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CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKI’JE";ANi

Protocol # DPM-CF-303

Protokol ¢. DPM-CF-303

This Clinical Trial Agreement (“Agreement™) between

Téato zmluva o klinickom sktSani (d’alej len ,zmluva®),
uzatvorend medzi zmluvnymi stranami:

INC Research UK Limited with principal offices located
in the United Kingdom at Riverview, The Meadows
Business Park, Station Approach, Blackwater, Camberley,
Surrey GUI179AB, UK, including its affiliates,
subsidiaries, and specifically its parent company INC
Research, LLC (hereinafter “INC Research™)

INC Research UK Limited s hlavnou kancelariou v
Spojenom kral'ovstve, Riverview, The Meadows Business
Park, Station Approach, Blackwater, Camberley, Surrey
GU179AB, UK, vritane jej pridruZenych organizicii,
pobociek a 3Specificky jej materskej spolotnosti INC
Research, LLC (d’alej len “INC Research™)

and

a

Detska fakultnd nemocnica KoSice, with a place of
business at Trieda SNP 1, 040 11 KoSice, Slovak Republic
(“Institution™)

Detska fakultna nemocnica KoSice, so sidlom na adrese
Trieda SNP 1, 040 11 KoSice, Slovenska republika (d'ale;j
len “Institucia™)

when signed by both parties, is effective as of date of last
signature.

nadobtida platnost’ podpisanim obidvomi zmluvnymi
stranami, k ddtumu pripojenia posledného podpisu.

By separate agreement, Pharmaxis with a principal place
of business at 20 Rodborough Rd, Frenchs Forest NSW
2086, Australia (“Sponsor™) has engaged INC Research,
LLC, a contract research organization, with a principal
place of business at 3201 Beechleaf Court, Suite 600,
Raleigh, NC 27604-1547 USA acting as an independent
contractor, to act on behalf of Sponsor for the purposes of
transferring certain obligations in connection to this
Agreement, said obligations including negotiations and
execution of the Agreement and payment administration of
grant amounts described hereunder.

Pharmaxis so sidlom na adrese 20 Rodborough Rd, Frenchs
Forest NSW 2086, Australia (dalej len ,zaddvatel*) na
zédklade osobitnej zmluvy poverila spoloénost INC
Research, LLC, zmluvni vyskumnt organizéciu so sidlom
na adrese 3201 Beechleaf Court, Suite 600, Raleigh, NC
27604-1547 USA, aby konala v zastipeni zadavatela, ktory
jej postapil niektoré povinnosti stvisiace s touto zmluvou,
pricom uvedené povinnosti zahffiaji rokovania a plnenie
tejto zmluvy, ako aj dohlad nad vypldcanim finanénych
prostriedkov z grantu tak, ako je uvedené niZsie.

Sponsor wishes to support a clinical trial entitled “Long
Term Administration of Inhaled Mannitol in Cystic
Fibrosis — A Safety and Efficacy Trial in Adult Cystic
Fibrosis Subjects” (“Protocol”) to be conducted at
Institution and to involve Trial Subjects, who meet agreed
requirements and  standards(collectively,  “Trial™).
Approximate number of enrolled Trial Subject in to this
Trial at the Institution is 5-10.

Zadavatel' chce podporovat’ klinické skuanie pod ndzvom
»,Long Term Administration of Inhaled Mannitol in Cystic
Fibrosis — A Safety and Efficacy Trial in Adult Cystic
Fibrosis Subjects”, (d'alej len ,protokol®), ktoré bude
prebiehat’ v intitucii a budd sa tu zarad'ovat Ucastnikov
sklisania — pacienti, ktori budu spiiat’ dohodnuté podmienky
a kritéria (spoloCne len ,skuSanie). Pocet zaradenych
subjektov skuSania do tohto sku$ania v Institicii bude 5 az
10.

The parties agree as follows:

Zmluvné strany sa dohodli na nasledovnom:

1. Investigators and Research Staff.

1. Skusajuci a Vyskumni Pracovnici,

The Institution’s
will be MUDr.

