
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shall be responsible for paying any and all taxes (other
than withholding taxes required by applicable laws to be
paid by Quinitles) levied on account of, or measured in
whole or in part by reference to, any payments it receives.
Quintiles shall deduct of withhold from the amounts
payable any taxes that it is required by applicable laws to
deduct or withhold.

All payments made by Quintiles under this Agreement are
inclusive of indirect taxes. If any indirect taxes are
chargeable in respect of any payments, Quintiles shall pay
such indirect taxes at the applicable rate in respect of any
such payments following the receipt, where applicable, of
an indirect taxes invoice in the appropriate form issued by
the Institution in respect of those payments, such indirect
taxes to be payable on the due date of the payments to
which such indirect taxes relate.

4. Agreement
Meetings

Regarding Attendance at Study

a. Definitions

“Study Meetings” means meetings regarding the Study,
including, but not limited to, investigator, study coordinator
and/or results meetings. Study Meetings are standard
practice in conducting clinical studies and may occur
before, during and after the Study. The purpose of
meetings before and during the study is to ensure that the
Study is properly planned and conducted in a harmonized
way in accordance with GCP. Meetings after the Study
usually are about sharing the outcome and results of the
Study.

“Study Site Staff” means all those employees, students,
agents or others who are engaged in the conduct of the
Study including any sub/co-investigators.

b. Attendance at Study Meetings

Institution represents and warrants that Investigator and
Study Site Staff attendance on Study Meetings is
authorized and will not cause them to be in non-
compliance with or in breach of any policy, procedure or
contract.

5. This Agreement will become valid on the date on
which it is last signed by the parties and effective from the
date of publishing in Central register of contracts and shall
continue until completion or until terminated in accordance
with the provision in Attachment A. In the event of a
conflict between the Protocol and this Agreement, the
Protocol shall prevail with respect to the conduct of the
Study and the treatment of subjects in connection
therewith; in all other respects the terms of the Agreement
will govern.

6. Institution acknowledges that prior to and during

vynimkou zrazkovych dani, ktoré musi podla PrisluSnych
zakonov zaplatit' spolo¢nost Quintiles) Ciastocne alebo
Uplne uvalenych alebo vymeranych na vSetky platby,
ktoré prijme, zodpoveda len Zdravotnicke zariadenie.
Spolo¢nost Quintiles odrata alebo zrazi zo vSetkych
splatnych Ciastok vSetky dane, ktoré je podla Prislusnych
zakonov povinna odratat alebo zrazit.

VSetky platby poukdzané spolo¢nostou Quintiles
podla tejto Zmluvy su vratane nepriamych dani. Ak su
akékolvek platby zdanitelné nejakou nepriamou darou,
zaplati tieto nepriame dane vztahujice sa na takéto
platby spolo€nost Quintiles v nélezitej sadzbe potom, ¢o v
pripadoch, na ktoré sa to vztahuje, prevezme faktiru na
nepriamu dan v spravnej forme vystavenu Zdravotnickym
zariadenim v sdvislosti s takymito platbami, pri¢om takéto
nepriame dane budl splatné s datumom splatnosti tych
platieb, na ktoré sa takéto nepriame dane vztahuju.

4, Dohoda o pritomnosti na stretnutiach Skasania

a. Definicie

Pojem “Stretnutia skdSania” znamena vSetky schddze a
stretnutia tykajlce sa SkuSania, vratane stretnuti so
SkidSajucim lekarom, koordinatorom SkdSania a stretnuti
o vysledkoch SkiSania, bez obmedzenia na uvedené.
Stretnutia sklSania predstavuju Standardna prax pri
vedeni klinickych skaSani a mdzZzu sa konat pred
zahajenim SkdsSania, v jeho priebehu aj po jeho ukonceni.
Ugelom stretnuti pred zahajenim SkGSania a v jeho
priebehu je zabezpelit spravne naplanovanie a
vykonanie SkuSania a jeho zosuladenie so zasadami
spravnej klinickej praxe. Stretnutia po ukonéeni Skusania
sa oby€ajne konaju kvoli odovzdaniu vysledkov Skisania.

Pojem “Personal centra ski(Sania” znamena vsSetkych
zamestnancov, Studentov, zastupcov a dalSie osoby,
ktoré sU zapojené do vykonavania SkuSania, vratane
vSetkych spoluskisSajucich lekarov.

b. Pritomnos t' na stretnutiach SkiSania

Zdravotnicke zariadenie vyhlasuje a zarucuje, Ze
pritomnost SkiSajuceho a Personalu centra skiSania je
schvédlena a nespdsobi porusenie Zziadnych pravidiel,
postupov alebo zmldv z ich strany.

5. Tato Zmluva nadobuda platnost od posledného
datumu podpisu zmluvnymi stranami a G¢innost driom
nasledujucim po dni jej zverejnenia v Centralnom registri
zmlav a zostava v platnosti a G¢innosti az do splnenia
alebo do ukonCenia platnosti Zmluvy v sulade
s ustanoveniami Prilohy A. V pripade rozporu medzi
Protokolom SkudSania a touto Zmluvou bude v otazkach
vykonavania SkdSania a s nim sQvisiacou lieCbou
subjektov nadradeny Protokol, vo vSetkych ostatnych
aspektoch budd nadradené podmienky tejto Zmluvy.

6. Zdravotnicke zariadenie je obozndmené s tym, Ze
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the course of the Study, the Investigator and Study Team
Members may provide Personal Data (as defined below)
which may be subject to data privacy laws or regulations.
Such Personal Data may include names, contact
information, work experience, qualifications, publications,
resumes, educational background, performance
information, facilities, staff capabilities, and other
information relating to the Site's conduct of clinical trials. If
the Site is in the European Union, the Sponsor would be
the data controller for such Personal Data, except that, if
Quintiles deals with any Personal Data under this
Agreement in the manner of a data controller then
Quintiles shall be the data controller of such Personal
Data to the extent of such dealings. The Investigator
hereby consents to the use and processing of its Personal
Data, and Investigator agrees to obtain any additional
necessary consents for the use and processing of the
Personal Data of investigators, staff and personnel
involved in the Study, for the following purposes: a) the
conduct of the Study; b) review by governmental or
regulatory agencies, Sponsor, Quintiles, and their agents,
and affiliates; c¢) satisfying legal or regulatory
requirements; d) publication on www.clinicaltrials.gov and
websites and databases that serve a comparable
purpose; and e) storage in databases for use in selecting
sites in future clinical trials. The Investigator further
consents, and-investigator agrees to obtain any additional
necessary consents from investigators, staff and
personnel involved in the Study, to the transfer of such
data, to countries other than the Site's own country, even
though data protection may not exist or be as developed
in those countries as in the Site’'s own country. The
Investigator agrees to ensure that staff and personnel
involved in the Study are aware that their Personal Data
will be used, processed and stored for above-stated
purposes and may potentially be transferred to other
countries and that they consent to such use, storage and
transfer.

Each party shall be responsible for its own processing of
Personal Data and shall ensure that any Personal Data
relating to a subject, the Investigator and/or the study
staff, is collected, stored, used, disclosed and transferred
in accordance with all applicable national, federal, state,
or local privacy laws and with the informed consents that
are or will be obtained from subjects. Investigator shall be
responsible for obtaining and providing AstraZeneca with
consents from each Study staff for the collection, use and
disclosure of their Personal Data. “Personal Data” means
any information and data that is directly or indirectly
referable to a human being.

7. Institution and Investigator agree that their
judgment with respect to the advice and care of each

pred zahajenim SkiSania a v jeho priebehu mobzu
skiSajuci a ¢lenovia skiSobného teamu poskytovat
osobné udaje (definované nizsie), ktoré mézu podliehat
zakonom a predpisom na ochranu osobnych (dajov.
Medzi takéto osobné U(daje patria mena, kontaktné
informacie, pracovné skusenosti, kvalifikacia, publikacie,
Zivotopisy, Udaje o vzdelani, informacie o pracovnej
vykonnosti, technickom vybaveni, schopnostiach a dalSie
informacie tykajuce sa vykonavania klinickych skasani na
Centre skuUSania. V pripade, Ze Centrum skdSania je
v Eurdpskej Unii, spravcom tychto osobnych udajov je
Zadavatel SkuSania s vynimkou pripadov, kedy bude s
nejakymi osobnymi Udajmi podla tejto Zmluvy narabat
spolo¢nost’ Quintiles v Ulohe spravcu osobnych Gdajov,
kedy sa spravcom tychto osobnych ddajov v rozsahu
takychto operacii stava spolo¢nost Quintiles. SkuSajuci
tymto suhlasi s pouzitim a spracovanim svojich osobnych
Udajov a skuSajuci sa zavazuje ziskat potrebné suhlasy s
pouzitim a spracovanim osobnych Gdajov skuSajlcich
lekarov, zamestnancov a persondlu, ktori sa zucCastfiuju
na SkiSani pre nasledujice Uacely: a) vykonanie
SkuSania; b) kontrola viadnymi alebo kontrolnymi Gradmi,
Zadavatelom, spolo¢nostou Quintiles a ich zastupcami a
dcérskymi  spolo¢nostami; c¢) splnenie zakonnych
poZiadaviek alebo poziadaviek kontrolnych Gradov, d)
publikovanie na internetovej stranke www.clinicaltrials.gov
a na dalSich internetovych strankach a v databazach,
ktoré slizia porovnatelnému Ucelu a e) uloZenie v
databazach na vyber pracovisk pre dalSie skdSania v
buducnosti. SkiSajuci dalej sthlasi a zavazuje sa ziskat
potrebné sudhlasy skdSajlcich lekarov, zamestnancov
a persondlu zucasthujucich sa na Skdasani, s prenosom
takychto Udajov do inych krajin, nez je domaca krajina aj
v pripade, Ze tieto krajiny neposkytuju ziadnu ochranu
osobnych Udajov alebo je v nich menej rozvinuta nez v
domacej krajine Centra skiSania. SkuSajluci sa zavazuje
zabezpedit, aby zamestnanci a personal zu&astrujuci sa
na skaSani boli informovani o pouziti, spracovani
a ulozeni ich osobnych Udajov na vySSie uvedené Ucely a
0 ich moznom prenose do inych krajin, a aby s takymto
pouzitim, uloZzenim a prenosom suhlasili.

Kazda strana je zodpovedna za vlastné spracovanie
osobnych (dajov a zabezpeci, Ze vSetky osobné Udaje
naleziace subjektu, skaSajucemu a/alebo Personalu
centra skUSania sU zbierané, skladované, pouZzité,
odhalené alebo presunuté vsulade so vSetkymi
prislusnymi narodnymi, federalnymi, Statnymi alebo
miestnym zakonmi o ochrane sukromia a s Informovanym
sthlasom obdrzanym od subjektov. SkuaSajuci je
zodpovedny za obdrzanie a poskytnutie sthlasu kazdého
¢lena Personalu centra skisania spolo¢nosti AstraZeneca
pre Gcely zhromazdovania, pouzitia a odhalenia jeho
osobnych (dajov. ,Osobné Udaje“ znamenaju akukolvek
informaciu a Udaj, ktory priamo alebo nepriamo poukazuje
na uréita fyzickd osobu.

7. Zdravotnicke zariadenie a SkuSajuci suhlasia s
tym, Ze na ich Usudok tykajluci sa poradenstva a
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patient will not be affected by the compensation they
receive from this Agreement that such compensation 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. Institution and
Investigator agree that they will not bill any patient, insurer
or governmental agency, or any other third party for
Investigational Product provided by Sponsor or Quintiles.
Institution and Investigator agree that they will not bill any
patient, insurer or governmental agency for any visits,
services or expenses incurred during the Study for which
they have received compensation from Quintiles or
Sponsor, or which are not part of the ordinary care they
would normally provide for the patient, and that they will
not pay another physician to refer patients.

Institution and Investigator represent and warrant that
payments received pursuant to this Agreement will not
influence any decision that Institution, Investigator or any
of their respective owners, directors, employees, agents,
consultants, or any payee under this Agreement may
make, as a government official or otherwise, in order to
assist Sponsor or Quintiles to secure an improper
advantage or obtain or retain business.

Institution and Investigator further represent and warrant
that neither they nor any of their respective owners,
directors, employees, agents, or consultants, nor any
payee under this agreement, will, in order to assist
Sponsor or Quintiles to secure an improper advantage or
obtain or retain business, directly or indirectly pay, offer or
promise to pay, or give anything of value to any person or
entity for purposes of (i) influencing any act or decision, (ii)
inducing such person or entity to do or omit to do any act
in violation of their lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or entity to use
influence with the government or instrumentality thereof to
affect or influence any act or decision of the government
or instrumentality.

