CLINICAL TRIAL AGREEMENT

Made between

Fakultna 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/NVII-1 (the “Institution ")

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Bas
Switzerland (“Sponsor”)

andQuintiles Slovakia, s. r. o0.having a place
of business at Vajnorska 100/B, 83104
Bratislava, Slovak Republic (“Quintiles”)

16/17

ZMLUVA O KLINICKOM SKUSANI

Tuto zmluvu o klinickom skuSani uzatvaras

zmluvné strany

Fakultnd nemocnica Trertin

so sidlom: Legionéarska 28

911 71 Trenin, Slovenska republika
Identifika¢né ¢islo organizacie: 00 610 470
Danové identifik&nécislo: 2021254631

Zriadovacia listihna MZ SRZ¢.
AVIII-1 (dalej ,zdravotnicke zariadeni€)

1970/1991+

F. Hoffmann-La Roche Ltd, so sidlom

clGrenzacherstrasse

124, 4070

Svagiarsko ('alej ,zadavatt),

a

Quintiles Slovakia, s.r.o, so sidlom na adres
Vajnorska 100/B, 83104 Bratislava, Sloven:

republika (alej ,Quintiles”).

Baz

PROTOCOL CISLO
NUMBER: GX30191 PROTOKOLU: GX30191
A Multicenter, Open- Multicentricke,
Label Extension Study odslepené,
To Evaluate The predZené skusanie
Long-Term Safety na vyhodnotenie
And Tolerability Of dihodobej
Lampalizumab In bezpeénosti a
PROTOCOL Patients With znasanlivosti
TITLE: Geographic  Atrophy lampalizumabu U
Secondary To Ager pacientov S
Related Macular NAZOV geografickou
Degeneration Who PROTOKOLU: atrofiou
Have Completed A spbésobenou vekom
Roche-Sponsored podmienenou
Study degeneraciou
PROTOCOL makuly, ktori
DATE: 07-Mar-2016 dokorili
F. Hoffmann-La predchadzajuce
SPONSOR: Roche skuSanie  vedeng
Ltd spolanog’ou
: Roche
PRINCIPAL gﬂr:rgfgyeﬁacegl;’ hd | |DATUW 07-Mar-2016
INVESTIGATOR: Institution PROTOKOLU: .
KEY 100 Calendar ZADAVATE L: | Hormann-ta
ENROLLMENT Days after Institution - MUDT Marek
DATE: Initiation Visit ZODPOVEDNY Kééeri'k PhD
(date by which SKUSAJUCI: ’
. . zamestnanec
Institution is to

ju

lej,

5e
ska
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enroll at least one

Zdravotnickeho

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

accordance with the above-referenced protoce

and any subsequent amendments thereto (t
“Protocol”) and Sponsor and Quintiles reques
the Institution to undertake such Study;

WHEREAS, Quintiles has been duly
authorized by the Sponsor to carry out certai

obligations of the Sponsor in the conduct of the

Study, consistent with the terms of this
Agreement;

NOW THEREFORE, the following is agreed:

1. The subjects will rollover to the Study
after completion of the Parent Study. The
Institution acknowledges that Investigator will
use best efforts to transfer the subjects to th
Study according to the timelines specified in
the Protocol and after commencement of th
Study at the Institution. If Investigator fails to
adhere to this principle Quintiles may
reconsider Institution’s suitability to continue
participation in the Study.

2. Payments shall be made in accordang
with the provisions set forth in Attachment B,
with the last payment being made after the
Institution completes all its obligations
hereunder, and Quintiles has received a
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 Institution will act as an

(1) subject) zariadenia
KBUCovY
DATUM .
ZARA DOVANIA: 100 kalendarnych

(datum do ktorého | A7 0d otvaracej

" , navstevy
musi zdravotnicke ,
) . ., | zdravotnickeho
zariadenie zaradt . X
zariadenia

najmenej jeden (1)
subjekt)

UVODNE VYHLASENIA:  Ska3ajuci
zdravotnicke zariadenied'élej spol@ne ako
.centrum skdsSanid) su ochotni vykoné
pklinické skuSanie dalej ,skuSani¢) v silade
ne uvedenym protokolom a vSetkymi je
tneskorSimi  dodatkami d'@lej ,protokol”)

zdravotnicke zariadenie o vykonanie to

skUsSania;

Zadavaté riadne poveril spoknog’ Quintiles
nvykonanim witych povinnosti zadavata pri

nasledujucom:

1. Subjekty budu prechadeao klinického
materskom klinickom skusani.
eariadenie  potvrdzuje, ze skuSajuci

eskdsania v suladecasovym planom klinickéh
skuSania Specifikovanym v protokole a po je

klinickom skuSani.

2. Uhrady faktar sa budd poukazéva
sulade s ustanoveniami uvedenymi v Prilohé
2 pricom posledna dhrada faktdry sa pouk
potom,¢o zdravotnicke zariadenie splni v3et
Isvoje povinnosti pdih tejto zmluvy 4
spolanog’ Quintiles dostane vSetky vyplne
pacientske harkydialej ,CRF”) a ak to bude
spola@nos’ Quintiles pozadowa aj vSetky
d’alSie déverné informécie, definovaréPrilohe
A, ¢lanku¢. 2(Dbéverné informécie a informac

independent contractor, and shall not bg

2 chranené vlastnickymi pravami). Zdravotnig

d

a zadavate a spolénos’ Quintiles pozZiadalg

skuSania po ukamni ich @&asti v pévodnom
Zdravotnig

vynasnazi o prechod subjektov do Kklinické

zahajeni v zdravotnickom zariadeni. Pdki

1S4

Nto

2vedeni skdSania, v sulade s podmienkami tejto
zmluvy.
ZMLUVNE STRANY SA DOHODLI na

ke
sa
:ho

ho

skuSajuci nebude dodrzavatento postup
spola@nos’ Quintiles mobze prehodnét
zotrvanie  Zdravotnickeho  zariadenia | v

b B,
aze
Ky

ie
ke
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considered the employee or agent of Quintile
or Sponsor. Neither Quintiles nor Sponso
shall be responsible for any employee benefits
pensions, workers’ compensation, withholding
or employment-related taxes as to the
Institution. The Institution acknowledges and
agrees that Investigator's judgment with
respect to Investigator’s advice to and care @
each subject is not affected by the
compensation Institution receives hereunc
The parties agree that the payee designate
below is the proper payee for this Agreement
and that payments under this Agreement wil
be made only to the following payee (the
“Payee”):

PAYEE Fakultha nemocnica
NAME Trencin
Legionarska 28
ZSYDERIIEESS 911 71 Trencin
Slovak Republic
TAX ID
NUMBER: 2021254631
Bank: Statna pokladnica
BANK Account No.: 7000280438
ACCOUNT 8180
DETAILS: IBAN: SK23 8180 0000
0070 0028 0438
SWIFT: SUBASKBX

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.

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

szariadenie bude vystupavaako nezavisly
rzmluvny partner a nema sa povazbvaa
5,Zamestnanca ani zastupcu sgalusti Quintiles
alebo zadavata. Spolégnog’ Quintiles ani
» zadavate nezodpovedaju za Ziadr
zamestnanecké priplatky alebo prispey
dochodky, U(razové poistenie, zrazky ale
fzamestnanecké dane, ktoré sa tyk
zdravotnickeho  zariadenia.  Zdravotnig
zariadenie potvrdzuje a suhlasi, Ze na usu
2dkuSajuceho pri poradenstve a starostliv,
, poskytovanej kazdému subjektu nebudet’r
| vplyv odmena, ktora zdravotnicke zariade
dostane pokh tejto zmluvy. Zmluvné strany 9
dohodli, Ze prijemca Uhrad uvedeny nizSig

Uhrady podia tejto zmluvy sa budu poukazov

len nasledujucemu prijemcovi ddlej
»prijemca”):
NAZOV Fakultnd nemocnica
PRIJEMCU | Treng¢in
ADRESA Legionéarska 28
PRIJEMCU | 911 71 Tretin
Slovenska republika
DIC 2021254631
Banka: Statna pokladnica
BANKOVE | Cislo (&tu: 7000280438/818(
SPOJENIE: | IBAN: SK23 8180 0000
0070 0028 0438
SWIFT: SUBASKBX

V pripade zmeny udajov o bankovom spojen
prijemcu je zdravotnicke zariadenie povinné
informovat®t otom Quintiles pisomnou
formou. Zmluvné strany sa dohodli, Ze \
pripade zmeny udajov 0 bankovom spojeni
ktoré sa netykaju zmeny prijemcu platieb
alebo zmeny krajiny, v ktorej je vedeny
bankovy U¢et, nie su pozadované Ziadn
d’alSie pisomné dodatky tejto zmluvy.