1.1 Principal Investigator.
principal investigator
Anna Feketeova (“Principal
Investigator”™) - employee of the
Institution DFN KoSice, with a place of
business at Tr. SNP 1, 040 11 KoSice,
Slovak Republic who will be responsible
for the direction and supervision of the
Trial in accordance with applicable
Institution policies.

1.1 Hlavny SkuSajici. Hlavnym ski3ajacim
bude MUDr. Anna Feketeova (dalej len
LHlavny  Skadajuci“) -  zamestnanec
InStitiicie DFN KoSice so sidlom na
adrese Tr. SNP 1, 040 11 Kosice,
Slovenska republika ktory bude
zodpovedny za riadenie skti$ania v stlade s
platnymi postupmi a zdsadami institucie.

Institution agrees that INC Research enters into a separate
agreement with the Principal Investigator and/or other
researchers, as applicable, in respect of the Trial, based on
which the Principal Investigator will commit himself and
his research staff to conduct the Trial and that such

Institdcia sdhlasi, Ze spolo¢nost’ INC Research uzavrie
samostatn zmluvu s hlavnym skiSajacim a/alebo inymi
vyskumnikmi, ak je to potrebné, ohPadom tohto skiiania,
podla ktorej sa hlavny skaSajici spolu so svojimi
vyskumnymi pracovnikmi zaviaze vykonat skiSanie, za
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separate agreement will include fair compensation.

ktoré bude odmeneny.

1.2 Obligations of Institution. Institution and
Principal Investigator is responsible to
INC Research for compliance by all Trial
personnel with the terms of this
Agreement. Institution will ensure that
any personnel who assist in the conduct of
the Trial are informed of and, agree to
abide by all terms of this Agreement
applicable to the activities they perform
and has qualification and approval from
the Institution to be part of the Trial. Any
Institution employee or subcontractor
working on the Trial who is not employed
by Institution will execute a contractual
obligation with Institution obligating
him/her to comply with confidentiality
and other relevant terms and conditions of
this Agreement. . Institution will assume
all those responsibilities assigned to
clinical study sites under all applicable
laws, rules, regulations, guidelines and
standards including without limitation all
relevant International Conference on
Harmonization Good Clinical Practice
(“ICH GCP”) guidelines and standards,
and all applicable laws relating to the
confidentiality, privacy and security of
patient information including obligation to
maintain silence ("Applicable Law").

1.2 Povinnosti _InStiticie Institicia a Hlavny
Skisajuci zodpovedaju spolo€nosti INC Research
za to, Ze vsetci pracovnici zilastiiujici sa
skuSania budid dodrZiavat podmienky tejto
zmluvy. Institucia zaisti, aby bol kazdy
pracovnik, ktory sa bude podiel'at’ na skusani, bol
informovany o podmienkach tejto zmluvy a mal
suhlas Institicie na moZnost' z(castnit' sa tejto
klinickej 3tidie amal odborni spodsobilost na
vykon €innosti, ktoré ma vykonavat, a aby s nimi
sthlasil. Kazdy zamestnanec InStitucie alebo
subdodavatel, ktory pomaha pri vykonem
klinického skuSania, a ktory nie je zamestnancom
indtiticie, podpiSe pisomny zavidzok so s
inStitaciou, v ktorom sa zaviaze dodrZiavat
dovernost’. a iné platné ustanovenia a podmienky
tejto zmluvy. Institucia si osvoji vsetky tieto
povinnosti pridelené centram klinickej $tadie v
sulade so vSetkymi prislusnymi zdkonmi,
pravidlami, predpismi, smernicami a normami
vritane — bez obmedzenia -  vSetkych
relevantnych smernic a Standardov ustanovenych
Medzinarodnou konferenciou o harmonizécii
spravnej klinickej praxe (,,ICH GCP*), Helsinskej
deklaracie a vietkych platnych zakonov tykajucich
sa utajenia, ochrany osobnych udajov a
spristupfiovania informécii o pacientoch vratane
povinnej ml¢anlivosti (d’alej len ,,platné pravo™).