In addition to other rights or remedies under this
Agreement or at law, Quintiles may terminate this
Agreement if Site breaches any of the representations or
warranties contained in this Section or if Quintiles or
Sponsor learns that improper payments are being or have
been made to or by Institution or Investigator or any
individual or entity acting on its or their behalf.

8. The parties agree that the AstraZeneca and its
affiliates shall be third party beneficiaries under this
Agreement and that the AstraZeneca and its affiliates

starostlivosti 0 kazdy subjekt nebude mat zZiadny vplyv
odmena, ktord dostanl podla tejto Zmluvy, ze takéato
odmena nepresahuje spravodlivd trhovd hodnotu sluZzieb,
ktoré poskytuju a Ze zZiadne platby sa im neposkytuju za
U¢elom nabadania na predaj alebo predpisovanie
Ziadnych liekov, pristrojov ani produktov. Zdravotnicke
zariadenie a SkiSajlci sa zavazuju nevystavovat zZiadne
ucty ani faktary Ziadnemu subjektu, poistovni, viadnemu
Uradu ani ziadnej inej nezic¢astnenej osobe za Skusany
produkt, poskytovany Zadavatelom alebo spolo¢nostou
Quintiles. Zdravotnicke zariadenie a SkuUSajaci sa
zavazuju nevystavovat ziadne Gcty ani faktdry ziadnemu
subjektu, poistovni ani vladnemu dradu za Ziadne
navstevy, sluzby alebo naklady, ktoré im vzniknl pocas
SkuSania a za ktoré dostand Uhradu od spoloénosti
Quintiles alebo Zadavatela, alebo ktoré nie su sucastou
beznej zdravotnej starostlivosti, ktord by za normalnych
okolnosti poskytli subjektu a ze nebudd platit inym
lekdrom za poukazovanie subjektov na Centrum
skdSania.

Zdravotnicke zariadenie a SkdSajuci vyhlasuju a zaruéuja,
Ze platby obdrZzané podla tejto Zmluvy, nebudd mat vplyv
na ziadne rozhodnutie skdSajuceho, Zdravotnickeho
zariadenia, jeho vlastnikov, riaditefov, zamestnancov,
zastupcov, poradcov alebo Prijemcu podla tejto Zmluvy,
ktoré by mohli urobit ako oficialny zastupca vlady alebo
podobnym spésobom v zaujme poméct Zadavatelovi
alebo spolo¢nosti Quintiles zabezpecit nenalezita vyhodu
alebo ziskat ¢i uchovat si obchodnu prilezitost.
Zdravotnicke zariadenie a SkudSajuci tiez zarucuju
avyhlasuju, Ze ani oni ani ziadny zich vlastnikov,
riaditelov, zamestnancov, zastupcov, poradcov ani
Prilemcov podla tejto Zmluvy, v zaujme napomahat
Zadavatelovi alebo spolo¢nosti Quintiles zabezpedit
nendlezitd vyhodu, ziskat alebo udrzat si obchodnu
prilezitost, nebude priamo alebo nepriamo platit, ponukat
alebo sfubovat zaplatit alebo inak ponukat protihodnotu
akejkolvek fyzickej alebo pravnickej osobe za ucelom (i)
ovplyvnit konanie alebo rozhodnutie, (ii) presvedcit
pravnick alebo fyzicki osobu nieCo konat alebo
opomenut konat v rozpore s jeho zakonnou povinnostou,
(i) zabezpecit nenalezitl vyhodu alebo (iv) ovplyvnit
pravnicka alebo fyzick( osobu pouZit' svoj vplyv na vliadu
alebo jej zastupcov za ucelom ovplyvnenia konania alebo
rozhodnutia vlady a jej zastupcov.

Spolo¢nost Quintiles mdéze nad ramec tejto Zmluvy
a Prislusnych zakonov vypovedat tato Zmluvu, ak
Centrum skdSania porusi niektord ztychto zaruk
a vyhlaseni uvedenych v tejto Casti Zmluvy alebo ak sa
spolo¢nost Quintiles alebo Zadavatel dozvie, Ze bola
uskutoénena neprislusna platba  Zdravotnickemu
zariadeniu alebo skuSajucemu alebo inému jednotlivcovi
¢i pravnickej osobe konajlcej v ich mene;j.

8. Zmluvné strany sa dohodli, Ze pravnicka osoba
AstraZeneca, ktor4 je Zadavatelom SkuSania a jej

CTA Global Template 1 Feb 08_adapted to AZ EPMT principles on 11Jan2012 by Bartlomiej Jarosz_tracked SLOVAKIA HOSP
Project code: QPA67927, Protocol: D699BC00001, PI: Branislav Bystricky, MD

CONFIDENTIAL
Page 6 of 23




shall have an independent right to enforce any parties’
obligations under this Agreement.

9. Quintiles shall provide one copy of Investigator’'s
contract without Attachment B to Institution within 30 days
from execution of this agreement.

Acknowledges and agreed by Quintiles Slovakia, s. r.
0.

Signature:

By: Maria Tomkova, M.D.
Title: Holder of Procuration

Date:

ACKNOWLEDGED AND AGREED BY Fakultna

nemocnica Trencin

Signature:

By: RNDr. Jan Dubovsky
Title: Director

Date:

Read and Understands:
The INVESTIGATOR:

Branislav Bystricky, M.D.

Date:

pobocky a dcérske spolocnosti s podla tejto Zmluvy
tretou prijimajacou stranou aZe pravnickd osoba
AstraZeneca, ktor4 je Zadavatelom SkuSania a jej
dcérske spoloCnosti maju nezavislé pravo vymahat
plnenie povinnosti hociktorej zmluvnej strany podla tejto
Zmluvy.

9. Spolo¢nost Quintiles zasle do 30 dni od uzavretia tejto
zmluvy jedno vyhotovenie zmluvy skiSajuceho bez

Prilohy B, uzatvorenej so SkuSajuacim Zdravotnickemu
zariadeniu.

Za Quintiles Slovakia, s. r. 0.

Podpis:

Meno: MUDr. Maria Tomkova
Funkcia: prokuristka

Datum:

ZA Fakultnl nemocnicu Tren
potvrdzujE:

€in svojim podpisom

Podpis:

Meno: RNDr. Jan Dubovsky
Funkcia: riaditel

Datum:

SkudSajuci svojim podpisom potvrdzuje, Ze si Zmluvu
pre ¢ital a porozumel jej:

MUDr. Branislav Bystricky

Datum:
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ATTACHMENT A
TERMS AND CONDITIONS

All capitalized terms used herein shall have the meaning
ascribed to them in the Agreement.

1) Conduct of the Study. The parties to the Agreement
agree that the Study will be performed in strict accordance
with the Protocol, and Applicable Law. The Investigator
shall review all CRFs to ensure their accuracy and
completeness, shall review and understand the
information in the investigator's brochure or device
labeling instructions, as applicable, shall ensure that all
informed consent requirements are met and that the
informed consent form has been approved by Quintiles
and shall ensure that all required reviews and approvals
(or favorable opinions) by applicable regulatory authorities
and Institutional Review Boards (“IRBs”) or Independent
Ethics Committees (“IECs”) are obtained. Site agrees to
ensure that all clinical data are accurate, complete, and
legible. The Investigator shall be responsible on a day to
day basis for the conduct of the Study including
responsibility for training the Site staff on the Study
supervising their work and ensuring that they comply with
the parts of this Agreement that relate to their duties on
the Study. The Investigator shall be available to Quintiles
and the Sponsor to perform work referable to the Study at
least until Site closure. The Site shall promptly and fully
produce all data, records and information relating to the
Study to Quintiles and Sponsor and their representatives
during normal business hours, and shall assist them in
promptly resolving any questions and in performing audits
or reviews of original subject records, reports, or data
sources. Institution and Investigator agree to assist with
regulatory submissions, if necessary, subject to Sponsor
paying a reasonable fee.

The Site agrees to cooperate with the representatives of
Quintiles and Sponsor who visit the Site, and the Site
agrees to ensure that the employees, agents and
representatives of the Site do not harass, or otherwise
create a hostile working environment for, such
representatives. The Site shall use the drug, device,
product or compound being tested (the “Investigational
Product”), placebo and any comparator products provided
in connection with the Study, solely for the purpose of
properly completing the Study and shall maintain all
Investigational Product, placebo and any comparator
products in a locked, secured area at all times. Upon
completion or termination of the Study, the Site shall
return all unused Investigational Product. Sponsor owns
all Investigational Product. Unused Investigational Product
must be returned or disposed as instructed by Quintiles
and must not be sold by the Institution and/or Investigator.

PRILOHA A
PODMIENKY ZMLUVY

VSetky terminy zacinajuce velkymi pismenami su
definiciami majucimi rovnaky vyznam v celej Zmluve.

1) Vykonanie SkGSania.  Zmluvné strany tejto Zmluvy
suhlasia, ze SkuSanie bude vykonané v prisnom sulade s
Protokolom a PrislusSnymi zakonmi. SkuaSajlci skontroluje
vSetky pacientske harky (CRF), aby zabezpecil ich
spravnost a Uplnost, precita aosvoji si informacie
uvedené v prirucke pre skiSajuceho alebo v nadvode na
pouzitie zariadenia/pristroja (podla toho, ¢o sa vztahuje),
zabezpe¢i  dodrzanie  vSetkych  poziadaviek na
Informovany suhlas a schvalenie informovaného sthlasu
spolo¢nostou Quintiles a zabezpeci ziskanie vSetkych
pozadovanych posudkov a povoleni (alebo priaznivych
posudkov) od prislusnych kontrolnych Gradov a
Nezavislych Etickych Komisii. Centrum skdSania sa
zavazuje zabezpedit, aby vSetky Kklinické udaje boli
presné, Uplné a zretelné. Za kazdodenné vedenie
SkdSania zodpoveda SkusSajici, ktory tiez zodpoveda za
vySkolenie Personalu centra skdSania, dozera na jeho
pracu a zabezpecuje, aby Personal centra skdSania
dodrziaval tie Casti tejto Zmluvy, ktoré sa vztahuju na
povinnosti personalu v ramci SkdSania. SkuSajaci musi
byt spolo¢nosti Quintiles a Zadavatelovi k dispozicii na
vykonanie prac spojenych so skdSanim minimalne do
uzatvorenia Centra skuSania. Centrum skuSania bude
spolo¢nosti  Quintiles a Zadavatelovi SkuSania aich
zastupcom urychlene a kompletne odovzdavat vSetky
Udaje, zaznamy ainforméacie tykajuce sa SkudSania
v priebehu normalneho pracovného ¢asu abude im
pomahat pri rieSeni vSetkych otazok a pri vykonavani
vSetkych inSpekcii alebo kontrol origindlnych zdravotnych
zaznamov subjektov, hlaseni alebo inych zdrojovych
Udajov. SkaSajuci a Zdravotnicke zariadenie sa v pripade
potreby zavazuji pomahat pri podaniach na kontrolné
Urady za predpokladu, Ze im Zadavatel uhradi
poZadovany poplatok.

Centrum skdSania sa zavazuje spolupracovat so
zastupcami spolo€nosti Quintiles a Zadavatela pri ich
navstevach Centra skdSania a zabezpedit, aby ich jeho
zamestnanci, zastupcovia alebo personal pri navstevach
neobtazovali ani inym spdsobom nevytvarali pre tychto
zastupcov nepriatel'ské pracovné prostredie. Centrum
skuSania sa zavézuje pouzit lie€ivo, zariadenie, produkt
alebo zlu¢eninu, ktora sa skuma (“SkuSany produkt”)
placebo a vSetky porovnavacie produkty poskytnuté v
slvislosti so skuSanim vyhradne pre Uucely riadneho
vykonania SkuSania a vzdy SkusSany produkt, placebo a
vSetky  porovnavacie produkty  uchovavat na
uzamknutelnom a zabezpe¢enom mieste. Po dokon&eni
alebo zastaveni SkiSania sa Centrum skiSania zavazuje
vratit vSetok nepouzity Skdsany produkt. VSetok Skisany
produkt je majetkom Zadavatela. Nepouzity Skusany
produkt sa musi vratit alebo zlikvidovat podla pokynov
spolo¢nosti  Quintiles a Zdravotnicke zariadenie ani
SkiSajuci ho nesmu predat.
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2) Intellectual Property
Obligations:

Site agrees that Sponsor shall own all rights, interest and
titte in and to all of the following (collectively, “Sponsor
IP"):

0] all records, accounts, notes, reports and
data, collected, generated or used in
connection with the Study, whether in
written, electronic, optical or other form,
including all recorded original
observations and notations of clinical
activities such as CRFs and all other
reports and records necessary for the

evaluation and reconstruction of the
Study (collectively “Study
Documentation”); and

(i) ideas, formula, trade secrets, inventions,
discoveries, know-how, data, databases,
documentation, reports, materials,
writings, designs, computer software,
processes, principles, methods,
techniques and other information,

including patents, trade marks, service
marks, trade names, registered designs,
design rights, copyrights and any rights or
property similar to any of the foregoing in
any part of the world, whether registered,
or not, together with the right to apply for
the registration of any such rights
(collectively, “Intellectual Property”) in and
to any new indications or uses of the
Investigational Product, that are
conceived, generated or otherwise made
by the Institution, the Investigator or any
Study Site Staff (as defined below)
whether solely or jointly with others, under
or in connection with the Study.