Proti akymkdvek platobnym
nezrovnalostiam, ktoré sa vyskytnu v priebg
skuSania, moéze zdravotnicke zariade
namiet& do tridsiatich (30) dni od pripisan
t poslednej platby.

riadnym prijemcom pd@ tejto zmluvy aze

ne
ky,
2bo
aju
ke
dok
osti
mna
nie
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je
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Zmluvné strany potvrdzuja, Ze menov

prilemca je opravneny prijidiasSetky platby

ny
2
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The parties acknowledge that the designate
Payee is authorized to receive all of the
payments for the services performed under thi
Agreement. If the Investigator is not the
Payee, then the Payee's obligation to reimburg
the Investigator will be determined by a
separate agreement between Investigator al
Payee, which may involve different payment
amounts and different payment intervals that
the payments made by Quintiles to the Pa
Investigator acknowledges that if Investigator
Is not the Payee, neither Quintiles nor Sponsg
will pay Investigator, even if the Payee fails to
reimburse Investigator.

3. This Agreement will become valid on the date
on which it is last signed by the parties ang
effective pursuant to local legislation mainly the
Act No0.40/1964 Coll. Civil code as later
amended and Act 211/2001 Coll. about
Freedom of Information Act, as later amended
next day after publication in the Central registe
of contracts (the “Effective Date”) and shall
continue until completion or until terminated.

4, Prior to and during the course of the
Study, Quintiles or Study Sponsor may reques
to collect personal ddtastitutionas that term is
defined in the Data Protection Directive
95/46/EC and applicable legislation enacted
under the same or equivalent/similar national
legislation  (collectively “Data  Privacy

Legislation”) relating to the Study from the
Institution, including from itsnvestigators, sub-

investigators, other Institution staff or personne
involved in the conduct of the Study. Institution
agree to obtain any consents, as may b
necessary in accordance with applicable Dat

Privacy Legislation, for the processing of any
personal data collected by Quintiles or the

Sponsor  from its  investigators,  sub-

investigators, staff and personnel involved in thé
Such consent shal

conduct of the Study.
authorize the transfer of personal dat
countries other than the Institution's own
country,including without limitation the United

States, even though data protection may nc

exist or be as developed in those countries as
the Institution’s own country, for the following

 nie je prijemcom pdi tejto zmluvy, povinnas

séuintiles, ktora mbze obsahavané splatné
ndefinované

nberie na vedomie, Ze ak nie je prijemcomljag

sluzby, vykonané pdd tejto zmluvy. Skdsajug

ustanove
skuSajucim

skuSajuceho  bude
zmluve medzi

svyplatit’
Vv samostatnej
iné platobné intervaly, nez
pre platby
spolanog’ou Quintiles prijemcovi. Skusaju

Ciastky a

tejto zmluvy, ani spoknog’ Quintiles ani
zadavate mu nebudu poukazovaiadne platby
rani vtedy, k&’ mu prijemca dohodnutd odme
nevyplati.

3. Tato zmluva sa stava platnou od datu
posledného podpiszmluvnych stran adinna je
v zmysle platnej legislativy najm& zakora
40/1964 Zb. Obiansky zakonnik v znen
neskorSich dodatkov a zakona211/2001 Z. z
o slobodnom pristupe k informéaciam v zng
,jeho neskorSich predpisovi@m nasledujucin
(po dni jej zverejnenia v Centralnom regis
zmliv SR, {alej len , Datum dinnosti“ ) a
zostava platnd acinnad az do splnenia alel
vypovedania.

4. Pred zahajenim skuSania aj v je
priebehu mbéze spatloos’ Quintiles alebag
tzadavatk poziadd o zber osobnych udajo
definovanych smernicou o ochrane osobn
Gdajov  95/46/EC  aplatnymi  pravnyr
predpismi o ochrane osobnych Udaj
uzakonenymi vrovnakej alebo rovnocen
(podobnej) narodnej legislative (spofee
»legislativa o ochrane osobnych ddaj)y
tykajacich sa skuSania od zdravotnicke
zariadenia, jeho skuSajucich, spoluskuSaju
ad’alSieho personalu zdravotnickeho zariade
€zapojeného do vedenia ski3ania. Zdravotn
Bzariadenie sa zavazuje zigkaeSetky sthlasy,
ktoré moézu by potrebné v sulade s platn
legislativou o ochrane osobnych udajov,
| spracovanim akychkgek osobnych Gdajo
zozbieranych spotmog’ou Quintiles alebg
zadavatom od skuSajucich, spoluskuSajuc
ad’alSieho personalu zdravotnickeho zariade
zapojeného do vedenia skuSania. Takyto sU
a povdova’ prenos osobnyctidajov do krajin
: domécej krajiny  zdravotnickel
n _ . . , . , v,z
zariadenia, vratane Spojenych St4
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purposes: a) the conduct and interpretation ¢
the Study; b) review by governmental or
regulatory agencies, Sponsor, Quintiles, an
their agents, and affiliates and collaborators; ¢
satisfying legal or regulatory requirements; d
publication on www.clinicaltrials.gov and

websites and databases that serve a compara
purpose; and e) storage in databases for use
selecting sites in future clinical trials. In the
event any Site personnel participating in the
Study are not willing to provide such consent
Institution acknowledges that such personne
will not be able to participate in the Study.

5. Institution and Investigator agree that the
compensation they receive from this Agreemen
does not exceed the fair market value of the
services they are providing, and that ng
payments are being provided to them for the
purpose of inducing them to purchase o
prescribe any drugs, dees or products
Institution agrees that it will not bill any patien
insurer, or governmental agency for any items

Vvisits, services or expenses provided o
paid for by Quintiles or Sponsor.

6.Institution and Investigator represent anc
warrant that neither they nor any individual of
entity acting on their behalf, nor any payee
under this Agreement, will, directly or
indirectly, offer or pay, or authorize an offer or
payment of, any money or anything of value tg
any Public Official (defined below) or public
entity, with the knowledge or intent that the
payment, promise or gift, in whole or in part,
will be made in order to influena official act

or decision that will assist Quintiles, Sponsor or

the Institution in securing an improper
advantage or in obtaining or retaining busines
or in directing business to any persamentity.

fnie je zabezpmna ochrana osobnych udaj

dzdravotnickeho zariadenia,

biEstupcami,

2 Uradov; d) publikovanie na internetovej strar

t

alebo je na niZ3ej arovni, nez v domacej kra]
na nasledu;
)ucely: a) vedenie a interpretaciu skuSania;
kontrolu Statnymi alebo kontrolnymi Uradn
zadavatbom, spol@énog’ou Quintiles a ich
dcérskymi spélwg’ami
ia spolupracovnikmi; c¢) splnenie zakonny
poziadaviek alebo poziadaviek kontrolny

www.clinicaltrials.gov  a na  dalSich
linternetovych strdnkach a v datab&zach, K
slizia porovnaimému delu a e) ulozZenig
v databazach na pouzitie pre vyber centier
dalSich skuasSani v bududcnosti. V pripade,
niektory ¢len persondlu centra Zastujaci sa
skuSania nebude ochotny poskyintiakyto
suhlas, zdravotnicke zariadenie potvrdzuje
takyto persondl sa nebude nidskuSaniag
zastnt’.