2. Protocol. Institution and Principal Investigator will
conduct the Trial in accordance with the Protocol.
Trial Subject enrolment in this Trial will start on
December 2014 and will be finalized by July 2015.

2. Protokol. Institicia a hlavny skajici bude viest
skG3anie v sulade s protokolom a jeho dodatkami.
Zagiatok ndboru subjektov skidSania tohto skuSania je
december 2014 a ukoncenie je jul 2015

2.1  Amendments. The Protocol may be modified
only by a written Amendment, signed by both
Sponsor and the Institution.  The parties
acknowledge that Protocol Amendments are
also subject to approval by the responsible
Independent Ethics Committee (“IEC™).

2.1 Dodatky. Protokol moZno pozmenit iba na
zédklade pisomného dodatku ktejto Zmluve
podpisaného zadavatel'om aj Institiciou. Zmluvné
strany potvrdzuju, Ze dodatky k protokolu musi
tiez schvalit’ zodpovednd nezavisla etickd komisia
(d’alej len ,,IEC*).

2.2 Emergency Amendments. If it is necessary in
the opinion of the Institution or Principal
Investigator to deviate from the Protocol on an
emergency basis for the safety of the Trial
Subjects (hereinafter defined), Institution and
Principal Investigator will notify Sponsor and
the responsible IEC as soon as practicable but,
in any event, no later than five working days
after the change is implemented. Any
emergency change to the Protocol must be
followed by a written Amendment and approved
by independent EC

2.2 Mimoriadne dodatky. Pokial bude v naliehavom
pripade, v zdujme bezpefnosti subjektov skusania
(tak, ako je definované nizsie), nutné zmenit
protokol, indtitlici a hlavny skdSajici bude &o
najskor informovat spoloénost INC Research
zadavatela, a zodpovednu IEC, v kazdom pripade
viak najneskdr do piatich (5) pracovnych dni od
prijatia takej zmeny. Akakol'vek mimoriadna
zmena protokolu musi byt neskér schvilena
pisomnym dodatkom k tejto Zmluve a schvalend
v nezavislej EK..

2.3 No Additional Research. No additional research

2.3 Zakaz vykondvania d'alSieho vyskumu. Subjekty
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may be conducted on Trial Subjects during the
conduct of the Trial, unless it is approved by
Sponsor and documented as a companion
protocol or an Amendment to the original
Protocol. Trial Subject will receive such an
information through ICF form, which will be
prepared and printed by Sponsor. Such
prohibited research activities include analyses of
biological samples from Trial Subjects for any
non-therapeutic purpose.

sktiania nesmu byt v priebehu tohto skusania
predmetom Ziadneho d'alSieho vyskumu, pokial to
neschvali zadavatel' a pokial' taky vyskum nie je
zdokumentovany vo  forme  sprievodného
protokolu alebo dodatku k pdvodnému protokolu.
Takuto informaciu obdrzi subjekt skuSania cestou
Informovaného suhlasu, ktorého predtia¢ pripravi
zadavatel. K tymto zakdzanym vyskumnym
¢innostiam patria rozbory vzoriek biologického
materialu odobraného subjektom sk($ania na iny
ako terapeuticky cel.

which is established in accordance with §5 Act on
Healthcare No. 576/2004.