Institution shall, and shall cause the Investigator and the
students, employees, agents or others who are engaged
by the Site in the conduct of the Study, including any sub-
investigator (collectively, the “Study Site Staff”) to, make
prompt and full disclosure to Sponsor of all Sponsor IP.
Institution hereby assigns and transfers, and shall cause
the Investigator and the Study Site Staff to assign and
transfer, without additional consideration, to Sponsor (or
its nominated designee) all their rights and title in and to
the Sponsor IP throughout the world. Institution may use
the Study Documentation and know-how generated in the
performance of this Agreement for its own (i) internal
research; or (ii) educational purposes; or (iii) subject care
purposes, provided that the restrictions with regards to
Confidential Information and publication as set forth in
Section 3 and in Attachment C are observed and adhered

2) DuSevné vlastnictvo

Povinnosti:

Centrum skuSania suhlasi, Zze Zadavatel vlastni vSetky
prava a naroky na nasledujuce polozky (dalej spolo¢ne
ako “DuSevné vlastnictvo zadavatela”):

(iii) vSetky zaznamy, vykazy, poznamky,
spravy a Udaje zozbierané, vytvorené
alebo pouzité v sivislosti so skaSanim, ¢i
uz v pisomnej, elektronickej, optickej
alebo inej forme, vratane vSetkych
zaznamenanych pévodnych poznamok a
zapisov klinickych ¢€innosti, ako s napr.
pacientske harky (CRF) a vSetky dalSie
hlasenia, spravy a zaznamy potrebné pre
vyhodnotenie a obnovu SkiSania (dalej
spolo¢ne “Dokumentéacia skisania™);
vSetky prdva na napady, vzorce,
obchodné tajomstva, vynalezy, objavy,
znalosti, daje, databazy, dokumentaciu,
spravy a hlasenia, materialy, zapisky,
navrhy aplany, pocitacovy softvér,
pracovné postupy, zasady, metody,
techniky a dalSie informacie, medzi ktoré
patria  patenty, obchodné znamky,
sluzobné znamky, obchodné mena,
registrované navrhy, prava na navrhy,
autorské prava a akékolvek vlastnicke
prava podobné ktorémukolvek z vySSie
uvedenych prav kdekolvek na svete, bez
ohladu na to, ¢&i su registrované alebo nie,
spolu s prdvom uchadzat sa o registraciu
hociktorého z tychto prav (dalej spolo¢ne
“DuSevné vlastnictvo”) na vSetky nové

(iv)

indikacie alebo pouzitia SkudSaného
produktu, ktoré boli sformulované,
vytvorené  alebo inym  spdsobom

dosiahnuté Zdravotnickym zariadenim,
SkuSajucim a  Personalom  centra
skiSania (podla definicie uvedenej
nizSie), ¢i uz samostatne alebo spolo¢ne
s inymi osobami, v ramci tohto SkuSania
alebo v suvislosti s nim.

Zdravotnicke zariadenie urychlene av plnom rozsahu
odovzda Zadavatelovi vSetko DuSevné vlastnictvo
zadavatela a zabezpeci, aby tak urobil aj Skusajdci
a vSetci Studenti, zamestnanci, zastupcovia alebo iné
osoby, ktoré Centrum skuSania zapoji do vykonavania
SkuSania, vratane vSetkych spoluskdSajacich lekarov
(dalej spolo¢ne “Persondl centra skuSania”). Zdravotnicke
zariadenie tymto bez dalSich Gvah postupuje a prenasa
vSetky svoje prava anaroky na DuSevné vlastnictvo
zadéavatela kdekolvek na svete na Zadavatela SkdSania
(alebo nim menovaného zastupcu) a zabezpedi, aby tak
urobil aj SkaSajuci a Personal centra skdsania.
Zdravotnicke zariadenie moé6ze pouzit Dokumentaciu
skuSania a znalosti ziskané pri plneni tejto Zmluvy na svoj
vlastny (i) interny vyskum, (ii) vzdelavacie ucely alebo na
(iii) poskytovanie starostlivosti subjektom SkuSania za

to. For the avoidance of doubt this does not include any | predpokladu, Ze sa budd reSpektovat a dodrziavat
rights to use Sponsor IP. obmedzenia tykajice sa  Dovernych informacii
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Upon the request and at the sole expense and exclusive
control of Sponsor, Investigator shall apply for or to join
with Sponsor (or its designee) in executing and delivering
any and all instruments necessary or reasonably useful to
enable Sponsor (or its designee) to apply for patents (and
to obtain any patent term extension, supplementary
protection certificate, divisional, validation, reissue,
continuance or renewal), like privilege or any other
protection on any of the Sponsor IP anywhere in the
world, as Sponsor (or its designee) may in its discretion
determine. Institution shall, and shall cause the
Investigator and the Study Site Staff to, execute or cause
to be executed, all papers necessary to affect the
foregoing, including assignments to Sponsor (or its
designee) as necessary or useful to vest all rights in and
to the Sponsor IP in Sponsor, without additional
consideration.

Institution shall, and shall cause the Investigator and the
Study Site Staff to, make prompt and full disclosure to
AstraZeneca of all Intellectual Property other than
Sponsor IP that is conceived, generated or otherwise
made by the Institution, the Investigator or any Study Site
Staff under or as a result of performance of obligations
under this Agreement in accordance with the Protocol
(collectively, “Institution IP”). Institution shall own all rights
and title in and to all Institution IP. Institution hereby
grants to Sponsor a non-exclusive, world-wide, perpetual,
royalty-free license, with the right to grant sub-licenses, to
use the Institution IP resulting from performance of
obligations under this Agreement in accordance with the
Protocol for any purpose.

Sponsor and Institution shall each shall retain all rights in
its respective Intellectual Property that was owner or
controlled, directly or indirectly, by it prior to the Effective
Date (the “Background Intellectual Property”). This
Agreement is not intended to and shall not infer any
license grant or assignment, whether expressed or
implied, with regard to such Background Intellectual
Property. Notwithstanding the foregoing, the Institution
hereby grants to Sponsor a perpetual, worldwide, non-
exclusive, royalty-free license, with the right to grant sub-
license, to use the Institution’'s Background Intellectual
Property to the extent required to use and exploit the
Sponsor Investigational Product and the Sponsor IP

a publikovania uvedené v ¢lanku ¢. 3 a Prilohe C. Aby
nedoSlo k pochybnostiam, takéto pouZitie nezahfha
Ziadne prava na pouzitie DuSevného vlastnictva
tykajuceho sa Skusaného produktu.

Na poziadanie Zadavatela avyluéne na jeho naklady
apod jeho kontrolou skaSajlci poda Zziadost o patenty
alebo sa spoji so Zadavatelom (alebo jeho menovanym
zastupcom) pri podpisovani a predkladani vSetkych
dokumentov potrebnych alebo primerane uzitoénych na
to, aby mohol Zadavatel (alebo jeho menovany zastupca)
podat Ziadost o patenty (a dosiahnut prediZenie platnosti
patentov, doplnkové ochranné osvedcenie, Ciastkové
opatrenie, potvrdenie platnosti, opakované vydanie,
pokracovanie alebo obnovenie), podobné vysady alebo
akukolvek inG ochranu kazdého DuSevného vlastnictva
zadavatela kdekolvek na svete tak, ako rozhodne podla
vlastného uvazenia Zadavatel (alebo jeho menovany
zastupca) a zabezpeci, aby tak urobil aj SkaSajuci a
Personal centra skuSania. Zdravotnicke zariadenie bez
dalSich (vah podpiSe alebo zabezpeéi podpisanie
vSetkych dokumentov potrebnych na ovplyvnenie vysSie
uvedenych postupov, vratane postupenia prav potrebnych
alebo uzitoénych na udelenie vSetkych narokov na
DuSevné vlastnictvo zadavatela Zadavatelovi (alebo jeho
menovanému zastupcovi) a zabezpeci, aby tak urobil aj
SkuSajuci a Personal centra skuSania.

Zdravotnicke zariadenie urychlene av plnom rozsahu
odovzda spolo¢nosti AstraZeneca vSetko dalSie duSevné
vlastnictvo mimo DuSevného vlastnictva zadavatela, ktoré
bolo sformulované, vytvorené alebo inym spdsobom
dosiahnuté Zdravotnickym zariadenim, SkdSajacim alebo
Persondlom centra skdSania vramci alebo désledkom
plnenia povinnosti podla tejto Zmluvy v suUlade
s Protokolom alebo v suvislosti s nim (dalej spolo¢ne
.DuSevné vlastnictvo  zdravotnickeho zariadenia®)
a zabezpeci, aby tak urobil aj SkuSajuci a Personal centra
skdSania. Vlastnikom vSetkych prav anarokov na
DuSevné vlastnictvo zdravotnickeho zariadenia je
Zdravotnicke zariadenie. Zdravotnicke zariadenie tymto
Zadavatelovi udeluje nevyhradnu, celosvetovl, trvall
a bezplatnd licenciu s pravom udelovat sublicencie na
pouzitie DuSevného vlastnictva zdravotnickeho zariadenia
vytvoreného v rdmci alebo désledkom plnenia povinnosti
podla tejto Zmluvy v sulade s Protokolom na akékolvek
Gcely.

Zadavatel a Zdravotnicke zariadenie si ponechavaju
vSetky svoje prava na duSevné vlastnictvo, ktoré priamo
alebo nepriamo vlastnili alebo nad ktorym mali kontrolu
pred Datumom Uucinnosti tejto Zmluvy (dalej “Pdvodné
duSevné vlastnictvo”). Tato Zmluva nezamysla udelit
a ani sa na jej zaklade nema odvodzovat Ziadne udelenie
ani postupenie licencie, ¢& uz vyslovné alebo
predpokladané, na toto Pdévodné duSevné vlastnictvo.
Napriek vySSie uvedenému, Zdravotnicke zariadenie
tymto Zadavatelovi udeluje nevyhradnu, celosvetovd,
trval( a bezplatnu licenciu s pravom udelovat’ sublicencie
na pouzitie Pdévodného duSevného vlastnictva
zdravotnickeho zariadenia vytvoreného vramci alebo
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Agreement in accordance with the Protocol and the
license grant under this Section 2.

3) Confidential Information. For the purposes of this
Agreement, all verbal, written or electronic information
(including, but not limited to, documents, descriptions,
data, CRFs, photographs, videos and instructions), and
materials (including, but not limited to, the Investigational
Product and comparator products), of Quintiles or
AstraZeneca, whether of a technical, business or other
nature, including information that relates to AstraZeneca’s
trade  secrets, products, promotional material,
developments, proprietary rights or business affairs,
together with any Sponsor IP and all other information,
data and results collected, prepared, developed or
generated by the Institution, the Investigator and any other
person pursuant to or in contemplation of this Agreement,
including this Agreement (hereinafter, the “Confidential
Information”) shall be the property of Sponsor.
Confidential Information does not include any information
that:

a) the Institution or the Investigator can prove was
known to it, him or her prior to the date of this
Agreement and was not subject to any
confidentiality restrictions;

b) the
Institution or the Investigator can prove was
lawfully obtained from a third party without breach
of any obligation of confidentiality; or

c) is or becomes part of the public domain through
no act or violation of any obligation of the
Institution or the Investigator.

For the avoidance of doubt, in the event that Sponsor or
Quintiles lists or discloses any information relating to the
Investigational Product or the Study in a clinical trial
registry(ies) or clinical results database(s), any aspects or
details of Confidential Information concerning the
Investigational Product or the Study that are not listed or
disclosed in such registry(ies) or database(s) shall not be
deemed to be or become part of the public domain.