5. Zdravotnicke zariadenie a skusaj
suhlasia s tym, Ze odmena, ktord dostanU’aq
2tejto zmluvy nepresahuje spravodliva trhg
[ hodnotu sluzieb, ktoré poskytuju a Ze Ziac
platby sa im neposkytuju zae€lom nabadani
na predaj alebo predpisovanie ziadnych liek
»zdravotnickych  pomécok ani  produktq
[ Zdravotnicke zariadenie sa zavazuje devet
Ziadnemu pacientovi, paisvni ani Statnemt
aradu Ziadne predmety, navstevy, sluzby al
naklady, ktoré poskytne alebo hradi sgolos’

i Quintiles alebo zadavdte

6. Zdravotnicke zariadenie
vyhlasuju a zaruju, Ze oni sami ani Ziadn
fyzickd alebo pravnicka osoba konajuca v
mene, ani Ziadny prijemca pdtejto zmluvy,
nebude priamo ani nepriamo pontikeni platt’,
ani neschvali Ziadnu platbu alebo pond
financnych prostriedkov alebo inej hodnotr
veci Ziadnemu verejnémuredstavitéovi (pod’a
nizSie uvedenej definicie) alebo vereji
organizacii s vedomim alebo zamerom, Ze ta
platba, priBub alebo dar s& uz ¢iastaine alebo
Uplne poskytuje s cfem ovplyvnt nejaky
aradny ukon alebo rozhodnutie, ktoré napom
spolanosti  Quintiles, zadavatevi alebo
zdravotnickemu  zariadeniu  zabe&pe si
nenaleziti vyhodu, ziska alebo udrzé si
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In addition to other rights alemedies under this
Agreement or at law, Sponsor and/or Quintiles
may terminate this Agreement if Institution

breaches any of the representations ¢
warranties contained in this Section or if
Quintiles or Sponsor learns that improper

payments are being or have been made to Pub
Officials by Institution or any individual or
entity acting on its behalf.

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

ACKNOWLEDGED AND AGREED BY
Quintiles s.r.o.

By:

Title:

Date:

ACKNOWLEDGED AND AGREED BY
SPONSOR  (Quintiles  executing on
Sponsor’s behalf):

By:

Title:

Date:

READ AND UNDERSTOOD BY THE
PRINCIPAL INVESTIGATOR:

¢innog’ na akukdvek fyzicku alebo pravnick
5 0SObu.

rOkrem inych prav a opravnych prostriedk

pod’a tejto zmluvy alebo pdd zakona, mo6z
‘zadavate alebo spolonos’ Quintiles tuto
Igmluvu vypoveds, ak zdravotnicke zariaden

porusSi niektoré z vyhlaseni a zaruk obsiahnut

v tomto ¢lanku alebo ak sa spdloos’ Quintiles
alebo zadavate dozvedia, ze

osoba, konajuca v jeho mene poukazuje a

poukazala nejaké nenélezité platby verejn

predstavitéom.

Y Pre &ely tejto zmluvy znamena vgrejny
predstavitel” kazdého dradnika
zamestnanca Statnej Spravy
medzinarodnej verejnej organizacie a kazd
ich oddelenia alebo dradu a kazdu os
konajucu s nejakou dradnou pravomoc
vratane o0s6b zastupujacich organy Sta

spravy alebo Statne podniky a kazdu politi

stranu, predstavifa politickej strany aleb
kandidata na verejnua funkciu.

ZA Quintiles Slovakia, s.r.o.:

Podpis:

zdravotnick
zariadenie alebo ina fyzicka alebo pravnic

aleb
ale

T~

oV

D

ie
ych
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ka
ebo
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o}
2bo
eho
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ou,
Inej
tku

Funkcia:

Datum:

ZA ZADAVATE LA (Quintiles podpisuje
v mene zadavatka):

Podpis:

Funkcia:

Datum:

SKUSAJUCI POROZUMEL A SUHLASI:
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Marek Kacerik, MD

By:

Date:

ACKNOWLEDGED AND AGREED BY
Fakultna nemocnica Trencin

Meno: MUDr. Marek Ka éerik, PhD

Podpis:

Datum:

ZA Fakultn nemocnicu Trenéin

By:
Title (must be authorized to sign on | Podpis:
Institution's behalf):

Funkcia:

Date:

ATTACHMENT A

TERMS AND CONDITIONS

(musi by’ opravneny/a podpisov& v
mene zdravotnickeho zariadenia

Datum:

PRILOHA A

Roche/Genentech/Quintiles - CTA - Slovakia — Institution: 03 November 2013
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Capitalized terms not defined herein shall hav
the meanings assigned to them in the attache
Agreement.

1) Conduct of the Study. The parties to the
Agreement agree that the Study will be
performed in strict accordance with the
Protocol, all applicable laws, regulations ang
guidelines, and good clinical practices
(“GCPS). The Investigator shall revieall case

report forms (“CRFS”) to ensure their accuracy
and completeness, shall review and understar
the information in the investigator's brochure,
shall ensure that all informed consent
requirements are met (including any neede
authorizations for the use, storage and transfe
of personal data), shall ensure that all require
reviews and approvals (or favorable opinions
by applicable regulatory authorities and
Institutional Review Boards (“IRBs”) or
Independent Ethics Committees (“IECS”) are
obtained and shall provide a copy of such
approval to Quintiles prior to enrollment of any
subjects. A sample informed consent form ha
been provided by the Sponsor for use in th
Study; any modifications to this form must be
approved by Quintiles or Sponsor prior to its
use, such approval not to be unreasonabl

withheld. The Institution agrees to ensure thattakyto sihlas sa neméa neoddvodnene odthi

all clinical data are accurate, complete, ang
legible. The Institution shall promptly and fully
produce all data, records and information
relating to the Study to Quintiles and Sponso
and their representatives during normal busines
hours, and shall assist them in promptly
resolving any questions and in performing
audits or reviews of original subject records
reports, or data sources. The Institution agree
to cooperate with the representatives o
Quintiles and Sponsor who visit the Site, and th
Institution agrees to ensure that the employee
agents and representatives of the Site do n
harass, or otherwise create a hostile workin
environment for, such representatives.  The
Institution warrants that it has the legal authorit
to share the clinical data and Study-relateq
records and information with Quintiles and
Sponsor. The Institution shall use the produg
being tested (the “Investigational Producé&yd

a)

-

od

wharky (,CRF"), aby zabezgé ich spravnos

dinformovany suhlas dpal v3etky poZiadavky

nY

dpouzivanie,

PODMIENKY ZMLUVY

Kracoveé pojmy, ktoré nie su definované v te
prilohe maju ten vyznam, ktory sa im pripist
Vv pripojenej zmluve.

1) Vykonanie skuSania.Zmluvné strany sq
dohodli, Ze skdSanie bude vykonané v prisr
sulade s protokolom, prislusnymi pravny
predpismi a smernicami a spravnou klinick
praxou. SkuSajuci skontroluje vSetky pacient

a uplnos, preita a osvoji si informéacie uvede
v prircke pre skuSajuceho, zabegpe aby

Rvratane vSetkych potrebnych povoleni
uchovavanie a prenos osobn
Gdajov), zabezpg ziskanie vSetkycl
pozadovanych vyjadreni a schvaleni (al¢
priaznivych posudkov) od prislusny
kontrolnych Uradov a nezavislych eticky
komisii a pred zaradenim akéhdékek subjektu
poskytne spolénosti Quintiles kopie takycht
Sschvaleni. Zadavate  poskytol vzor
einformovaného suhlasu pre pouZitie v ton
skusani; akéKwek zmeny tohto informovanéh
suhlasu musi pred jeho pouzZitim schi
yspola&nog’ Quintiles alebo zadéavdte pricom

i Zdravotnicke zariadenie sa zavazuje zab#&gp

szastupcom urychlene a kompletne odovzd3
vSetky Udaje, zaznamy a informacie tykajuce
skuSania v priebehu riadneho pracovnétasu
a bude im pomaltapri rieSeni vSetkych otazg
S pri vykonavani vSetkych inSpekcii alebo kont
f originalnych zdravotnych zaznamov subjekt
ehlaseni alebo inych  zdrojovych  (dajq
sZdravotnicke zariadenie sa zavaz
DEpolupracov  so  zastupcami  spaloosti
JQuintiles a zadavata pri ich navstevach cent
2skiSania a zabezfié, aby ich jeho zamestnan
zastupcovia alebo personal pri navsteyv,
ineolyazovali ani inym sposobom pre ni
nevytvarali
tZdravotnicke zariadenie zauwje, Ze m4
zakonné opravnenie na odovzdavakii@ickych

O

nepriatiské pracovné prostredie.

jto
lje

om

mi

ou

ske
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ych

bbo
ch
ch

nto
o]
ali

eta

a)
=

aby vsSetky klinické ddaje boli presné, uplné
acitate’'né.  Zdravotnicke zariadenie bude
[ spola@nosti  Quintiles, zadavadtevi aich

va
Sa

any comparator products provided in connectio

NUdajov, zaznamov a informacii suavisiacich
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with the Study, solely for the purpose of
properly completing the Study and shall

maintain all Investigational Product and any

comparator products in a locked, secured area
all times. Upon completion or termination of

the Study, the Institution shall return all unuseq

Investigational Product, comparator products
equipment, and materials and all Confidentia
Information (as defined below).