2.4  Institution and Principal Investigator will notify 2.4 Institicia a hlavny skiSajici bude informovat
INC Research, Sponsor and IRB within three spoloénost’ INC Research, zadavatel'a a IRB do
days after becoming aware of any material troch dni potom, €o si bude vedoma akéhokol'vek
Protocol violation. It will record Protocol materidlneho porusenia protokolu. Zaznamend
deviations in the Trial records. To the extent odchylky od protokolu do zdznamov o skugani.
possible, it will make its best efforts to quickly Bude sa snazit rychlo napravit' akékol'vek
remedy violations and deviations porusenia a odchylky do takej miery, ako to bude

mozné.
3. Independent Ethics Committee. Before the Trial is Nezavisld Etickd Komisia. Pred zafatim skasania
initiated, Sponsor will ensure that both the Trial and zadavatel' zaisti, aby skiSanie, ako aj obsah
the informed consent form are approved by an IEC, formuldra  informovaného  sthlasu  schvilila

nezavisla etickd komisia (IEC), ktord je zriadena
vsiulade sust. § 5 zdkona 576/2004 Z.z. o
zdravotnej starostlivosti v platnom zneni.

Principal Investigator will conduct the Trial in a
timely manner and in accordance with this Agreement,
the Protocol, Sponsor’s or its designee’s written
instructions and Applicable Law. Institution and
Principal Investigator will comply with Applicable
Law of Slovakia and IEC, INC Research and Sponsor
requirements addressed to Institution to keep the IEC
informed of progress of the Trial, particularly with
respect to serious adverse events, safety reports, and
protocol violations affecting Trial Subject eligibility or
subject safety.

3.1 Trial Disapproval. If, through no fault of 3.1 Neschvélenie Sk3ania. V pripade, Ze IEC
Institution, the Trial is disapproved by the IEC, zamietne schvdlenie sku3ania bez akéhokolvek
this Agreement will immediately terminate with zavinenia inStitGcie, tdto zmluva bude okamzite
no penalty to the Institution, as outlined below ukoncend bez akéhokol'vek postihu vodi instituceii,

ako je uvedené nizsie.
4. Trial Conduct and Compliance. Institution and Vedenie SkuSania A DodrZiavanie Zdsad. Institticia a

Hlavny ska8ajici bud vykonavat' toto skdSanie podla
¢asového rozpisu a v silade s touto zmluvou,
protokolom, podla pisomnych pokynov zadavatela
alebo pisomnych pokynov nim povereného zéstupcu,
ako aj v sulade s platnymi pravnymi predpismi.
Indtittcia a Hlavny skusajuci budu dodrziavat' platné
pravne predpisy platné na Gzemi Slovenskej
republiky.pisomné poziadavky IEC, spolo¢nosti INC
Research a poziadavky zaddvatel'a adresované Institdcii
o tom, Ze bude informovat’ IEC o priebehu skt3ania s
ohladom na zavazné neZiaduce udalosti, hidsenia a

odchylky od protokolu, ktoré maji vplyv na
kvalifikovanost’  subjektu  skGSania alebo  jeho
bezpeénost'.

5. Sponsor Drug. Sponsor will provide Institution with

sufficient quantities of the investigational Medicinal
Product that is being studied (“Sponsor Drug”) to
conduct the Trial.

Lieivo Zadavatela.  Zadavatel' poskytne institacii
dostatotné mnozZstva svojho lieCiva zadavatela®) pri
vykonavani sk(3ania.

5.1 Custody and Dispensing. Institution and
Principal Investigator will adhere to Applicable

Law (Act. No. 362/2011 as amended by later
legislation) and standards requiring careful

Uschova a Vydévanie. Inititacia a hlavny
skisajuci budu postupovat’ v stlade s platnymi

pravnymi predpismi ( zdkon & 362/2011 Z.z
o liekoch a zdravotnickych poméckach v zneni

3.1

[
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custody and dispensing of Sponsor Drug or neskorSich predpisov ainé) a normami, ktoré si
Comparator Drug, as well as appropriate vyzaduju starostlivé uschovanie a vydavanie
documentation of such activities. lie¢iva zadavatela alebo komparativneho liediva,
ako aj nédlezité zdokumentovanie tychto ¢innosti.