3.1 Non-Disclosure . For a period of ten (10) years
after the expiration or termination of this Agreement, the
Institution and the Investigator shall keep Confidential
Information strictly confidential and shall not, without
Sponsor’s prior written consent or as may be permitted by
this Agreement, disclose to any third party any
Confidential Information, and shall use such Confidential
Information solely for purposes of performing its
obligations under this Agreement. The Institution shall
restrict the dissemination of Confidential Information to
only those persons within its organization who have a
need to know, and shall ensure that they are aware of the
obligation of confidentiality required by this Agreement

s Protokolom vrozsahu poZadovanom na pouZitie
a zuzitkovanie SkuSaného produktu Zadavatela
a DuSevného vlastnictva zadavatela a licencie udelenegj
podla tohto ¢lanku ¢&. 2.

3) Doverné informécie. Pre Gcely tejto Zmluvy su vSetky
Ustne, pisomné alebo elektronické informéacie (vratane
dokumentov, popisov, Udajov, CRF, fotografii, videi
a pokynov, ale bez obmedzenia na ne) a materialy
(vratane SkuSaného produktu a komparatorov, ale bez
obmedzenia na ne) spolocnosti Quintiles alebo
AstraZeneca, €i uz technickej, obchodnej alebo inej
povahy, vratane informacii, ktoré sa tykaju obchodnych
tajomstiev, produktov, propaga¢nych materialov, vyvoja,

vlastnickych  prav  alebo  obchodnych  zalezitosti
spolo¢nosti  Quintiles alebo AstraZeneca, spolu so
vSetkymi vynalezmi, rozpracovanymi produktmi

a vSetkymi dalSimi informéaciami, Gdajmi a vysledkami
zozbieranymi, pripravenymi, vyvinutymi alebo vytvorenymi
Zdravotnickym zariadenim, SkuSajucim alebo inymi
osobami podfa tejto Zmluvy alebo zamysSlanymi touto
Zmluvou, vratane tejto Zmluvy samotnej (dalej ,Déverné
informéacie*) st majetkom Zadavatela. Medzi Dbéverné
informacie nepatria Ziadne z nasledujicich informaci:

a) informécie, o ktorych Zdravotnicke zariadenie
alebo SkuSajuci méze dokazat, ze im boli zname
pred datumom  G€innosti  tejto  Zmluvy
a nepodliehali Ziadnym obmedzeniam tykajicim
sa ich dévernej povahy;

b) informacie, o ktorych Zdravotnicke zariadenie
alebo SkuSajuci méze dokazat, Zze ich zdkonnym
spbsobom ziskali od tretej osoby bez poruSenia
povinnosti utajenia Dévernych informacif;

c) informécie, ktoré su alebo sa stand verejne
pristupnymi bez pri¢inenia alebo poruSenia
niektorej povinnosti Zdravotnickeho zariadenia
alebo skusajtceho.

Aby nedoSlo k pochybnostiam, v pripade, ze Zadavatel
alebo spolo¢nost Quintiles uvedie alebo odhali akékolvek
informacie tykajice sa SkuSaného produktu alebo
SkuSania v registri klinickych skuaSani alebo databaze
vysledkov klinickych skaSani, vSetky aspekty alebo
podrobnosti o Dévernych informéaciach tykajucich sa
SkudSaného produktu alebo SkdSania, ktoré v takychto
registroch alebo databdzach nie sO uvedené, sa
nepovazuju za verejne pristupné.

3.1 Neodovzdavanie informacii Zdravotnicke
zariadenie a SkuSajuci nebude bez predchadzajiceho
pisomného siUhlasu Zadavatela alebo pripadov
povolenych touto Zmluvou po dobu desat (10) rokov od
ukonéenia alebo vypovedania tejto Zmluvy odovzdavat
Ziadnej tretej osobe Ziadne Doéverné informacie a tieto
Déverné informacie pouzije len pre ucely splnenia svojich
povinnosti podla tejto Zmluvy. Zdravotnicke zariadenie
obmedzi Sirenie Doévernych informécii len na tie osoby
vramci svojej organizacie, ktoré ich potrebujua vediet
a zabezpeci, aby si tieto osoby uvedomovali svoju
povinnost utajenia Dévernych informéacii podla tejto
Zmluvy aaby boli viazané rovnakou povinnostou ich
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and are similarly bound. The Institution and the
Investigator shall use at least the same care and
discretion in maintaining the confidentiality of the
Confidential Information as each uses with its most
sensitive confidential information. Site agrees to maintain
the Confidential information in a secure facility, taking
commercially reasonable steps to protect the information
from unauthorized use, access and disclosure. The
Institution or the Investigator, as applicable, shall notify
Quintiles and Sponsor immediately upon the Institution’s
or the Investigator’'s discovery of any loss or compromise
of the Confidential Information. Upon the termination or
expiration of this Agreement or upon Sponsor’'s earlier
request, the Institution or the Investigator shall promptly
return to Quintiles all Confidential Information, provided
that the Institution shall have the right to retain, subject to
the other provisions of this Section 3.2, the original copies
of each Subject’s primary medical records.

3.2 External Discussions.  The Institution and the
Investigator agree that, by entering into this Agreement,
they have assumed a relationship of trust and confidence
with Sponsor pursuant to which the Institution and the
Investigator will have access to Confidential Information.
Accordingly, the Institution and the Investigator agree
that, except as expressly permitted under this Section 3 or
Attachment C, they shall not discuss the Study or the
Investigational Product with any person for any reason
and shall not express any opinion that is informed, in
whole or in part, whether directly or indirectly, by access
to the Confidential Information. For the avoidance of
doubt, neither the Institution nor the Investigator shall
discuss the Study or the Investigational Product with any
financial, securities or industry analyst or with the media.

3.3 Exceptions to Non-Disclosure. If the Institution or
the Investigator are legally required to disclose
Confidential Information or results of the Study, the
Institution or the Investigator, as applicable, shall promptly
notify Sponsor in writing, but no less than three (3)
business days, prior to making the required disclosure. If
such disclosure is required pursuant to a lawful judicial or
government order, the Institution and the Investigator shall
permit Sponsor to defend against any such order of
disclosure and the Institution shall assist in such defense
to the extent permitted by Applicable Laws. If the
Institution or the Investigator is thereafter or otherwise
required to disclose any Confidential Information, the
Institution or the Investigator, as applicable, shall craft
such disclosure as reasonably requested by Sponsor so
that such disclosure shall contain only such Confidential
Information as is required by Applicable Laws. Nothing
contained herein shall prohibit the Institution or the
Investigator from immediately disclosing results of the
Study to the extent necessary to prevent or mitigate a
serious health hazard; provided, however, that the
Institution or the Investigator, as applicable, shall notify
Sponsor prior to making such a disclosure and

utajenia. Zdravotnicke zariadenie a SkuUSajuci vynaloZzia
pri dodrziavani povinnosti utajenia Dévernych informacii
minimalne rovnaké Usilie a diskrétnost, ak( kazdy z nich
vynaklada pri ochrane svojich najcitlivejSich Dovernych
informacii. Centrum skdSania suhlasi, Ze bude Dbéverné
informéacie uchovavat v bezpe¢nom prostredi a podnikne
odoévodnené kroky k zabezpecéeniu informacii pred
nedovolenym pouzitim, pristupom alebo odhalenim.
Zdravotnicke zariadenie alebo Skisajdci, podla toho, na
koho sa to vztahuje, budd spolocnost Quintiles
a Zadavatela okamzite informovat, ked zistia akukolvek
stratu alebo ohrozenie Dévernych informacii. Po ukon&eni
alebo vypovedani tejto Zmluvy alebo na poZiadanie
Zadavatela, ak o to poziada skor, Zdravotnicke zariadenie
alebo SkuSajaci urychlene vréatia spolo€nosti Quintiles
vSetky Ddverné informécie, pricom pri dodrzani dalSich
ustanoveni tohto ¢lanku ¢€. 3.2 ma Zdravotnicke
zariadenie pravo ponechat si origindly primarnej
zdravotnej dokumentacie kazdého subjektu.

3.2 Externa diskusia . Zdravotnicke zariadenie
a SklUSajici suhlasia, Ze uzatvorenim tejto Zmluvy
vstupuju so Zadavatelom do vztahu zalozenom na dbvere
a dbvernosti, na zaklade ktorého bude mat Zdravotnicke
zariadenie a SkuSajuci pristup k Dévernym informaciam.
V sulade stym sa Zdravotnicke zariadenie a SkuSajuci,
okrem pripadov vyslovne povolenych tymto ¢lankom €. 3
alebo Prilohou C, zavazuju nediskutovat o Skusani a o
SkudSanom produkte s akoukolvek osobou z hocijakého
doévodu a vyjadrovat akékolvek néazory, ktoré ciastocne
alebo dplne vychadzaja  zpristupu  k Dévernym
informaciam. Aby nedoslo k pochybnostiam, Zdravotnicke
zariadenie ani SkGSajuci nebudd o skdSani alebo
0 SkdSanom produkte diskutovat so ziadnymi finanénymi,
bezpe¢nostnymi  alebo odbornymi  analytikmi ani
s médiami.

3.3 Vynimky z neodovzdavania informacii . Ak sa
od Zdravotnickeho zariadenia alebo skuSajuceho bude
pozadovat odovzdanie Dovernych informacii alebo
vysledkov SkuSania na zaklade zakona, Zdravotnicke
zariadenie alebo SkuSajuci (podfa toho, ¢o sa vztahuje)
bude otom urychlene pisomne informovat Zadavatela,
najneskor vsak tri (3) pracovné dni, predtym, nez odovzda

pozadované informacie. Ak sa takéto odovzdanie
informacii pozaduje na zaklade platného sudneho
rozhodnutia alebo  rozhodnutia  Statneho  dradu,
Zdravotnicke zariadenie a Skusajuci umoznia
Zadavatelovi branit sa proti takémuto prikazu na
odovzdanie informécii a Zdravotnicke zariadenie
Zadavatelovi vtakejto obrane poméze v rozsahu
povolenom  PrisluSnymi  zakonmi. Ak sa od

Zdravotnickeho zariadenia alebo skuSajuceho pozaduje
odovzdanie Dévernych informécii inokedy alebo inym
sposobom, Zdravotnicke zariadenie alebo SkiSajuci
(podra toho, ¢o sa vztahuje) vypracuje takéto odovzdanie
informacii podla primeranych poziadaviek Zadavatefla tak,
aby takéto odovzdanie obsahovalo len tie Ddéverné
informéacie, ktoré st pozadované PrisluSnymi zakonmi.
Ni¢ ztoho, ¢o je uvedené vtejto Zmluve, nezakazuje
Zdravotnickemu zariadeniu alebo sklSajicemu okamZite
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immediately after it has made such a disclosure

3.4 Use of Name. None of the Institution, Investigator or
Quintiles shall mention or otherwise use the name,
trademark, trade name or logo of any other party, or
Sponsor, in any publication, press release or promotional
material with respect to the Study without the prior written
approval of such party; provided however that Quintiles
and Sponsor shall have the right to identify the Institution
as the site at which the Study is being conducted and the
responsible Investigator and Study site staff and to use
the Institution and Investigator's name in any Sponsor
Study recruitment activities.

4) Publication Any publication of the results of the Study
shall be in accordance with the terms set forth in
Attachment C to this Agreement.

5) Inspection and Debarment . When given reasonable
notice, the Site agrees to allow authorized Quintiles,
Sponsor or regulatory authority personnel direct access to
the Site’s records relating to the Study, including subject
medical records, for monitoring, auditing, and inspection
purposes and to all facilities used by Site to conduct the
Study. The Site shall immediately notify Quintiles of, and
provide Quintiles 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 Site’s facilities,
and the Site shall permit Quintiles and Sponsor to attend
any such inspections. The Site will make reasonable
efforts to separate, and not disclose, all Confidential
Information that is not required to be disclosed during
such inspections. Quintiles and/or AstraZeneca shall have
the right to review and approve in advance any responses
that pertain to the Study. No such response shall contain
any false or misleading information with respect to the
Study, the Investigational Product, Quintiles or
AstraZeneca. For fifteen (15) years after the completion
by Institution and Investigator of all obligations in the
conduct of the Study, or the early termination of the Study,
the Institution and the Investigator shall prepare, maintain
and retain complete, current, accurate, organized and
legible Study Documentation and medical records of all
subjects in a manner acceptable for the collection of data
for submission to, or review by, the FDA and other
regulatory or governmental authorities, and in full
compliance with the Protocol and all Applicable Laws and
shall take measures to prevent accidental or premature
destruction of these documents. If the Investigator leaves
an institution, then responsibility for maintaining Study
records shall be determined in accordance with applicable
regulations. If Investigator or a sub-investigator leaves an
institution or otherwise changes addresses, he or she

odovzdat’ vysledky SkiSania v rozsahu nevyhnutnom na
to, aby sa zabranilo vaznemu zdravotnému riziku alebo
aby sa takéto riziko zmiernilo, avSak za predpokladu, Ze
Zdravotnicke zariadenie alebo SkaSajuci (podra toho, ¢o

sa vztahuje) bude Zadavatela informovat pred
odovzdanim takychto informacii a okamzite po ich
odovzdani.