2) Confidential and Proprietary Information.

All information (including, but not limited to,
documents, descriptions, data, CRFs
photographs, videos and instructions),
materials (including, but not limited to, the
Investigational  Product and
products), provided to the Site by Quintiles,
Sponsor, or their agents, (whether verbal, writte
or electronic), and all data,
the “Confidential

(hereinafter, Information”)

shall be the property of Sponsor. The Institution

shall keep the Confidential Information strictly
confidential and shall disclose it only to its
employees involved in conducting the Study
who are subject to confidentiality obligations
that are consistent with this Agreement, on g
need-to-know basis. These confidentiality]
obligations shall continue until ten (10) years
after completion of the Study, but shall not
apply to Confidential Information to the extent
that it: a) is or becomes publicly available
through no fault of the Institution; b) is discldse
to the Institution by a third party not subject to
any obligation of confidence; c¢) must be
disclosed to IRBs, IECs, or applicable
regulatory authorities; d) must be included in
any subject's informed consent form; e) is
published in accordance with Article 3 herein;
or, f) is required to be disclosed by applicable
law, provided that the Institution shall give
Sponsor and Quintiles prompt, advance writter
notice to permit Quintiles, Sponsor or their
agents to object to or otherwise limit such
disclosure. The existing inventions and
technologies of Sponsor, Quintiles, or the
Institution are their separate property and are nc
affected by this Agreement. Sponsor shall hav

an(

comparator

reports and
information, relating to the Study or its progress

skuSanim spolmosti Quintiles a zadavdivi.

produkt, ktory sa skuSadélej ,skuSany
aprodukt ) a vSetky
(komparatory) poskytnuté v suvislosti
I skaanim vyhradne pre cdly

vSetky referetné produkty uchovava na
uzamknuténom a zabezgenom mieste. P
dokorteni alebo =zastaveni skdSania
zdravotnicke zariadenie zavazuje wratsetok
nepouzity  skasany produkt, refetee
produkty, vybavenie a materialy a vSet
doéverné informacie (definované nizsie).

' 2) Doverné informacie a informacie chranene
jvlastnl'ckymi pravami. VSetky informécie
(najm@ dokumenty, popisy, Udaje, CR
fotografie, vided a pokyny) a materialy (najr
skasany produkt arefer&me produkty
Nkomparatory), ktoré centru skiSania posky
Quintiles, zadavatealebo ich z&stupcoviai(uz
vo verbalnej, pisomnej alebo elektronic
forme) a vSetky udaje, hlasenia a inform3
' tykajlce sa sk(ania alebo jeho priebetiial]

% zapojenym do vedenia ski$ania, ktori podliel
povinnostiam zachovania dévernosti v sulg
stouto zmluvou pdé <zasady, Ze kaZd
zamestnanec dostane len tie informéacie, K
potrebuje. Povinnosti zachovavania doévern
pretrvaju az do desiatich (10) rokov

dokortenia skuSania, netahuju sa vSak n
doverné informacie v tom rozsahu, v ktorom:
su alebo sa stanu verejne pristupnymi

zavinenia zdravotnickeho zariadenia, b)

zdravotnickemu zariadeniu odovzda nej;
tretia strana, ktord nepodlieha Ziadn
povinnostiam zachovavania ich dévernosti; c
' nutné ich odovzda etickym komisiam aleb
prislusnym kontrolnym dradom; d) musiath
uvedené v informovanych suhlasoch subjeki
e) su publikované v suladeclgnkom 3 tejto
zmluvy alebo f)
prislusné pravne predpisy za predpokladu,
zdravotnicke zariadenie bude Quinti
Y zadavata urychlene  vopred  pisomr

N

Zdravotnicke zariadenie sa zavazuje pol
referamé produkty

riadnehg
' vykonania skuSania a vzdy skuSany produl

utajeni a odovzda ich len svojim zamestnanc

ich odovzdanie pozaduj
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exclusive ownership of any inventions or
discoveries arising in whole or in part from
Confidential Information or arising from the
conduct of the Study. Thénstitution will
promptly notify Sponsor in writing if it or
Investigator conceives or makes any suc
inventions or discoveries and, at Sponsor’s
expense, execute any documents and give a
testimony necessary for Sponsor to obtair
patents in any country or to otherwise protec
Sponsor’s interests in such
discoveries. The Institution agrees to comply
with any applicable data privacy or data
protection legislation of the country in which the
data originated.

3) Publication. Institution understands that this
Study is being conducted at multiple researc
sites. Institution is free to publish or presdrd t

Study results obtained at the Site, but only afte
the first publication or presentation that involves
the multi-center data or eighteen (18) month
after the completion of the multi-center Study,
whichever is first. At least sixty (60) days prior
to submitting or presenting a manuscript or othe
materials relating to the Study to a
publisher, reviewer, or other outside persons
the Institution shall provide to Sponsor a copy
of all such manuscripts and materials, and alloy
Sponsor sixty (60) days to review and commen
on them. If the Sponsor requests, the Institutio
shall remove any Confidential Information
(other than Study results) prior to submitting of
presenting the materials. In addition, at
Sponsor's request, the Institution shall delay
publication for an additional ninety (90) days to
allow Sponsor the opportunity to file for patent
protection. No party hereto shall use any othe
party's name in connection with any
advertising, publication or promotion without
prior written permission.

inventions or

alebo ich zastupcom namiétaroti takémutqg
odovzdaniu alebo ho inak obmeg@lZExistujlce
vynalezy atechnoldgie zadavide Quintiles
alebo zdravotnickeho zariadenia

samostatnym vlastnictvom kazdého z nich a
Nsu ovplyvnené touto zmluvou. Zadaudatge
svyhradnym  vlastnikom vSetkych vynalezg
npbjavov, autorskych prav, obchodny
ntajomstiev afalSich prav dusevného vlastnict

zariadenie alebo skuSajuci sformuluje alg
vytvori takéto objavy alebo vynalezy a
naklady zadavata vyhotovi a podpiSe vsetk
doklady alebo pravne dokumenty potrebné
to, aby zadavate mohol ziské& patenty v
ktorejka’'vek krajine alebo inak chréhisvoje
zaujmy v takychto objavoch alebo vynalezo
Zdravotnicke zariadenie sa zavazuje dodriig
vSetky prislusné pravne predpisy o ochr
osobnych udajov platné v krajine, z ktorej ud
Tpochadzaja.

r

| 3) Publikovanie. Zdravotnicke zariadenie
"uvedomuje, Ze toto skuSanie sa vedie
viacerych vyskumnych centrach (multicentrig
skuSanie). Zdravotnicke zariadenie
slobodne publikovd alebo prezentova
vysledky skuSania ziskané v centre, ale az
'prvej publikacii alebo prezentacii, zahjlcej
,Mmulticentrickeé udaje alebo po osemnastich
tmesiacoch od dokd@enia multicentrickéhg
skUsania, pd toho,co nastane skor. Najmen
Sesdesiat (60) dni pred podanim rukopisu al
iného materialu tykajuceho sa skuSania doet
alebo pred jeho prezentovanim vydaVvetwe
recenzentovi alebo inym ne&stnenym
osobam poskytne zdravotnicke zariade
zadavatBovi kopiu vSetkych takychto rukopisa
ra materidlov a poskytne zadavate Sesdesiat
(60) dni na ich posudenie a pripomienkova
Ak to bude zadavalepozadové, zdravotnicke
zariadenie odstrani pred podanim dadlalebo
prezentovanim  tychto  materidlov
doverné informacie (okrem vysledkd
skiSania). Na poZiadanie zadavate tiez
zdravotnicke zariadenie odlozi publikova
odalSich devédesiat (90) dni, aby umozni

r

urychlene pisomne informot/aak zdravotnicke
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t vzniknutychcéiastaine alebo Uplne z dévernych
informacii alebo z vedenia skt]éarlia.
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4) Inspection and Debarment. When given
reasonable notice, the Institution agrees to alloy
authorized Quintiles, Sponsor and regulatory

authority personnel direct access to the4) Kontrola a vylGéenie. Za predpokladu, z

Institution’s records relating to the Study,
including  subject medical records, for
monitoring, auditing, and inspection purposes,

If any source data are kept on computer files,5q4vatta a kontrolnych Gradov priamy pristup

only, the Site shall make print-outs of all such

<

ochranu. Ziadna zo zmluvnych stran nepoufgije
nadzov druhej zmluvnej strany v suvislosti
s akoukdvek reklamou, publikaciou aleho
propagaciou bez predchadzajuceho pisomného
povolenia.