5.2 Control. Institution and Principal Investigator 5.2 Kontrola. Institucia a hlavny skdsajuci sa budi
will maintain control of supplies of Sponsor starat’ o kontrolu zasob liediva zaddvatela alebo
Drug or Comparator Drug and will not komparativneho lie¢iva a nebudi ich podévat’
administer or dispense it to anyone who is not a alebo vydavat' osobam, ktoré nie s subjektmi
Trial Subject, or provide access to it to anyone ski$ania, ani k nim umozilovat’ pristup nikomu
except Principal Investigator, sub-investigators, inému okrem hlavného skusajuceho,
or Trial research staff. spoluski3ajucich alebo zamestnancov, ktori sa

podielaju na skufani.

5.3 Use. Institution and Principal Investigator will 5.3 Pouzivanie. InstitGcia a hlavny skusajici buda
use Sponsor Drug or Comparator Drug only as vydavat’ lieivo zadavatela iba tak, ako je uvedené
specified in the Protocol. Any other use of v protokole. Akékol'vek iné pouzitie liediva
Sponsor Drug or Comparator Drug constitutes a zadavatela  alebo  komparativneho  lieiva
material breach of this Agreement. predstavuje zasadné porusenie tejto zmluvy.

5.4 Ownership of Sponsor Drug. Sponsor Drug is 5.4 Vlastnictvo LieCiva Zadavatela. Lieéivo
and remains the property of Sponsor. Sponsor zadavatel'a je a zostdva vlastnictvom zadavatela.
grants Institution no express or implied Zadavatel’ neudel'uje indtitlcii Ziadne vyslovné ani
intellectual property rights in the Sponsor Drug predpokladané autorské prava na lieCivo
or in any methods of making or using the zadavatela, ani na Ziadne metddy vyroby alebo
Sponsor Drug. pouzitia lieCiva zaddvatela.

5.5 Payment for Sponsor Drug or Comparator Drug. 5.5 Platba za lieCivo Zadavatel'a alebo Komparativne

Institution will not charge a Trial Subject or
third-party payer for Sponsor Drug or
Comparator Drug or for any services reimbursed
by Sponsor under this Agreement.

LieCivo. InstitGcia nebude zaradenym subjektom
skusania ani platcom tretej strany Gctovat Ziadne
nédklady za podanie lieCiva zadavatela alebo
komparativne lie¢ivo ani sluzby refundované
zaddvatel'om podla tejto zmluvy.

6. Research Grant. Funding will be made to the
Institution by way of grant payments in accordance
with Attachment B. The grant represents Institution’s
costs of conducting the Trial. All amounts are
inclusive of all direct, indirect, overhead and other
Institution costs, including laboratory and ancillary
service charges, and will remain firm for the duration
of the Trial, unless otherwise agreed in writing by the
parties. The Institution will not directly or indirectly
seek or receive compensation from patient(s)
participating in the Trial (“Trial Subject(s)”) or third-
party payers for any material, treatment or service that
is required by the Protocol and provided or paid by
Sponsor or INC Research, including, but not limited
to, Sponsor Drug, Comparator Drug, Trial Subject
screening, infusions, physician and nurse services,
diagnostic tests, and Sponsor Drug and/or Comparator
Drug administration.

Vyskumny _Grant. Financovanie institucie bude
zabezpedené prostrednictvom platieb z grantu v shlade s
prilohou B. Grant predstavuje ndklady institicie na
vykondvanie skuSania, ktoré je predmetom tejto zmiuvy.
Vietky <ciastky zahrhnaju vSetky priame, nepriame,
mimoriadne a iné naklady InStitdcie vratane ndkladov na
laboratérne vykony a pomocné sluzby a pocas celého
trvania sku$ania budt pevné, pokial’ sa zmluvné strany
nedohodnt inak v pisomnej forme. Institicia nebude
priamo ani nepriamo Ziadat alebo prijimat’ kompenzaciu
od zaradeného pacienta(-ov), ktory(-ri) sa z(astiiuje(-

ju) skudania (dalej len ,,subjekt(-ty) skugania“), alebo od

platcov tretich stran za material, liecbu alebo sluZzby
poZadované protokolom a poskytnuté alebo uhradzané
spolo¢nostou INC Research, vratane, okrem iného,
lieiva zad4vatel'a, komparativneho lie¢iva, skriningu
subjektov skuania, inflzii, sluzieb poskytovanych
skusajucim alebo spoluskiSajicimimi, diagnostickych
testov a poddvania lieCiva zadavatela a/alebo
komparativneho lieciva.