3.4 Pouzitie ~mena. Zdravotnicke zariadenie,

Skdsajaci, spoloénost Quintiles ani Zadavatel nesmu
uvadzat ani inak pouzivat nazvy, mena, obchodné
znacky, obchodné nazvy alebo logéa inej zmluvnej strany
v publikaciach, tlac¢ovych oznamoch alebo propagaénych
materialoch tykajucich sa SkuSania bez
predchadzajuceho pisomného suhlasu dotknutej zmluvnej
strany; s vynimkou Zadavatela, ktory ma pravo uvadzat
Zdravotnicke zariadenie ako centrum, na ktorom sa
vykonava SkuaSanie spolu so zodpovednym SkuSajucim
a Persondlom centra sk(Sania apouzivat nazov
Zdravotnickeho zariadenia ameno skuSajuceho pri
aktivitach Zadavatela spojenych s ndborom subjektov.

4) Publikacie. VSetky publikacie vysledkov SkuSania sa
budi( riadit podmienkami uvedenymi v Prilohe C tejto
Zmluvy.

5) Kontrola a vyla €enie. Za predpokladu, Ze o tom bude
Centrum skdSania informované v dostatoénom predstihu,
zavazuje sa umoznit opravnenym zastupcom spolo¢nosti
Quintiles, Zadavatela, alebo kontrolnych dradov priamy
pristup k zadznamom Centra tykajicim sa SkudSania,
vratane zdravotnych zaznamov subjektov, pre Ucely
sledovania, inSpekcie a kontroly. Centrum skiSania bude
okamzite informovat spoloénost Quintiles o vSetkych
poziadavkach, koreSpondencii a  komunikacii s
akymikolvek Statnymi alebo kontrolnymi Gradmi tykajlcej
sa SkdSania a poskytne z nich spoloénosti Quintiles kopie,
vratane poziadaviek na inSpekciu priestorov Centra
skuSania (ale bez obmedzenia na ne) a Centrum umozni
zastupcom spolo¢nosti Quintiles a Zadavatela, aby sa
takychto inSpekcii zu&astnili. Centrum skiSania vynaloZzi
primerané Usilie na to, aby oddelilo a neodovzdavalo
akékolvek Dbéverné informacie, ktorych odovzdanie pri
takychto inSpekciach nie je pozadované. Spolo¢nost
Quintiles alebo AstraZeneca maju pravo kontrolovat
a vopred schvalovat vSetky odpovede, ktoré sa vztahuju
na toto Ski3anie. Ziadna takato odpoved nesmie
obsahovat Ziadne nepravdivé alebo zavadzajuce
informéacie o skdSani, SkuSanom produkte, spolo¢nosti
Quintiles alebo AstraZeneca. Patnast (15) rokov potom,
¢o si Zdravotnicke zariadenie a SkuSajlci splnia vSetky
svoje povinnosti pri vykonavani SkdSania alebo od
predéasného zastavenia SkuSania bude Zdravotnicke
zariadenie a SkuSajuci pripravovat, viest a udrziavat
v kompletnom, aktualnom, spravnom, organizovanom
a Citatelnom stave Dokumentaciu skuSania a zdravotné
zaznamy vSetkych subjektov spésobom akceptovatelnym
pre zber udajov do podani na Urad pre potraviny a lieky
(FDA) Spojenych Statov americkych alebo iné kontrolné
a Statne Grady alebo pre ich kontrolu, pri plnom dodrzani
Protokolu a vSetkych PrisluSnych zakonov a podnikni
opatrenia proti nahodnému alebo pred€asnému zni€eniu

]
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shall promptly notify Sponsor and Quintiles of his or her
new address. The Site 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 Site shall notify Quintiles immediately
if any such investigation, disqualification, debarment, or
ban occurs. If during the term of this Agreement or within
two (2) years of the termination of this Agreement,
Investigator is a member of a committee that sets
formularies or develops clinical guidelines, Investigator will
disclose to such committee the existence and nature of
this Agreement and will follow the procedures set forth by
the committee.

6) Termination. The Study may be terminated or
suspended by AstraZeneca, Quintiles or the Institution
immediately upon written notice to the other for safety
concerns or as otherwise required by Applicable Laws.
Quintiles or Sponsor may terminate this Agreement in its
sole discretion on ten (10) days’ advance writtne notice to
the Institution. The Site may terminate upon written notice
if circumstances beyond the Site’s reasonable control
prevent the Site from completing the Study, or if the Site
reasonably determines that it is unsafe to continue the
Study. Upon receipt of notice of termination, the Site shall
immediately cease any subject recruitment and
enrollment, follow the specified termination procedures,
ensure that any required subject follow-up procedures are
completed, and make all reasonable efforts to minimize
further costs, and Quintiles shall make a final payment for
visits or milestones properly performed pursuant to this
Agreement in the amounts specified in the Attachment B;
provided, however, that ten percent (10%) of this final
payment will be withheld until final acceptance by Sponsor
of all subject CRF pages and all data clarifications issued
and satisfaction of all other applicable conditions set forth
in the Agreement. Neither Quintiles nor Sponsor shall be
responsible to the Site for any lost profits, lost
opportunities, or other consequential damages. |If a
material breach of this Agreement appears to have
occurred and termination may be required, then, except to
the extent that subject safety may be jeopardized,
Quintiles may suspend performance of all or part of this
Agreement, including, but not limited to, subject
enrollment provided that Institution is given written notice
of the nature of the default and an opportunity to cure
such default within a period of five (5) days after the giving
of notice. In the event of termination of this Agreement by
either of the parties, the parties shall use their best efforts
to minimise any inconvenience or harm to any Subjects in
the Study.

tychto dokumentov. Ak SkuaSajuci zo Zdravotnickeho
zariadenia odide, zodpovednost za udrZiavanie zaznamov
SkdSania sa ur€i v sulade s prislusSnymi predpismi. Ak
niektory Skusajuci alebo spoluskusajuci Z0
Zdravotnickeho zariadenia odide alebo inym sp6sobom
zmeni adresu, musi urychlene informovat Zadavatela
a spolo¢nost’ Quintiles o svojej novej adrese. Centrum
skuSania vyhlasuje a zarucuje, Ze samotné Centrum ani
jeho zamestnanci, zastupcovia alebo iné osoby
vykonavajuce SkuSanie pod jeho vedenim neboli
vylu¢ené, diskvalifikované ani im nebol udeleny zékaz
vykonavania klinickych skdSani, ani nie s predmetom
vySetrovania akéhokolvek Statneho alebo kontrolného
Uradu vo veci vyluenia alebo podobného uradného
postihu v akejkolvek krajine a Centrum ski(Sania bude
okamzite informovat spolo¢nost Quintiles, ak sa takéto
vySetrovanie, diskvalifikacia, vyli¢enie alebo zakaz
¢innosti vyskytne. Ak bude SkdsSajuci pocas doby platnosti
tejto Zmluvy alebo do dvoch (2) rokov od jej ukonéenia
¢lenom nejakej komisie, ktora zostavuje liekopisy alebo
vypracovava klinické smernice, SkaSajlci takejto komisii
oznami existenciu apovahu tejto Zmluvy a bude
postupovat podla pokynov komisie.

6) Vypovedanie. Toto SkuSanie mbze okamzite ukongit
alebo pozastavit AstraZeneca, spolo¢nost Quintiles alebo
Zdravotnicke zariadenie doru¢enim pisomnej vypovede
druhej zmluvnej strane z dévodu obav o bezpeénost
subjektov alebo zinych dbvodov, ak je ukoncenie
pozadované PrisluSnymi zakonmi. Spolo¢nost Quintiles
alebo Zadavatel mézu ukonéit platnost tejto Zmluvy
vyhradne na zéklade vlastného uvazenia pisomnou
vypovedou Zdravotnickemu zariadeniu s desat (10)
driovou vypovednou lehotou. Centrum skdSania mdze
ukonéit' platnost’ tejto Zmluvy pisomnou vypovedou, ak
mu okolnosti mimo jeho primeranej kontroly zabranuju
v dokonéeni SklSania, alebo ak Centrum skiSania
dospeje k odévodnenému zaveru, Zze pokracovanie
vskdSani nie je bezpe¢né. Po prevzati pisomnej
vypovede Centrum skdSania okamzite zastavi nabor
a zaradovanie subjektov do SkuSania, dodrzi postupy
definované pre ukoncenie SkuSania, zabezpedi, aby boli
vykonané vSetky pozadované kontrolné vySetrenia
subjektov a vynalozi primerané Usilie na minimalizovanie
dalSich nakladov. Spolo¢nost’ Quintiles poukaze poslednu
platbu za vykonané navstevy alebo iné vykony riadne
dokoncené v sulade s touto Zmluvou vo vySke stanovenej
v Prilohe B s podmienkou, Ze desat percent (10%) tejto
poslednej platby bude zadrzanych az do konecného
schvélenia vSetkych stranok pacientskych harkov (CRF) a
vSetkych dodatoénych potvrdeni k idajom Zadavatelom a
splnenia vSetkych dalSich podmienok stanovenych
Zmluvou. Ani spolo¢nost Quintiles ani Zadavatel nerucia
Centru skdSania za akykolvek usly zisk, stratu prilezitosti
alebo iné nasledné Skody. Ak sa javi, Ze nastalo
podstatné poruSenie tejto Zmluvy a je potrebné jej
ukoncenie, mdZe spolocnost Quintiles ciastocne alebo
Uplne pozastavit plnenie tejto Zmluvy mimo rozsahu, v
ktorom by bola ohrozena bezpecnost subjektov, vratane
naboru subjektov (ale bez obmedzenia nan) za
predpokladu, Zze Zdravotnicke zariadenie dostane
pisomné vyrozumenie o0 povahe poruSenia/neplnenia
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7) Indemnification by Sponsor. Indemnification by
AstraZeneca is covered in a separate indemnification
letter. If Institution and/or Investigator or any subject seeks
reimbursement for subject injury, Institution and/or
Investigator will promptly turn the matter over to Sponsor
for handling.

8) Indemnification by the Institution The Institution
shall defend, indemnify and shall release Quintiles,
Sponsor, their affiliates and their respective officers,
directors, partners, employees and agents (collectively,
the “Sponsor Indemnified Parties”) from and against any
and all liability, claim, loss, damages and expense
(including lawyers’ fees and costs of suit) (collectively,
“Losses”) incurred by them in connection with any and all
third party suits, investigations, claims or demands to the
extent caused by or arising out of the negligence or willful
misconduct of, or a breach of this Agreement by the
Institution and/or Investigator, including the negligence or
willful misconduct of the Institution, the Investigator or any
other person who assists in conducting the Study, in
performing their obligations under this Agreement or the
failure of the Institution, the Investigator or any other
person who assists in conducting the Study, to comply
with the provisions of this Agreement, the Protocol or any
written instructions of Quintiles or Sponsor or their
designee concerning the Study. Notwithstanding the
foregoing, the Institution shall have no obligation pursuant
to this Agreement to defend, indemnify or shall release a
Sponsor Indemnified Party from any Losses to the extent
caused by a breach of this Agreement by an Sponsor
Indemnified Party or by such entity/person’s negligence or
willful misconduct.

9) Insurance Sponsor maintains contractual liability
coverage with sufficient limits to cover their obligations
under the study. Institution agrees to maintain liability
insurance sufficient to cover the indemnification
obligations of this Agreement.

10) Financial Disclosure If Quintiles or Sponsor
provides financial disclosure forms to the Site pursuant to

podmienok  Zmluvy a prilezitost napravit takéto
porusenie/neplnenie v priebehu piatich (5) dni od vydania
takéhoto vyrozumenia. V pripade ukoncenia platnosti
Zmluvy ktoroukolvek zmluvnou stranou vynalozia zmluvné
strany maximalne Usilie na to, aby minimalizovali
akékolvek tazkosti alebo ujmu spbésobenu ktorymkolvek
subjektom SkiSania.

7) Odskodnenie Zadavate lom. Odskodnenie
spolo¢nostou AstraZeneca je upravené v samostatnom
liste o odSkodneni. Ak bude Zdravotnicke zariadenie
alebo SkuSajuci alebo ktorykolvek subjekt SkuSania
Ziadat o ziskanie odSkodnenia za ujmu na zdravi
subjektu, Zdravotnicke zariadenie alebo SkiSajuci
urychlene odovzdaju zalezitost na rieSenie Zadavatelovi.