—D

o tom bude zdravotnicke zariadenie
informované v dostatmom predstihu, zavazuje
sa poskytntl poverenému personalu Quintiles,

k zaznamom zdravotnickeho zariadepia

data relevant to the Study for the purpose ofivyaiicim sa skdania, vratane zdravotnjch

source data verification, and shall have them
signed, dated and retained as source document

The Institution 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 Institution’s facilities, and the
Institution shall permit Quintiles and Sponsor tg
attend any such inspections. The Institution wil

make reasonable efforts to separate, and npkoreSpondencii a komunikacii tykajdcej fsa

disclose, all confidential materials thate not
required to be disclosed during such inspectic

zadznamov subjektov, precé&ly monitoringu,

Fuditu a inSpekcie. Ak budu niektoré zdrojavé
Gdaje uloZzené len v piiacovych suboroch
centrum skuSania vyhotovi vytky vSetkych
takychto Udajov dolezitych pre skuSanie pre
Ucely overenia zdrojovej dokumentéacie, da ich
podpisd, datova a bude ich uchovavaako

zdrojovu dokumentaciu. Zdravotnicke
zariadenie bude spaioog’ Quintiles okamzite
informova’ o0 vSetkych poziadavkach,

skuSania s akymikeek Statnymi alebo
kontrolnymi Uradmi a poskytne z nej sp@tosti

Institution and Investigator each represents andQuintiles képie, najmd o poZiadavkach |na
warrants that there are no pending for-causginSpekciu priestorov zdravotnickeho zariadenia a

regulatory audits, investigations or proceedingsumozni spolénosti Quintiles a zadavdvi,

involving Institution, Investigator, or any of
their employees or agents performing Study
activities which relate to compliance with laws
regarding the conduct of any clinical resear

The Investigator and the Institution shall be
jointly responsible for maintaining essential

Study documents in the manner specified bysamostatne vyhlasuji a zawl, Zze im nehrozig

current good clinical practice (“GCP”)
guidelines and applicable laws for fifteen (15)

aby sa takychto inSpekcii  &stnili.
Zdravotnicke zariadenie vynalozi primeranu
snahu na to, aby oddelilo a neodovzdalo dévernée
informacie a materidly, ktorych odovzdanie
potas takychto inSpekcii nie je poZadované.
SkuSajuci  a zdravotnicke zariadenie  kazdy
A

Ziadne audity, vySetrovania alebo opatrgnia
kontrolnych dradov z gitého dovodu, tykajuce

years after the completion of the Study or suchsa zdravotnickeho zariadenia, skuSajuceho glebo

longer period as specified by current GCH
guidelines and applicable laws. In addition,

ich zamestnancowi zastupcov zapojenych do
éinnosti skdSania, ktoré sulvisia s dodrziavanim

Institution shall take measures to preventpravnych predpisov platnych pre vedepie

accidental or premature destruction of theseakéhokdvek klinického vyskumu. SkusSajuci

documents. If the Investigator leaves ar
institution, then responsibility for maintaining
Study records shall be determined in accordang
with applicable regulations. During the Study

and for 15 years thereafter, if an investigator of a prislusSnymi  pravnymi predpismi po dopu

sub-investigator leaves an institution or
otherwise changes addresses, he or she sh
promptly notify Sponsor an@uintiles of his or

a zdravotnicke zariadenie spé&he zodpovedajl
za uchovavanie nevyhnutnych dokumentov
egskuSania spdsobom Specifikovanym aktualnymi
smernicami spravnej klinickej praxe (,GCRH®

patnag (15) rokov od doko¥enia skuSania,
afllebo dIhSiu dobu, ak to poZaduju aktudlne
smerni@ GCP alebo platné pravne predpisy.
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her new address. The Instituticepresents and

warrants that neither it, nor any of its employees
agents or other persons performing the Stud
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
Institution shall notify Quintiles immediately if

any such investigation, disqualification,
debarment, or ban occurs.

5) Termination. Sponsor may suspend
enrollment or terminate this Agreement
effective immediately upon written notice. The
Institution may terminate this Agreement upor
written notice if circumstances beyond the
Institution’s reasonable control prevent the Sité
from completing the Study, or if the Institution
reasonably determines that it is unsafe t
continue the Study. Upon receipt of notice of
termination, the Site shall immediately ceast
any subject recruitment, follow the specified
termination proceduresnsure that any required
subject follow-up procedures are completed
and make all reasonable efforts to minimize
further costs, and Quintiles shall make a fina
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%) o
this final payment will be withheld until final
acceptance by Sponsor @t subject CRF pages
andall data clarifications issued and satisfactior
of all other applicable conditions set forth in the
Agreement. Neither Quintiles nor Sponsor shal
be responsible to the Institution for any lost
profits, lost opportunities, or other
consequential damages

Zdravotnicke zariadenie
,opatrenia, ktoré zabrania nahodnému al
ypredtasnému zrieniu tychto dokumentov. A
,skdSajuci zo zdravotnickeho zariadenia od
zodpovednas za uchovavanie zaznamov

skdSania sa ur v sulade s platnymi pravnyn
predpismi. Ak v priebehu skiSania alebo
patnastich (15) rokov p&iom skaSajuci aleb
spoluskuSajuci zo zdravotnickeho zariade
odide alebo inym spdsobom zmeni adresu, T
spola@nog’ Quintiles a zadavata urychlene
informova’ o svojej novej adrese. Zdravotnic
zariadenie vyhlasuje a z&ume, Ze samotn
zdravotnicke zariadenie ani jeho zamestndg
zastupcovia alebo iné osoby vykonavajl
skuSanie pod jeho vedenim neboli wdaé,
diskvalifikované ani im nebol udeleny zak|
vykonavania klinickych skusani, ani nie

predmetom vySetrovania akéhdikek Statnehg
alebo kontrolného Uradu vo vegili¢enia alebg
podobného dradného postihu v akéjkek
krajine a zdravotnicke zariadenie bu
spolanog’ Quintiles okamzite informova ak
sa takéto  vySetrovanie, diskvalifikac
vyluc¢enie alebo zakaginnosti vyskytne.