7. Trial Subject Enrollment. Institution and Principal
Investigator has agreed to enroll Trial Subjects in the
Trial in accordance with the Protocol.

Zaradenie Subjektov SkuSania.  InStitdcia Hlavny
kisajucl stuhlasia, Ze do skiSania zaradi iba pacientov v
sulade s podmienkami akritériami uvedenymi v
protokole.
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7.1  Multi-Center Studies. Sponsor or INC Research
may discontinue patient enrollment if the total
enrollment needed for a multi-center Trial has
been achieved. Number of subjects at Institution
arranged for the Trial 2-5.

7.1 Multicentrické  Studie. Zadavatel'  alebo
spoloénost INC  Research moZe zastavit’
zarad'ovanie pacientov do skuSania, ak sa
dosiahne celkovy podet zaradenych subjektov
potrebny pre toto multicentrické skisanie.
Celkovy pocCet zaradenych pacientov v DFN
Kogice je dohodnuty na 2-5 pacientov.

8. Adverse Events. Institution and Principal Investigator
will report all adverse events experienced by Trial
Subjects in accordance with instructions in the
Protocol and applicable regulations. Institution and
Principal Investigator will report the adverse event
within 24 hours to INC Research and Sponsor, and
follow-up with a written report of the event to INC
Research and Sponsor within 48 hours of concluding
that such event occurred. Institution and Principal
Investigator will comply with other INC Research,
Sponsor and IEC reporting instructions in case of
Adverse events regardless of connection with the
Trial. If Trial Subjects are physically injured by the
Sponsor Drug or properly performed Trial procedures
in accordance with the Protocol and the Institution,
Principal  Investigator and other individuals
participating in the conduct of the Trial have followed
the Protocol, all applicable laws and regulations of
Slovakia and all directions of Sponsor, Sponsor will
reimburse the reasonable costs of medical expenses
necessary to treat the injury.

8. Neziaduce Udalosti. Hlavny Sku$ajici bude hlasit

vietky neziaduce udalosti, ktoré sa prejavia u subjektov
skusania, v stlade s pokynmi uvedenymi v protokole a
platnymi predpismi. Hlavny Ska3ajuci nahlési neZiaducu
udalost’ spolocnosti INC Research a zadavatel'ovi do 24
hodin, a do 48 hodin posle spoloénosti INC Research a
zadavatel'ovi pisomnu spravu o udalosti s uzaverom, Ze
k takejto wudalosti doSlo. hlavny skusajuci bude
dodrziavat’ d’alSie pokyny spolo¢nosti INC Research a
zadavatela o nahlasovani neziadtcich udalosti bez
ohladu na sivis s klinickym skisanim.. Ak u subjektu
skiSania doSlo k poSkodeniu  zdravua lieCivom
zaddvatela alebo riadne vykonanymi postupmi
klinického skisania podla platného Protokolu institucia
a, hlavny skuSajuci a iné osoby zucastiiujice sa
vykonavania skt3ania dodrziavali protokol, wv3etky
prislusné pravne predpisy platné na Gzemi Slovenskej
republikya v3etky pisomné nariadenia zadavatela,
zadavatel’ uhradi vSetky primerané naklady potrebné na
lie€enie takéhoto pposkodenia zdravia.

9. Protected Health Information. The parties recognize a
common goal of securing all individually identifiable
health information and holding such information in
accordance with Act No. 122/2013 as amended by
later legislation in confidence and protecting it from
unauthorized disclosure and use. Institution and
Principal Investigator represents and warrants that it
will comply with the provisions of any Applicable
Law of Slovakia relating to the confidentiality and
privacy.