8) Odskodnenie Zdravotnickym zariadenim

Zdravotnicke zariadenie bude branit, zbavi zodpovednosti
a uvolni spolo€nosti Quintiles, Zadavatela, ich dcérskych
spolo¢nosti a veducich pracovnikov, riaditelov, partnerov,

zamestnancov a zastupcov kazdého znich (dalej
spoloéne  “Zmluvné strany Zadavatela zbavené
zodpovednosti“) voc¢i kazdej zodpovednosti, Zalobam,

stratam, Skodam a vydavkom (vratane pravnych poplatkov
anakladov na sudny proces) (dalej spolo¢ne ako

LStraty), ktoré im vzniknl v suvislosti s akymikolvek
sudnymi procesmi s tretimi osobami, vySetrovanim,
Zalobami alebo néarokmi a poziadavkami v rozsahu,
vakom boli spbdsobené alebo vznikli v dosledku

zanedbania alebo umyselne nespravneho konania alebo
poruSenia tejto Zmluvy zo strany Zdravotnickeho
zariadenia alebo skdSajuceho, vratane zanedbania alebo
Umyselne  nespravneho  konania  Zdravotnickeho
zariadenia, skuSajuceho, alebo akejkolvek inej osoby,
ktora pomaha pri vykonavani SkSania, pri plneni ich
povinnosti podla tejto Zmluvy, alebo nedodrzanim
ustanoveni tejto Zmluvy, Protokolu a vSetkych pisomnych
pokynov spolo¢nosti Quintiles, Zadavatela, alebo ich
zastupcov  tykajucich sa  SkOSania, zo strany
Zdravotnickeho zariadenia, skSajuceho, alebo
akejkolvek inej osoby, ktord& poméaha pri vykonavani
SkdSania. Napriek vySSie uvedenému, Zdravotnicke
zariadenie nema podla tejto Zmluvy zZiadnu povinnost
branit, zbavit zodpovednosti a uvolni niektord zmluvnu
stranu  Zadavatela zbavend zodpovednosti proti
akymkolvek Stratam v rozsahu, v ktorom boli spésobené
poruSenim tejto Zmluvy niektorou Zmluvnou stranou
Zadavatela zbavenou zodpovednosti, alebo zanedbanim
¢i umyselne nespravnym konanim takejto pravnickej alebo
fyzickej osoby.

9) Poistenie. Zadavatel udrziava poistné krytie svojej
zmluvnej zodpovednosti s dostatoénymi limitmi na
pokrytie  svojich povinnosti v ramci SkusSania.
Zdravotnicke zariadenie sa zavazuje udrziavat poistné
krytie v dostato€nej vySke na pokrytie svojich povinnosti
tykajucich sa zbavenia zodpovednosti podla tejto Zmluvy.

10) Finan €éné prehlasenie . Ak spolo¢nost Quintiles alebo
Zadavatel doruc¢i Centru skdSania formulare na finanéné
prehlasenie v sllade s poziadavkami kontrolnych Uradov

U.S. regulatory requirements, then the Site agrees that, | plathymi v Spojenych Statoch americkych, Centrum
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for each listed or identified investigator or subinvestigator
who is directly involved in the treatment or evaluation of
research subjects, it shall promptly return to Quintiles a
financial disclosure form that has been completed and
signed by such investigator or subinvestigator, which shall
disclose any applicable interests held by those
investigators or subinvestigators or their spouses or
dependent children. Quintiles may withhold payments if it
does not receive a completed form from each such
investigator and subinvestigator. The Investigator shall
ensure that all such forms are promptly updated as
needed to maintain their accuracy and completeness
during the Study and for one (1) year after its completion.
The Site agrees that the completed forms may be subject
to review by governmental or regulatory agencies,
Sponsor, Quintiles, and their agents, and the Site
consents to such review. The Site further consents to the
transfer of its financial disclosure data to the Sponsor’s
country of origin, and to the U.S., even though data
protection may not exist or be as developed in those
countries as in the Site’s own country.

11) Collection and handling and Shipping of
Biological Materials, Dangerous Goods and Infectiou S
Materials. Each party shall ensure that any collection of,
handling, transportation and retention of any human
biological materials, including but not limited to blood,
body tissue, plasma and any other material containing
human cells (“Biological materials”) is carried out in
accordance with the Protocol, Informed Consent and
Applicable Laws. Institution agrees and acknowledges
that Sponsor may use the Biological materials to conduct
research that exceeds or differs from the research
specified in the Protocol, including genetic research,
subject to proceeding in accordance with informed
consent and all applicable laws.

The Site is responsible for ensuring that each individual
who packages or handles any dangerous goods or
infectious materials for shipping from the Site complies
with Applicable Laws.

12) Additional Contractual Provisions. This
Agreement, including these Terms and Conditions,
constitutes the sole and complete agreement between the
parties and replaces all other written and oral agreements
relating to the Study. No amendments or modifications to
this Agreement shall be valid unless in writing and signed
by all the parties. Failure to enforce any term of this
Agreement shall not constitute a waiver of such term. |If
any part of this Agreement is found to be unenforceable,
the rest of this Agreement will remain in effect. This
Agreement shall be binding upon the parties and their
successors and assigns. The Site shall not assign or
transfer any rights or obligations under this Agreement
without the written consent of Quintiles. Upon Sponsor’s

skuSania sa zavazuje urychlene odovzdat spoloc¢nosti
Quintiles formular finanéného prehladsenia za kazdého
uvedeného alebo identifikovaného skuSajliceho alebo
spoluskuSajuceho priamo zapojeného do liecby alebo
vyhodnocovania subjektov SkiUSania, podpisané a
vyplnené tymito SkdSajucimi alebo spoluskisajacimi, kde
budd uvedené vSetky relevantné finanéné zaujmy tychto
SkuSajucich alebo  spoluskiSajucich  ako aj ich
manzelov/imanzeliek a vyzivovanych deti. Ak spolo¢nost
Quintiles nedostane vyplneny formular finanéného
prehlasenia za kazdého skusajlceho a spoluskisajticeho,
mdze odmietnut poukazat platby za SkdSanie. Skusajici
zabezpeéi, aby boli takéto formulare finanéného
vyhlasenia podla potreby aktualizované tak, aby bola
zachovana ich spravnost a Uplnost pocas celého
SkuSania a jeden (1) rok po jeho dokonéeni. Centrum
skiSania suhlasi s tym, Ze tieto formulare finanéného
vyhlasenia mdézu podliehat kontrolam zo strany Statnych a
kontrolnych Uradov, Zadavatela, spolo¢nosti Quintiles a
ich zastupcov a s takouto kontrolou suhlasi. Centrum
skiSania dalej suhlasi s prenosom svojich finanénych
Udajov do krajiny pbvodu Zadavatela a do Spojenych
Statov americkych, ak sa Centrum skdSania nachadza
mimo Uzemia Spojenych Statov americkych, aj ked tu nie
je zabezpec€end ochrana osobnych Udajov alebo je na
nizSej Urovni, nez v domacej krajine Centra skusania.

11) Zber, manipulacia a preprava biologického,
nebezpe éného a infek €éného materidlu. Kazda zmluvna
strana zabezpeci, aby sa vSetok zber, manipulacia,
preprava a skladovanie fudského biologického materialu,
vratane krvi, tkaniv, plazmy a vSetkych dalSich materialov
s obsahom ludskych buniek, ale bez obmedzenia na ne
(dalej “Biologicky material”)  vykonaval v sulade
s Protokolom, Informovanym sudhlasom a PrisluSnymi
zakonmi. Zdravotnicke zariadenie suhlasi a potvrdzuje, ze
Zadavatel mdze pouzit Biologicky material na vykonanie
vyskumu, ktory presahuje rozsah vyskumu popisaného
v Protokole alebo sa od neho [iSi, vratane genetického
vyskumu za predpokladu, Zze bude postupovat v sulade
s Informovanym sthlasom a PrisluSnymi zakonmi.

Centrum skiSania je povinné zabezpedit, aby kazda
osoba, ktora bali akykolvek nebezpeény alebo infekény
materidl alebo snim inak manipuluje pri preprave
z Centra skuSania, dodrziavala Prislusné zakony.

12) Dalsie zmluvné ustanovenia. Tato Zmluva vratane
tychto podmienok predstavuje jediné a Gplné ujednanie
medzi zmluvnymi stranami v tejto veci a nahradza vSetky
dalSie pisomné alebo Ustne dohody o tomto skiSani.
VSetky zmeny a doplnky tejto Zmluvy su platné len v
pisomnej forme a po podpise oboma zmluvnymi stranami.
Nevymahanie akejkolvek podmienky tejto Zmluvy nema
byt interpretované ako zrieknutie sa tejto podmienky. Ak
sa ktorakolvek ¢&ast tejto Zmluvy ukaze ako
nevymahatelnd, zostava zvySok tejto Zmluvy platny a
Gginny. Tato Zmluva je zavazné pre zmluvné strany a ich
naslednikov a nastupcov. Centrum skiSania nesmie
postupit ani presunudt Ziadne zo svojich prav a povinnosti
podla tejto Zmluvy bez predchadzajuceho pisomného
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request, Quintiles may assign this Agreement to Sponsor
or to a third party, and Quintiles shall not be responsible
for any obligations or liabilities under this Agreement that
arise after the date of the assignment, and the Site shall
consent to such an assignment. Site will be given prompt
notice of such assignment by the assignee. The terms of
this Agreement that contain obligations or rights that
extend beyond the completion of the Study shall survive
termination or completion of this Agreement. This
Agreement shall be interpreted under the laws of the state
or province and country in which such Site conducts the
Study.

13) Disclaimer. Quintiles does hereby disclaim any and
all representations and warranties, whether written or oral,
or express or implied, with respect to the Investigational
Product, including any representation or warranty of
quality, performance, merchantability or fitness for a
particular use or purpose, or that the use of the
Investigational Product for purposes other than specified
in this Agreement will not infringe the rights, patent or
otherwise, of any third party.

14) Subject Recruitment. Neither the Institution nor the
Investigator shall issue to the public any information or
statement through the press or any other media, including
advertisements for the enrollment of Study subjects,
without the prior review and approval of Quintiles and the
IRB.

suhlasu spolo¢nosti Quintiles. Na poziadanie Zadavatela
mobze spoloénost Quintiles postapit tato Zmluvu
Zadéavatelovi alebo tretej osobe a spolo¢nost Quintiles
nezodpoveda za Ziadne povinnosti alebo zavazky podla
tejto Zmluvy, ktoré vzniknd po datume takéhoto
postipenia a Centrum skuSania s takymto postipenim
bude sdhlasit. O takomto postapeni bude Centrum
skiSania urychlene informovat nastupca spolo¢nosti
Quintiles. Podmienky tejto Zmluvy, ktoré obsahuju
povinnosti alebo prava presahujice dokonéenie SkuSania,
pretrvaju v platnosti aj po ukonceni alebo spineni tejto
Zmluvy. Tato sa Zmluva sa interpretuje v sulade so
zakonmi Statu, oblasti a krajiny, v ktorej Centrum skuSania
vykonava toto SkuSanie.

13) Zrieknutie sa zodpovednosti.  Spolo¢nost Quintiles
sa tymto zrieka zodpovednosti za akékolvek a vSetky
vyhlasenia a zaruky, €i uz pisomné alebo Ustne alebo
vyslovné ¢i predpokladané, tykajice sa SkuSaného
produktu, vratane akychkolvek vyhlaseni a zaruk kvality,
vykonnosti, predajnosti alebo vhodnosti na konkrétne
pouzitie alebo ucel alebo toho, Ze pouzitie SkuSaného
produktu pre iné Gcely, nez su ucely definované v tejto
Zmluve, nebude poruSovat prava, patenty alebo iné
naroky akejkolvek tretej osoby.

14) Nabor subjektov. Ani Zdravotnicke zariadenie ani
SkusSajuci nezverejnia na verejnost ziadne informacie ani
vyhlasenia prostrednictvom tlate alebo inych médii,
vratane inzercie na nabor subjektov SkiSania, bez
predchadzajucej kontroly a schvalenia spolo¢nostou
Quintiles a Etickou komisiou.
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ATTACHMENT B

ASTRA ZENECA, D699BC00001
BUDGET AND PAYMENT SCHEDULE

A. PAYMENT TERMS

Quintiles will reimburse the Payee yearly, on a completed
visit per subject basis in accordance with the attached
budget. Ninety percent (90%) of each payment due,
including any Screening Failure that may be payable
under the terms of this Agreement, will be made based
upon prior 12 months enrollment data confirmed by
subject Case Report Forms (“CRFs”) received from the
Site supporting subject visitation. The balance of monies
earned, up to ten percent (10%), will be pro-rated upon
verification of actual subject visits, and will be paid by
Quintiles to the Payee upon final acceptance by Sponsor
of all CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding regulatory
documents as required by Quintiles and/or Sponsor, the
return of all unused supplies to Quintiles, and upon
satisfaction of all other applicable conditions set forth in
the Agreement.