174

D5) Vypovedanie zmluvy. Zadavaté moze
zastaw zaralovanie alebo vypoved& tuto
2zmluvu  pisomnou vypodou s okamZitou
acinnog’ou. Zdravotnicke zariadenie moZze tl
zmluvu vypovedé pisomnou vypowgou, ak mu

, okolnosti  mimo jeho primeranej kontro
zabrawujo v dokorgeni skiSania, alebo &
zdravotnicke zariadenie dospeje

odovodnenému zaveru, ze paloea’ v skdsani
 nie je bezpéné. Po prevzati pisomnej vypove
centrum skUSania okamzite zastavi n§
f subjektov do skdSania, dodrZzi posty
definované pre vypovedanie zmluvy, zabeip
aby boli dokogené vSetky poZadovarn
kontrolné  vySetrenia subjektov  a vynalg
primerané Usilie na minimalizovanie’alSich
| ndkladov. Quintiles poukaze poslednu platbu
navstevy alebo vykony riadne vykonané
sulade stouto zmluvou vo vySke stanovene
Prilohe B; dega percent (10%) tejto posledn
platby vSak bude zadrzanych aZz

zadavatbovho konéného schvalenia vsetkyq
stranok pacientskych harkov (CRF) a vSetk
vydanych vysvetliviek k udajom ado splnel

tiez podnikne
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6) Claims and Disclaimers The Institution

shall promptly notify Quintiles and Sponsor in
writing of any claim of illnessinjury or damage

actually or allegedly arising from the conduct of
the Study. Sponsor agrees to indemnify an
hold harmless the Institution and Investigatos
from any third party claims of illness, injury or
damage directly arising out of the conduct of the
Study in accordance with the Protocol, except t
the extent any such illness, injury or damage i
caused by the Institution or Investigator's
negligence, misconduct, failure to follow the
Protocol or breach of applicable law or
regulation. Sponsor shall have the right tg

control the defense of any such claims and the

Institution shall cooperate fully with Sponsor in
handling such claims. Quintiles expressly
disclaims any liability in connection with the
Investigational Product, including any liability
for any product claim arising out of a condition
caused by or allegedly caused by the
administration of such product except to the
extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by Quintiles. Neither Quintiles nor
Sponsor will be responsible for, and the
Institution agrees, to the extent allowed by law
to indemnify and hold them harmless from, any
third party claims of illness, injury or damage
resulting from the Institution’s negligence,
failure to adhere to the Protocol, failure to obtai
informed consent, unauthorized warranties
breach of this Agreement, breach of applicabls
law or regulation or willful misconduct

Institution shall maintain a Commercially
Reasonable level of insurance, and, upo
request, shall provide a certificate of insurarce t

Quintiles; or, alternatively, if applicable
insurance is provided by a governmenta
agency, the Institution shall satisfy all

requirements necessary to remain eligible fo
such governmental insurance during the Stud
and, upon request, shall provide a certificate 0
currency to Quintiles. For purposes of this
Section, “Commercially Reasonable” shall
mean in accordance with standard practice in th

stanovenych  vtejto zmluve. Spoimg
Quintiles ani zadavateneria zdravotnickemd
zariadeniu za akyRoek usly zisk, stratl
prilezitosti alebo iné nasledné Skody.

6) Naroky na odSkodnenie a odmietnutie
zodpovednosti Zdravotnicke zariadenie bug
dQuintiles azadavata urychlene pisomn
informova’ o kazdom vznesenom néroku
odSkodnenie choroby, ujmy na zdravi ale
2 Skody, skuténe alebo (dajne spdsober
Pvedenim sklSania. Zadavitesa zavazuije
5zdravotnicke zariadenie a skusajuce
odSkodnf  azbaw  zodpovednosti z
akékdvek vznesené naroky tretich stran
odSkodnenie choroby, ujmy na zdravi ale
Skody spbsobenej vedenim skdSania v su
s protokolom, s vynimkou rozsahu, v ktorom
takato choroba, ujma na zdravi alebo 3k
spésobena nedbalimsi, nespravnym konanin
nedodrzanim protokolu alebo poruSen
platnych pravnych predpisov zo stra
. zdravotnickeho zariadenia alebo skuSajuce
Zadavaté ma pravo riadi obhajobu takychtc
vznesenych narokov a zdravotnig
zariadenie bude so zadaJvaen pri rieSeni
takychto narokov plne spolupracov®uintiles
vyslovhe odmieta akuKeek zodpovedna’s
v suvislosti so skaSanym produktom, vrata
zodpovednosti za naroky na nahradu Sk
spbsobenej produktom, vyplyvajlcej

zdravotnych problémov spésobenych alé
Gdajne spbsobenych podavanim takél
» produktu s vynimkou rozsahu, v ktorom

Ptakadto  zodpovedndés bola oddvodnen
nedbalogou, Umyselne nespravnym konan
alebo porusenim tejto zmluvy zo str
NQuintiles. Spolénog’ Quintiles ani zadavale

nebudu ma Ziadnu zodpovedn6s
a zdravotnicke  zariadenie sa  vrozs
umoznenom pravnymi predpismi zavaz

Quintiles a zadavafa odSkodni a zbaw
zodpovednosti za vSetky vznesené nar
tretich stran na odskodnenie choroby, ujmy
zdravi alebo Skody, vyplyvajuce z nedbalo
nedodrzania protokolu, neziskar
dnformovaneho suhlasu, neopravnenych za
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industry and in the geographical area. porusenia tejto zmluvy, poruSenia platnych
pravnych predpisov alebo umyselne
nespravneho konania zo strany zdravotnickeho
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7) Financial Disclosure In order to allow

Sponsor to comply with its U.S. regulatory
requirements, the Institution agrees that, fo
each listed or identified investigator or
subinvestigator who is directly involved in the
treatment or evaluation of research subjects,
shall promptly return to Quintiles a financial

disclosure form that has been completed andzadavatéovi

signed by such investigator or subinvestigator
which shall disclose any applicable interests
held by those investigators or subinvestigator
or their spouses or dependent childr

Quintiles may withhold paymentkit does not

receive a completed form from each such
investigator and subinvestigator. The Institutior]
shall ensure that all such forms are promptly

updated as needed to maintain their accuragy®

and completeness during the Study and for on
(1) year after its completion. The Institution
agrees that the completed forms may be subje
to review by governmental or regulatory
agencies, Sponsor, Quintiles, and their agent
and the Institution consents to such review. Th
Institution further consents to the transfer of itg
financial disclosure data to the Sponsor’s
country of origin, and to the U.S. if the Site is
outside of the U.S., even though data protectio
may not exist or be as developed in thos
countries as in the Site’'s own country.

8) Shipping of Dangerous Goods and
Infectious Materials. The shipment of
dangerous goods and infectious material
(including infectious subject specimens) is
subject to local, national, and international laws

rprimerané” taku vysSku poistného krytia, ktg

udrZziavad komegne primerané poistenie a
poziadanie poskytne sp@lwosti Quintiles
poistny certifikat, v pripade, Ze prislus
poistenie poskytuje nejaka Statna instita
zavazuje sa zdravotnicke zariadenielnap
vSetky podmienky, aby si pas skuSaniz
udrzalo narok na takéto Statne poistenie
poziadanie poskytne sp@lwosti Quintiles
potvrdenie o aktualnosti takéhoto poistenia.
Gcely tohto ¢lanku znamena ,koméme

zodpoveda Standardnej praxi vtomto odvg
a geografickej oblasti.

it
7) Finanéné vykazy a priznania. Aby sa
umoznilo spini  poZiadavky
,kontrolnych Uradov Spojenych Stato|
s americkych, zavazuje sa zdravotnicke zariad
surychlene  odovzda spola@nosti  Quintiles
financné vykazy za kazdého uvedeného al
identifikovaného skuSajuceho ale
spoluskuSajuceho priamo zapojeného da@blye
alebo vyhodnocovania subjektov skuSaf
vyplnené a podpisané tymito skudSajucimi al
poluskdsajucimi, kde budd uvedené vse
delevantné finatné zaujmy tychto skudsajicia
alebo spoluskusajucich ako aj [
cfhanzelov/manzeliek a vyzivovanych deti.

spola@nog’ Quintiles nedostane  vyplner
sfinancny  vykaz za kazdého skusajlce
ca spoluskisajuceho, moéze odmigtnpoukaza
Ghrady za skaSanie. Zdravotnicke zariade
zabezpeéi, aby boli takéto vykazy pdid potreby
véas aktualizované tak, aby bola zachovana
nspravnog a Uplnog pocas celého skuSania
hjeden (1) rok po jeho dokéani. Zdravotnicke
zariadenie akceptuje, Ze vyplnené fitiad
vykazy mdzu podlieha kontroldm zo strany
Statnych a kontrolnych dradov, zadavate
spolanosti Quintiles a ich zastupcov a s tako
kontrolou suhlasi. Zdravotnicke zariadedialej
suhlasi s prenosom svojich firarych udajov dg
krajiny pbévodu zadavata a do Spojenyc
Statov americkych, ak sa centrum skuse
nachadza mimo Spojenych Statov americkych
ked vtychto krajindch nie je zabezmma
ochrana osobnych u(dajov alebo je na nii
arovni, nez v domacej krajine centra skisania.

i8) Preprava nebezpé&ého a infelkéného

and regulations. The Institution is responsiblé
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for ensuring that each individual who package
or handles any dangerous goods or infectiou
materials for shipping from the Institution
complies with all applicable laws and
regulations.