9. Chranené Zdravotné Informécie. Zmluvné strany sa

stotozhujit so spoloénym zamerom chranit’ vSetky
individualne identifikovatelné zdravotné informadcie
a uchovavat’ informacie takého charakteru v ramci
ochrany osobnych tdajov vratane tdajov o zdravotnom
stave fyzickej osoby podla zdkona ¢. 122/2013 Z.z
v zneni neskor3ich predpisov v utajeni a chranit’ ich pred
neopravnenym zvergjnenim a spracovanim. InStitucia
a hlavny skusajuci vyhlasuju a garantuju, ze budid
postupovat’ v suilade s ustanoveniami vietkych platnych
pravnych predpisov na uzemi Slovenskej republiky
vyplyvajucich z ochrany osobnych uidajov.

9.1 Authorization to Use and Disclose Health
Information. Principal Investigator will obtain a
form for a written privacy authorization,
complying with Applicable Law, for each Trial
Subject which will enable Institution to provide
Sponsor and other persons and entities
designated by Sponsor with completed Case
Report Forms (“CRFs”), source documents and
all other information required by the Protocol.
Sponsor or INC Research, though not a covered
entity, recognizes that, pursuant to this
Agreement, it has the responsibility to protect all
individually identifiable patient information and

9.1 Povolenie PouZzivat a Zverejiovat Zdravotné
Informdcie. Hlavny skuSajici dostane pre kazdy
zaradeny subjekt skuSania tladivo na ziskanie
pisomného suhlasu so spracovanimosobnych
tidajov, spifajuci poziadavky vsetkychplatnych
pravnych predpisov, ktory bude opraviovat
hlavného skusajiceho poskytnat’ zadavatelovi,
ako aj inym osobam a pravnym subjektom nim
urenych, vyplnené formulare pripadovych sprav
(dalej len ,,CRF*), zdrojové dokumenty a vietky
ostatné udaje pozadované protokolom. Zadavatel
a spolo¢nost’ INC Research, nie viak chraneny
pravny subjekt, berd na vedomie, Ze podla tejto

-

Page 5 of 25

|

Strana 51z 25

Feketeova,A_Pharmaxis_DPM-CF-303_INCR_2way_CTA_Institution_Final_20Nov2014




MUDr. Anna Feketeova

MUDr. Anna Feketeova

Confidential

Déverné

to restrict the use of such information to those
persons and entities, including consultants,
contractors, subcontractors and agents, who
must have access to such information in order to
fulfill their assigned duties with respect to the
Trial. Such use also will be restricted to those
permitted in the authorization forms and neither
Sponsor or INC Research nor any party to
whom Sponsor or INC Research may disclose
individually identifiable health information may
use such information to recruit research subjects
to additional studies, to advertise additional
studies or products, or to perform marketing or
marketing research. .

zmluvy st povinni chranit’ vSetky individudlne
identifikovatel'né tdaje o pacientoch a obmedzit’
pouzivanie takych udajov iba na tie osoby
a pravne subjekty vridtane  konzultantov,
dodavatel'ov, subdoddvatelov a zastupcov, ktori
musia mat’ pristup k takym informdaciam kvoli
plneniu  povinnosti, ktorymi boli poverené
v stvislosti s tymto skiSanim. Také pouzitie sa
tiez bude obmedzovat' na osoby, ktoré dostani
povolenie vo formuldroch sthlasu s pouZivanim
osobnych udajov, priCom ani zadavatel, ani
spolotnost’ INC Research alebo strana, ktorej
zadavatel' alebo spolo¢nost’ INC Research mdze
poskytnut’ individualne identifikovatel'né
zdravotné informacie, nesmd pouzivat také
informdcie na ziskavanie vyskumnych subjektov
pre d'alSie Stlidie, na propagovanie d’alsich §tudii
alebo lie¢iv ana vykonavanie marketingovej
¢innosti, resp. prieskumu trhu. .