All government taxes are the solely responsibility of the
Payees and included into the attached budget. Local bank
charges, bank charges from intermediate banks and any
other local charges are covered by the Payees.

Protocol violations that affect or potentially affe ct the
applicable data are not payable under this Agreemen  t.

B. ADVANCE PAYMENT:
Not applicable

C. SCREENING FAILURE PAYMENTS:

Reimbursement for screen failures will be at the amount
indicated on the screening visit of the attached budget.
Up to 10 screen failures will be paid

To be eligible for reimbursement of screening visit,
completed screening CRF pages must be submitted to
Quintiles and any additional information, which may be
requested by Quintiles to appropriately document the
subject screening procedures.

D. DISCONTINUED
PAYMENTS:

OR EARLY TERMINATION

Reimbursement for discontinued or early termination

PRILOHA B

Astra Zeneca, D699BC00001
Rozpo €et a rozpis platieb

A. PLATOBNE PODMIENKY

Spolo¢nost Quintiles bude poukazovat platby Prijemcovi
ro¢ne, na zaklade poctu absolvovanych navstev na jeden
subjekt v sulade s pripojenym rozpoétom. Devatdesiat
percent (90%) kaZdej splatnej Ciastky, vratane platieb za
Screen failure (subjekt, ktory podstipi vstupné
skriningové vySetrenia, ale nesplini kritéria pre zaradenie
do SkuSania), ktord mdze byt splatna podla tejto Zmluvy,
sa poukaze na zaklade udajov poskytnutych Centrom
skiSania o zaradenych Subjektoch aich navstevach
obsiahnutych v pacientskych  harkoch (CRF) za
predchadzajaci rok. Zostatok splatnych finanénych
prostriedkov, az do vySky desat percent (10%), bude
vyplateny pomernym spbsobom po overeni
uskutoénenych navstev subjektov a spolocnost Quintiles
ho vyplati Prijemcovi po kone¢nom schvaleni vsetkych
pacientskych harkov (CRF) aovereni dodatocnych
vysvetleni pre Zadavatela, po prevzati a schvaleni
vSetkych chybajldcich dokumentov pre kontrolné drady
pozadovanych spolo€nostou Quintiles alebo
Zadavatelom, vrateni vSetkych nepouzitych materialov
spolo¢nosti Quintiles a po splneni vSetkych dalSich
podmienok uvedenych v Zmluve.

Uhrada prislusnych dani je vyhradnou zodpovednostou
prilemcu platieb aje zahrnutd v prilozenom rozpocte.
Miestne bankové poplatky, miestne dane a vSetky dalSie
miestne poplatky hradi Prijemca.

Konanie poruSujuce alebo potencidlne porusujluce
ustanovenia protokolu, ktoré mb6ze ovplyvni t
spravnos t' Gdajov nebudd zaplatené pod Fa ustanoveni
tejto Zmluvy.

B. ZALOHOVA PLATBA
Nevztahuje sa.

C. PLATBY ZA ,SCREEN FAILURE" SUBJEKTY

Uhrady za subjekty, ktoré podstipia skriningové
vySetrenia, ale nesplnia kritéria pre zaradenie do
SkuSania (Screen Failure) budd poukazované vo vyske
uvedenej v prilozenom rozpocéte. Uhradenych bude
maximalne 10 screen failure.

Aby vznikol narok na Uhradu za vstupni skriningovu
navstevu, je potrebné zaslat spolo€nosti Quintiles
vyplnené pacientske harky (CRF) avSetky dalSie
informécie, ktoré mdze spolocnost Quintiles pozadovat,
aby dostatoc¢ne zdokumentovala postupy vstupnych
vySetreni, ktoré subjekt absolvoval.

D. PLATBY ZA SUBJETKY KTORE BOLlI ZO
SKUSANIA  VYRADENE  ALEBO  Z NEHO
PREDCASNE VYSTUPILI

Uhrady za subjekty, ktoré boli zo Skd3ania vyradené

subjects will be prorated based on the number of | alebo zneho pred€asne vystipili budd vyplatené
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confirmed completed visits.

E. ORIGINAL INVOICES:

Original Invoices pertaining to this Study for the following
items must be submitted to Quintiles for reimbursement at
the following address:

Quintiles Slovakia, s. r. 0.
Attn: Financial Department
Zamocka 34, 811 01 Bratislava, Slovak Republic

Please note that invoices will not be processed unless
they reference the Sponsor name, Protocol number and
Investigator name. After receipt and verification,
reimbursement for invoices will be included with the next
regularly scheduled payment for subject activity.

» Subject Recruitment/Advertising
Not applicable

* Institutional Review Boards (“IRBs”) or Independent
Ethics Committees (“IECs”) Payments

IRB/IEC costs will be reimbursed on a pass-through basis
and are not included in the attached Budget. Any
subsequent re-submissions or renewals, upon approval
by Quintiles and Sponsor, will be reimbursed upon receipt
of appropriate documentation. IRB/IEC costs will be
reimbursed in the amount of currently valid pricelist of
Medical Facility.

NO OTHER ADDITIONAL FUNDING REQUESTS WILL
BE CONSIDERED

The Budget is as follows:

pomernym  spdsobom
absolvovanych navstev.

podla pocétu potvrdenych

E. ORIGINALY FAKTUR

Originaly faktdr vztahujucich sa k tomuto skdSaniu za
nasledujuce polozky musia byt odoslané na Uhradu
spoloénosti Quintiles na nasledujdcu adresu:

Quintiles Slovakia, s. r. 0.
Do pozornosti: Finanéné oddelenie
Zamocka 34, 811 01 Bratislava, Slovenska republika

Upozorfiujeme, Ze faktlry nebudu spracované, ak nebudu
obsahovat nazov Zadavatela, €islo Protokolu a meno
SkuSajuceho. Po prevzati a overeni bude Uhrada faktar
zahrnuta do najblizSej planovanej pravidelnej platby za
aktivitu subjektov SkaSania.

» Platby za nabor pacientov
Nevztahuje sa.

» Platby Nezavislym etickym komisiam

Naklady na pracu Nezavislych etickych komisii sa budu
uhradzat priebezne ako rezijné naklady a nie su zahrnuté
v pripojenom rozpocte. Akékolvek néasledné podania
alebo prediZzenia SkuSania budu po
schvaleni spolo¢nostou  Quintiles a  Zadavatelom
uhradené po prevzati prislusnej dokumentécie. Naklady
etickej komisie budd uhradzané v sume aktualne platného
cennika zdravotnickeho zariadenia.

ZIADNE DALSIE POZIADAVKY NA FINANCOVANIE
NEBUDU BRANE DO UVAHY.

Rozpo €et SkdSania je nasledujuci:

Payment to Platba zdrav.
- Institution fox zariadeniu
Visit (Laboratory Navsteva (vratane laboratornych
Services included) sluzieb)
Screening (V1) - visit with CT/MRI €48 Skrining (N1) — navsteva s €48
and bone scan/skeletal X ray * CT/MRI a bone scan/RTG*
Week 0 (V2) €12 TyZzden 0 (N2) €12
Week 2 (V3) €4 Tyzden 2 (N3) €4
Week 4 (V4) €10 Tyzden 4 (N4) €10
Week 8 (V5) €10 TyZzden 8 (N5) €10
Week 12 (V6) - visit with CT/MRI Tyzderi 12 (N6) - navsteva s
and bone scan/skeletal X-ray (if €47 CT/MRI a bone scan/RTG (ak sa €47
applicable) * vztahuje) *
Week 16 (V7) €10 TyZzden 16 (N7) €10
Week 20 (V8) €10 TyZzden 20 (N8) €10
Week 24 (V9) - visit with CT/MRI Tyzden 24 (N9) - navsteva s
and bone scan/skeletal X-ray (if €47 CT/MRI a bone scan/RTG (ak sa €47
applicable) * vztahuje) *
Visit 9a (28 days after V9) €5 Navsteva 9a (28 dni po N9) €5
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Visit 9b (56 days after V9) €5

Navsteva 9b (56 dni po N9) €5
Visit 10 (week 36) - visit with
CT/MRI and bone scan/skeletal X- €47 Navsteva 10 (tyzdefi 36) —
ray (if applicable) * navsteva s CT/MRI a bone €47
Visit 10a (28 days after VV10) €5 scan/RTG (ak sa vztahuje) *

Navsteva 10a (28 dni po N10) €5
Visit 10b (56 days after V10) €5
Visit 11 (week 48) - visit with Navsteva 10b (56 dni po N10) €5
CT/MRI and bone scan/skeletal X- €47 Navsteva 11 (tyzden 48) -
ray (if applicable) * navsteva s CT/MRI a bone €47
Visit 11a (28 days after V11) €5 scan/RTG (ak sa vzfahuje) *

Navsteva 11a (28 dni po N11) €5
Visit 11b (56 days after V11) €5

Navsteva 11b (56 dni po N11) €5

Every 12 weeks until progression
(V12, 13...) - visits with CT/MRI

Kazdych 12 tyzdfiov az po

and bone scan/skeletal X-ray (if €ar progresiu (N12,N13...) - navsteva €47
applicable) * s CT/MRI a bone scan/RTG (ak
Every 28 days after Visit 12, 13 €5 sa vztahuje) *
(V12a/b, 13a/b...) Kazdych 28 dni po Navsteve 12, €5
Treatment Discontinuation (V99) - 13 (N12a/b, 13a/b...)
visit with CT/MRI and bone € 47 Ukoncenie lieCby (N99) —
scan/skeletal X-ray (if applicable) * navsteva s CT/MRI a bone €47
scan/RTG (ak sa vztahuje) *
Unscheduled visit €47
Neplanovanéa navsteva €47
Screen Failure €16
Screen Failure €16

SURVIVAL FOLLOW-UP PHASES ) .
FAZY SLEDOVANIA PREZIVANIA

Survival follow-up phase - PRIOR to Primary Analysis
- Patients have DISCONTINUED randomised . . S . .
treatment Faza _sleo_lovanlavpr_emvanla_— prved, priamou analyzou
Visit 100, 101, 102 etc. - every s pacienti ukon €ili randomiza €nu lie €bu
12 weeks Navsteva 100, 101, 102 atd. - €5
kazdych 12 tyZdnov
Survival follow-up phase - AFTER Primary Analysis
and UP to OS Analysis - Patients STILL ON Faza sledovania prezivania — po primarnej analyze a
randomised treatment po analyzu celkového prezivania — pacienti stale
Visit 200, 201, 202 etc. - every €5 uZivajaci randomiza €nua lie €bu
12 weeks Navsteva 200, 201, 202 atd. — €5
Visit 200 a/b, 201 a/b - 28 days - €4 kazdych 12 tyZdriov
every 28 days Navsteva 200 a/b, 201 a/b - 28 €4
Visit 99 a / €5 dni - kazdych 28 dni
Treatment Discontinuation Navsteva 99 a /
AR €5
Ukoncenie lieCby
Survival follow-up phase - AFTER Primary Analysis
and UP to OS Analysis - Patients have Faza sledovania prezivania — po primarnej analyze a
DISCONTINUED randomised treatment po analyzu celkového prezivania — pacienti ukon  €ili
Visit 300, 301, 303, 305 etc. - €11 randomiza €nu lie €bu
Week 12, 24, 48, 72 etc. Navsteva 300, 301, 303, 305 atd. €11
Visit 302, 304, 306 etc. - Week €5 - Tyzden 12, 24, 48, 72 atd.
36, 60, 84 etc. Navsteva 302, 304, 306 atd. - €5
Tyzden 36, 60, 84 atd.
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ADDITIONAL SERVICES

DALSIE SLUZBY

Laboratory services

Clinical Chemistry and
Haematology according to
Protocol. The number of
planned tests is specified on
page 49 of the Protocol.