9) Adverse Event Reporting. Institution
acknowledges thdhvestigator agrees to report
any serious adverse events (SAES) as require
by law, regulation and the Protocol. Within 24
hours (or such other time as specified in the
Protocol) of first knowledge of any SAE or any
event that could affect the safety the Study
participants, Investigator will notify the Sponsor
by submitting a SAE report.

10) Additional Contractual Provisions. This
Agreement, including these Terms and
Conditions, constitutes the sole andmplete

agreement between the parties and replaces
other written and oral agreements relating to th
Study. Institution agrees that the arrangemen
between Sponsor, Quintiles and Investigato
concerning the conduct of the Study including
payments due to the Investigator for
performance of the Study, are detailed in &
separate written agreement. No amendments
modifications to this Agreement shall be valid
unless in witing and signed by all the partie

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 wil
remain in effect. This Agreement shall be
binding upon the parties and their successof
and assigns. The Institution shall not assign Q
transfer any rights or obligations under this
Agreement without the written consent of
Sponsor. Sponsor may, and/or Quintiles ma
upon Sponsor’s request, assign this Agreeme
to a third party, (and Quintiles may upon
Sponsor's request assign its rights anc
obligations under this Agreement to Sponsor)
and Sponsor and/or Quintiles (as the case ma
be) shall not be responsible for any obligations
or liabilities under this Agreement that arise
after the date of the assignment, and th
Institution hereby consents to such an

sa infekkného materialu (vratane

shiologickych vzoriek subjektov)
miestnym, narodnym
pravnym predpisom. Zdravotnicke zariadenig
povinné zabez@#’, aby kazda osoba, ktora b
akykd'vek nebezpiy alebo infekny material
alebo snim inak manipuluje pri prepra
zo zdravotnickeho  zariadenia, dodrziav
2@hrisluSné pravne predpisy a nariadenia.

inf&akych
podlieh

29) Hlasenie neziaducich udalostiZzdravotnicke
zariadenie potvrdzuje, Ze skuSajuci sa zavg

Quintiles alebo zadavd® do 24 hodin (aleb
v inej lehote definovanej v protokole) od prvé
zistenia akejkbvek SAE alebo inej udalosti, kto
by mohla mé& nepriaznivy vplyv n3g

v

bezp€nog’ U¢astnikov skusania.

Li10) Dalsie zmluvné ustanoveniaTato zmluva
cvratane tychto podmienok predstavuje jed
A UpIné ujednanie medzi zmluvnymi stranarm

alebo Ustne dohody o tomto skuss
Zdravotnicke zariadenie akceptuje, ze doh
amedzi zadavatem, Quintiles a skdsajucim
ovedeni  skiSania  a platbach splatnych
skUSajucemu za vykonanie skuSania je podrg
definovana v samostatnej pisomnej zmiy
VSetky zmeny a doplnky tejto zmluvy su plat
len v pisomnej forme a po podpise obo
zmluvnymi stranami. Nevyméahanie akejkek
podmienky  tejto zmluvy nema By
interpretované  ako  zrieknutie sa te
spodmienky. Ak sa ktordkeek cag tejto
rzmluvy ukdze ako nevymahditd, zostave
zvySok tejto zmluvy platny a ¢inny. Této
zmluva je zavazna pre zmluvné strany a
ynaslednikov a nastupcov. Zdravotniq
htzariadenie nesmie posttipani presuntl Ziadne
zo svojich prav a povinnosti ptal tejto zmluvy
1bez pisomného suhlasu zadaVateZadavate
,,alebo spoldnog’ Quintiles na poZziadani
\wadavatéa, moze postupi tuto zmluvu trete
50sobe  (a spolmos’ Quintiles mdZze n:
poZiadanie zadavdie postupi svoje prava
2a povinnosti poth tejto zmluvy na zadavdt®
a zadavaté alebo spolénog’ Quintiles (podia

a medzinarodny

rtejto veci a nahraddza vSetkyalSie pisomné

zuje

hlast’ vSetky zavazné neziaduce udalosti (SAE)
v stlade s poZiadavkami pravnych predpisov
a protokolu.  SkuSajuci  bude informava
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notice of such assignment by thesignee. The

terms of this Agreement that contain obligations
or rights that extend beyond the completion o
the Study shall survive termination or
completion of this Agreement, including
without limitation Sections 2, 3, 4, 6 , 7 and 10
of this Attachment A.

ATTACHMENT B

Roche / Genentech Study GX30191

1. BUDGET AND PAYMENT SCHEDULE

za Ziadne povinnosti alebo zavéazky pedejto
5 zmluvy, ktoré vzniknd po datume takéhg

postupenim suhlasNastupca bude zdravotnic
zariadenie o0 takomto postupeni urychle
informova’. Platnog podmienok tejto zmluvy
ktoré obsahuju povinnosti alebo prd
presahujice dobu dok&enia skiSania, najm
tych, ktoré su obsiahnutéclankoche¢. 2, 3, 4, 6,
7 a 10 tejto Prilohy A, pretrva aj po vypoved
alebo splneni tejto zmluvy.

PRILOHA B

KLINICKE SKUSANIE
ROCHE/GENENTECH GX30191

ROZPQOCET A PLATOBNA SCHEMA

to

[ postUpenia a zdravotnicke zariadenie s takymto
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1) PAYMENT TERMS

Quintiles will reimburse the Payee biannually
on a completed visit per subject basis in
accordance with the attached budget. Ninet
percent (90%) of each payment due, includin
any Screening Failure (see Article C below)
will be made based upon prior six (6) months
enrollment data confirmed by subject Caseg
Report Forms (“CRFs”) received from the Site
supporting subject visitation. The balance o
monies earned, up to ten percent (10%), will b
pro-rated upon verification of actual subject
visits, and will be paid bQuintiles to the Payee
upon final acceptance by Sponsor of all CRF
pages, all data clarifications issued, the receif
and approval of any outstanding regulatory
documents as required by Quintiles and/o
Sponsor, the return of all unused supplies t
Quintiles, and upon satisfaction of all other
applicable conditions set forth in the
Agreement

Where a VAT invoice is required, payment will
only be made once Quintiles has received th
valid VAT invoice.

All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement.

Any expense or cost incurred by Institution in
performing this Agreement that is not
specifically designated as reimbursable by
Quintiles or Sponsor under the Agreemen
(including this Budget and Payment Schedule
is Institution’s sole responsibility.

DISCONTINUED OR
TERMINATION PAYMENTS:

EARLY

Yrozpastom. Devé@desiat percent (90%) kazd
splatnej ciastky,

> nizSie), sa poukdze na zaklade udajov

n)
L

r(CRF) prijatymi od centra skuSania, ktg
Bdokladaju navstevnds subjektov.

r
D

1)PLATOBNE PODMIENKY

Spolanog’ Quintiles bude vypladaprijemcu
polroéne, na zaklade p#u absolvovanych
navstev na jeden subjekt v sulade s pripojer

vratane sumy za kaz
neuspesSné vstupné vysSetrenie (pa@tdnok C

zaralovani za predchadzajacich &eg(6)
mesiacov, potvrdenych pacientskymi harkg

Zostato
splatnych finatnych prostriedkov, az do vysk
desd percent (10%), bude uhradeny pomern

5spdsobom po overeni skdtmj navstevnosti
tsubjektov a spolmog’ Quintiles ho doplatj

prijemcovi po zadavafevom  konénom
schvéaleni vSetkych CRF a vSetkych dodafeh
vysvetleni Udajov, prevzati a schvéleni vSetk
chybajacich dokumentov pre kontrolné (rg
poZadovanych spataog’ou Quintiles alebg
zadavatbom, vrateni vSetkych
materialov spolénosti Quintiles a po splner
vSetkych  dalSich  podmienok
v zmluve.

Ak sa pozaduje faktura s DPH, pouké
spol@&nos’ Quintiles platby az potom, He
€dostane fakturu so vSetkymi nalezitasi pre
DPH.