Laboratorne sluzby
Biochémia a hematoldgia
podla protokolu. Planované
vySetrenia su Specifikované na
strane 49 protokolu.

pelvis with contrast medium

performed CT

s kontrastnou latkou

Clinical Chemistry: Biochémia:
Alanine aminotransferase ALT
(ALT) AST
Aspartate aminotransaminase reimbursement kreatinin Uhrada je zahrnuta
(AST) included in main alkalin fosfat do hlavného
Creatinine b .- celkovy bilirubin rozpo €tu pre

. udget for visits 1, P
Alkaline phosphatase 6.9 10. 11 navstevy 1, 6, 9, 10,
Total bilirubin T T 11...
Haematology: Hematologia:
White blood cell count (total) celkovy pocet bielych krviniek
Haemoglobin hemoglobin
Absolute neutrophil count pocet neutrofilnych leukocytov
Platelet count pocet krvnych dosticiek
INR (at Screening [Visit 1], and INR (na skrininogovej navsteve
subsequently only when [Navsteva 1] a potom iba ak
clinically indicated bude Klinicky indikované
CT of chest, abdomen and €400 CT brucha, hrudnika a panvy € 4OOV .

per each za kazdé

uskutoénené CT

X-Ray

Patients with metastatic bone
lesions at baseline should have
repeat skeletal x-ray surveys
every 12 weeks (2 weeks)
until progression (or until the
data cut-off for the primary
analysis, whichever occurs
first). Patients who do not have
metastatic bone lesions at
baseline do not require follow-
up skeletal x-ray surveys
unless a new lesion is
suspected (clinically indicated).

€70
per each
performed X-ray

Acknowledged and agreed by Fakultha nemocnica

Trencin

By: RNDr. Jan Dubovsky
Title: Director

Signature:

Date:

RTG

Pacienti s metastatickymi
kostnymi [éziami na N1 maju
mat opakovany celotelovy
RTG kazdych 12 tyzdriov (+-2
tyzdne) do progresie (alebo do
cut-off primarnej analyzy,
podla toho, ¢o nastane skor).
Pacienti, ktori nemali
metastatické Iézie na N1,
nemusia mat opakovany
celotelovy RTG, pokial nie je
podozrenie na novu léziu
(klinick& indikéacia).

€70
za kazdé
uskutoénené RTG

Za Zdravotnicke zariadenie Fakultnd nemocnica
Trené&in svojim podpisom potvrdzuje:

Meno: RNDr. Jan Dubovsky
Funkcia: riaditel

Podpis:

Datum:
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ATTACHMENT C
PUBLICATION

a) Publication and Disclosure

Sponsor is committed to communicate product, research
and development information in an accurate and objective
fashion. These communication activities must
be undertaken in a responsible and ethical manner, taking
into account relevant external standards regarding the
manner and content of scientific, technical and medical
publications.

In the exercise of the rights of academic freedom, the
Institution and the Investigator (but no other Study Site
Staff) shall, notwithstanding the confidentiality obligations
in section 3 of the Terms and Conditions in Attachment A,
but subject to this Attachment C, have the right to publish
in scientific or other journals, or to present at professional
conferences or other meetings Multi-Center Study Results
(as defined below). Publications in biomedical journals
must follow the guidelines established by the International
Committee of Medical Journal Editors (ICMJE).

b) Publication Procedures

At least sixty (60) days prior to submission of any material
for publication or presentation, Institution shall provide
Sponsor with such material for review. No such
publication or presentation may include any Sponsor
Confidential Information without Sponsor’'s prior written
approval. If requested in writing by Sponsor, Institution
shall withhold, or shall cause the Investigator to withhold,
material from submission for publication or presentation
for an additional ninety (90) days from the date of
Sponsor’'s request to allow for the filing of a patent
application or the taking of such measures as Sponsor
deems appropriate to establish and preserve its
proprietary rights in the material being submitted for
publication or presentation.

Sponsor and its affiliates shall have the right to
independently publish the Study, and provided that due
acknowledgment is made for the intellectual contribution
made by the Institution and the Investigator, in
accordance with standard scientific practice.

c) Multi-Center Publications

The Institution shall not externally publish or present any
Study Data until the earlier of (i) the date of the first Study
results publication, or in case of a Multi-Center Study the
first publication authorized by Sponsor; or (i) the end of
the eighteen (18) month period following the completion,
or early termination, of the Multi-Center Study at all
participating sites. Neither before nor after such date may
the Institution or the Investigator publish or present any
raw data (as distinguished from the results of any
analyses of raw data) or make any publication or
presentation that is false, misleading or inconsistent with
academic standards or for commercial purposes.

PRILOHA C
PUBLIKOVANIE

a) Publikovanie a poskytovanie informacii

Zadavatel si uvedomuje svoju povinnost poskytovat
informacie o produkte, vyskume avyvoji presnym
a objektivnym spdsobom. Tieto komunikacné cinnosti sa
musia vykonavat zodpovednym a etickym spbsobom
amusia brat do Uvahy vSetky dblezité externé normy
tykajuce sa formy aobsahu vedeckych, odbornych
a medicinskych publikacii.

Pri uplathovani prav vedeckej slobody maju Zdravotnicke
zariadenie a skuSajuci (ale ziadny iny personal skdSania)
pravo publikovat vo vedeckych alebo inych €asopisoch
alebo prezentovat na odbornych konferenciach alebo
inych podujatiach multicentrické vysledky skuSania
(definované nizSie), bez ohladu na povinnosti utajenia
Doévernych informécii podla ¢lanku €. 3 podmienok
Zmluvy uvedenych v Prilohe A, ale pri dodrzani
ustanoveni tejto Prilohy C. Publikacie v biomedicinskych
Casopisoch sa musia riadit zasadami stanovenymi
Medzinarodnym vyborom vydavatelov medicinskych
Casopisov (ICMJE).

b) Postupy publikovania

Zdravotnicke zariadenie poskytne Zadavatefovi na
kontrolu kazdy materidl uréeny na publikovania alebo
prezentovanie najmenej Sestdesiat (60) dni pred
odovzdanim do tlate alebo prezentaciou. Ziadna takato
publikdcia ani prezentacia nesmie obsahovat ZzZiadne
Déverné informécie Zadavatela bez jeho
predchadzajuceho pisomného suhlasu. Ak o to Zadavatel
poziada pisomne, Zdravotnicke zariadenie odlozi alebo
zabezpe€i, aby skuSajuci odlozil publikovanie alebo
prezentaciu materidlu o dalSich devatdesiat (90) dni od
datumu Zadavatelovej pozZiadavky, aby Zadavatelovi
umoznilo podat Zziadost o patent alebo podniknat také
opatrenia, ktoré bude Zadavatel povazovat za potrebné
na ustanovenie a zachovanie svojich vlastnickych prav na
material, ktory sa odovzdava do tlae alebo prezentuje.

Zadavatel ajeho dcérske spolo¢nosti maju pravo
nezavisle publikovat SkaSanie za predpokladu, ze uvedu
patricné podakovanie za intelektualne Usilie, ktorym do
skuSania prispelo Zdravotnicke zariadenie a skiSajuci,
podla Standardnej vedeckej praxe.

¢) Multicentrické publikacie

Zdravotnicke zariadenie nesmie externe publikovat alebo
prezentovat akékolvek Udaje skuSania az do (i) datumu
prvej publikacie vysledkov skuSania, alebo v pripade
multicentrického skdSania, prvej publikdcie povolenegj
Zadavatelom, alebo (i) do konca osemnast (18)
mesacného obdobia po dokonceni alebo predéasnom
ukonéeni  multicentrického skdSania na  vSetkych
zUcGastnenych pracoviskach, podla toho, ¢o nastane skor.
Ani pred tymto datumom ani po iom nesmie zdravotnicke
zariadenie a skuSajuci publikovat ani prezentovat Ziadne
zdrojové (nespracované) Udaje (na rozdiel od vysledkov
analyz zdrojovych (dajov) ani publikovat alebo
prezentovat prace, ktoré su nepravdivé, zavadzajuce,
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d) Media Contacts

Institution shall not, and shall ensure that its personnel,
including Investigator, do not, engage in interviews or
other contacts with the media, including but not limited to
newspapers, radio, television and the Internet, related to
the Study, the Investigational Product, Inventions, or
Study Data without the prior written consent of Sponsor.

Sponsor may publicize the existence of the Study in an
attempt to recruit Subjects (“Recruitment”). Such
Recruitment will involve making available, to the general
public via print or electronic media (including the Internet),
the Investigator's and the Institution’s contact information
and an outline of the Study. Where such contact
information is available for download via the Internet, or is
placed in print media outside the U.S., Investigator and
Institution consent to the display (or making available) of
such contact information in countries outside the U.S. for
these purposes. Additionally, the Investigator shall ensure
that Site personnel initial the data privacy consent column
in the delegation of responsibilities log provided by
Quintiles or Sponsor prior to initiation, thereby consenting
to the listing of their name and contact information in the
Recruitment materials. Prior to posting, all Recruitment
materials must be approved by Sponsor and the IRB;

e) Reaqistry and Reporting

Without limitation to any other right of Sponsor
hereunder, the Institution and the Investigator
acknowledge and agree that Sponsor will register the
Study and, when available, post the Multi-Center Study
Results in accordance with Sponsor internal policy on one
or more publicly-accessible trial registries and websites
(including the publicly-funded website ClinicalTrials.gov
and on its own website AstraZenecaClinicalTrials.com).
The Institution and the Investigator should not undertake
registration or posting of results to avoid duplication of
entries. Sponsor personnel must comply with
local/national law and/or regulations which require
registration of study information to a publicly-accessible
registry other than those named above. Where the
Institution and the Investigator wish to use a publicly-
accessible website on a voluntary basis (e.g. a
university/hospital website) the information related to the
Protocol must not exceed the information Sponsor has
already posted and it should be sufficient to provide a
hyperlink to the trial when registered on
www.ClinicalTrials.gov.

v rozpore s vedeckymi normami alebo na komeréné Gcely.

d) Kontakty s médiami

Zdravotnicke  zariadenie sa nesmie zUcCastrovat
a zabezpe€i, aby sa ani jeho personal vratane
skUSajuceho nezucasthoval Ziadnych rozhovorov alebo
inych kontaktov s médiami, vratane tlace, rozhlasu,
televizie ainternetu (ale bez obmedzenia na ne),
tykajacich sa ski(Sania, skuSaného produktu, objavov
alebo Udajov SkuSania bez predchadzajiceho pisomného
suhlasu Zadavatela.

Zadavatel mdze propagovat existenciu tohto SkuSania pri
svojich snahach o nabor subjektov (dalej “ndbor”). Takyto
nabor bude zahfhat zverejnenie kontaktnych informacii
zdravotnickeho zariadenia a skiSajuceho a struéného
popisu SkuSania pomocou tlacovych alebo elektronickych
médii (vratane internetu). Ak sU takéto kontaktné
informéacie dostupné na stiahnutie cez internet alebo su
zverejnené v tlacovych médiach mimo Spojenych Statov
americkych, skuSajuci a zdravotnicke zariadenie suhlasia
so zobrazenim (alebo  spristupnenim) takychto
kontaktnych informacii v krajinach mimo Spojenych Statov
americkych na tieto G¢ely. SkuSajuci tiez zabezpeci, aby
personal centra skdSania parafoval (oznacil svojimi
inicialami) odstavec suhlasu s pouZitim osobnych Udajov
vo formulari na delegovanie zodpovednosti dodanym
spolo¢nostou  Quintiles alebo Zadavatelom pred
zahajenim SkdSania na centre atym dali svoj suhlas
s uvedenim svojich mien a kontaktnych informacii
v ndborovych materiadloch. VSetky naborové materialy
musia byt pred odoslanim schvalené Zadavatelom
a etickou komisiou.

d) Registre a o0znamenia
Bez obmedzenia akychkolvek inych prav Zadavatela
zaru€enych touto Zmluvou, zdravotnicke zariadenie
a skuSajuci berd na vedomie a suhlasia s tym, Zadavatel
bude Skudsanie registrovat’ a ked budd dostupné vysledky
multicentrického SkuSania, zaSle ich v silade s vlastnymi
internymi zdsadami do jedného alebo viacerych verejne
pristupnych registrov a na webové stranky, venované

klinickym skdSaniam (vratane verejne financovanej
webovej stranky ClinicalTrials.gov a svojej vlastnej
webovej stranky AstraZenecacClinicalTrials.com).

Zdravotnicke zariadenie a skuSajuci nemaju vykonavat
Ziadnu registraciu ani odosielanie vysledkov, aby sa
zabranilo duplicite vstupov. Personal Zadavatela musi
dodrziavat miestne/Statne zakony a predpisy tykajlce sa
zapisu informécii zo SkdSania do inych verejne
pristupnych registrov, nez su vysSie uvedené. Ak si
zdravotnicke zariadenie a skiSajuci zelaju vyuzit verejne
pristupnd webovu stranku na baze dobrovolnosti (napr.
webova strdnka univerzity alebo nemocnice), uvedené
informacie tykajlce sa protokolu nesmu presiahnut
informacie, ktoré Zadavatel uZ na internete uviedol a mali
by obsahovat linku na klinické skuSanie, ked bude
registrované na stranke www.ClinicalTrials.gov.
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