Za Uhradu prislusnych dani
vyhradne prijemca.

zodpove

Zavazné a diskvalifikujace porusSenia
protokolu nie su pod’a tejto zmluvy splatné.

Za vSetky vydavky alebo néklady, ktg
zdravotnickemu zariadeniuzniknt pri plneni
tejto zmluvy a ktoré nie su vyslovne uvedené
tuhrddzané  spotmog’ou  Quintiles  alebg
zadavatbom poda tejto zmluvy (vratane toht
rozpatu a platobnej schémy),
vyhradne zdravotnicke zariadenie.

UHRADY ZA SUBJEKTY, KTORE BOLI
ZO SKUSANIA VYRADENE ALEBO
Z NEHO PREDCASNE VYSTUPILI:

nepouzity¢
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zodpoveda
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Reimbursement for discontinued or early
termination subjects will be prorated based o
the number of confirmed completed visits.

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.
Vajnorska 100/B,
83104 Bratislava, Slovak Republic

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

» Institution 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, upapproval by
Quintiles and Sponsor, will be reimbursed upor
receipt of appropriate documentation

The Investigator shall use the product being
tested (the “Investigational Product”), and any
comparator products provided in connectior
with the Study, solely for the purpose of
properly completing the Study and shall
maintain all Investigational Produeind any

comparator products in a locked, secured area
all times. The Investigator and the Institution
enables Sponsor or Quintiles to inspect the
conditions of storage of the above mentioned
products. Upon completion or termination of the
Study, the Investigator shall return or the
Institution shall destroy, at Sponsor’'s option, al
unused Investigational Product, comparato

Za subjekty, ktoré boli zo skuSania vyrade
nalebo z neho preédsne vystapili, budd Uhrad
vyplacané pomernym spésobom padpaitu
potvrdenych absolvovanych navstev.

ORIGINALY FAKTUR:

Origindly faktar vz’ahujacich sa k tomut
skuSaniu za nasledujuce polozky musia
odoslané na Uhradu spoimsti Quintiles nag
nasledujucu adresu:

Quintiles Slovakia, s.r.o.
Vajnorska 100/B
83104 Bratislava, Slovenska republika

Faktiry nebudu spracované a zahrnuté dg
pravidelnych platieb, ak nebudd obsahové
nazov zadavatéa, ¢islo protokolu a meno
skuSajuceho. Po prevzati a overeni bud
Ohrada faktar zahrnuta do najblizSej
planovanej pravidelnej platby za ¢innosti
suvisiace so subjektmi skdSania.

Platby nezavislym etickym komisiam

Naklady na pracu nezavislych etickych kom
sa budu uhradraako prefakturovavané naklag
.anie su zahrnuté v pripojenom rozfe
F Akékol'vek nésledné podania alebo fishia
skGSania budd po schvéleni sgmiog’ou
Quintiles a zadavafem uhradené po prevze

(IS .
prislusnej dokumentacie.

SkuSajuci pouZije produkt, ktory sa skudaléj
.SkiSany produkt) a vSetky referame
produkty (komparatory) poskytnuté v suvislo
so skudSanim vyhradne precely riadnehog
vykonania skuSania a vzdy skuSany produk
vSetky referetné produkty uchova n
uzamknuténom a zabezgenom mieste
aEkuSajuci a zdravotnicke zariadenie umoz
zadavatovi a spolgnosti Quintiles inSpekcil
e podmienok uskladnenia uvedemého skusar
dproduktu. Po dokafeni alebo zastavef
skiSania sa zdravotnicke zariadenie zavd
vratit, alebo zdravotnicke zariadenie zabegj
likvidaciu, v zavislosti od rozhodnuti
I zadavatba, vSetok nepouzity skdSany produ
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Confidential Information (as defined below) at
Sponsor's sole expense. Institution ang
Investigator shall comply with all laws and
regulations governing the destruction of
Investigational Product and any instructions
from Quintiles or the Sponsor that are nof
inconsistent with such laws and regulations.

Reimbursment for Lucentis

The costs of Lucentis will be reimbursed on &
pass-through basis upon receipt of supportin
invoices, up to 15 0O0Buros per site. To be
eligible for payment, the Lucentis should be
prescribed by Investigator onlfor patients
who develop a condition for which Lucentis is
approved in the country.

The Budget is as follows:

Platba pre
Administered every 6 week®6W) Zdravotnicke
Payments assigned to zariadenie v
Institution in € Navsteva mene €
Visit currency Den 1 €125,00
Day 1 €125,00 Tyzdeii 6 €96,00
Week 6 €96,00 Tyzden 12 €96,00
Week 12 €96,00 Tyzden 18 €93,00
Week 18 €93,00 Tyzdeii 24 €151,00
Week 24 €151,00 TyZden 30 €93,00
Week 30 €93,00 Tyzden 36 €125,00
Week 36 €125,00 TyZden 42 €93,00
Week 42 €93,00 TyZzden 48 €196,00
Week 48 €196,00 TyZden 54 €93,00
Week 54 €93,00 Tyzden 60 €93,00
Week 60 €93,00 TyZden 66 €93,00
Week 66 €93,00 Tyzden 72 €137,00
Week 72 €137,00 TyZden 78 €93,00
Week 78 €93,00 Tyzden 84 €93,00
Week 84 €93,00 Tyzdeii 90 €93,00
Week 90 €93,00 Tyzdeii 96 €174,00
Week 96 €174,00 Spolu za 1 subjekt €1 937,00
TOTAL €1 937,00 Predéasné skoitenie €192,00
Early Termination €192,00
Vykonavanie kazdé 4 tyzdr{®@4W)
Administered every 4 weekQ4W) Platba pre
Payments assigned Zdravotnicke
to Institution in € zariadenie v mene
Visit currency Navsteva €
Day 1 €125,00 Den 1 €125,00
Week 4 €96,00 Tyzden 4 €96,00

avSetky dbverné informacie
I nizSie), vyhradne na naklady zadavate
Zdravotnicke zariadenie a skuSajuci bu
dodrziava vSetky zakony a nariaden
upravujuce destrukciu skuSaného produktu
aj vSetky instrukcie od spalnosti Quintiles
alebo zadavafe, pokid nie su v rozpore
platnymi zakonmi a nariadeniami.

Preplacanie Lucentisu®

Néklady za Lucentis ® budu preplacané p
y dodanym faktaram do celkovej vysSky 15 O
gEuro na pracovisko skisania. Lucentis® by 1
byt predpisany skaSajacim lekdrom iba |
pacientov, ktorym sa vyvinie ochorenie, na kt
je uzivanie Lucentisu® v krajine povolené.

Rozpdaet skdSania je nasledovny:
Q6W Vykonavanie kazdych 6 ty#dv
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Week 8 €93,00 Tyzdei 8 €93,00
Week 12 €96,00 TyZzdei 12 €96,00
Week 16 €93,00 Tyzdei 16 €93,00
Week 20 €93,00 TyZdeii 20 €93,00
Week 24 €151,00 Tyzdei 24 €151,00
Week 28 €93,00 Tyzdei 28 €93,00
Week 32 €93,00 TyZdei 32 €93,00
Week 36 €125,00 Tyzdei 36 €125,00
Week 40 €93,00 TyZzdeii 40 €93,00
Week 44 €93,00 Tyzdei 44 €93,00
Week 48 €196,00 Tyzdei 48 €196,00
Week 52 €93,00 TyZdeii 52 €93,00
Week 56 €93,00 Tyzdei 56 €93,00
Week 60 €93,00 TyZdeii 60 €93,00
Week 64 €93,00 Tyzdei 64 €93,00
Week 68 €93,00 TyZdeii 68 €93,00
Week 72 €137,00 Tyzdei 72 €137,00
Week 76 €93,00 Tyzdei 76 €93,00
Week 80 €93,00 TyZdeii 80 €93,00
Week 84 €93,00 Tyzdei 84 €93,00
Week 88 €93,00 TyZder 88 €93,00
Week 92 €93,00 Tyzdei 92 €93,00
Week?gTAL €€21g§i080 Tyzdeti 96 €174,00
Early Termination €192,00 Spogjrggéissnuébjekt €2 681,00
. €192,00
ukonéenie
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