10. Confidential Information.

During the course of the

Trial,

Institution and Principal Investigator may

receive or generate information that is confidential to
Sponsor or a Sponsor affiliate.

10. Déverné informécie. InStiticia a hlavny skidajiici mézu

v priebehu skO3ania dostat’ alebo vygenerovat Gdaje

doverného

charakteru urcéené zaddvatelovi alebo

pobockam zad4dvaterla.

10.1 Definition. Except as specified below, 10.1 Definicia. Ak nie je nizSie uvedené inak, déverné
Confidential Information includes all informacie zahrnaji vietky informécie poskytnuté
information provided by Sponsor or INC zaddvatelom alebo spolo¢nost'ou INC Research,
Research, or developed for Sponsor or INC respektive  vSetky informacie wvyvinuté pre
Research, Inventions (hereinafter defined), and zadavatela a/alebo spolocnost’ INC Research,
all data collected during the Trial, including vynalezy (definované niz$ie) a vSetky udaje
without limitation results, reports, technical and zhromazdené v priebehu skiSania vratane — bez
economic information, the existence or terms of obmedzenia — vysledkov, hlédseni, technickych a
this or other Trial agreements with the Sponsor ekonomickych informdcii, existencie alebo
or INC Research, commercialization and Trial podmienok tejto zmluvy alebo inych zmlav
strategies, trade secrets and know-how disclosed suvisiacich  so  skuSanim  uzavretych  so
by Sponsor to Institution directly or indirectly, zadavatel'om a/alebo spolognostou INC Research,
whether in writing, electronic, oral or visual komeréného wvyuZitia a stratégii skuSania,
transmission, or which is developed under this obchodnych tajomstiev a know-how, ktoré
Agreement. zadavatel' poskytne institicii, a to priamo ¢&i

nepriamo, v pisomnej, elektronickej, tstnej alebo
vizualnej forme, respektive ktoré budd vyvinuté
na zéklade tejto zmluvy.

10.2 Exclusions. Contfidential Information does not 10.2 Vynimky. Déverné informécie nezahrfiaja

include information that is in the public domain
prior to disclosure by Sponsor or INC Research;
becomes part of the public domain during the
term of this confidentiality obligation by any
means other than breach of this Agreement by
Institution; is lawfully known to Institution at
the time of disclosure and is free of any
obligations of confidentiality; or is obtained by
Institution, free of any obligations of
confidentiality from a third party who has a
lawful right to disclose it.

informdcie, ktoré budi vieobecne zname eite pred
ich poskytnutim zo strany zaddvatela alebo
spolocnosti INC Research; ktoré sa pocas trvania
tejto povinnosti zachovavat' dbvernost’ stanu
vieobecne znamymi takymi prostriedkami,
ktorymi inStiticia neporusi ustanovenia tejto
zmluvy; ktoré si v ¢ase poskytnutia institicii uz
zname a nevztahuje sa na ne Ziadna povinnost
zachovavat dovernost; alebo ktoré institicia
ziskala od tretej strany, ktorda ma zdkonné pravo
poskytovat’ také informdcie, pricom na tieto
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informédcie sa neviaze povinnost zachovavat
ddvernost’.

10.3 Obligations of Confidentiality. Unless Sponsor 10.3 Povinnosti Tykajuce sa Zachovavania Dovernosti.
provides prior written consent, Institution may Pokial zadavatel' neposkytne predchadzajuci
not use Confidential Information for any pisomny sthlas, indtiticia nesmie pouZzivat
purpose other than that authorized in this doverné informécie na iny ucel, ako vymedzuje
Agreement, nor may Institution disclose tato zmluva. inStiticia tieZ nesmie poskytovat
Confidential Information to any third party déverné informacie Ziadnej tretej strane, okrem
except as authorized in this Agreement or as tych, ktoré si uvedené v tejto zmluve, alebo
required by law. Institution will protect pokial’ poskytnutie dévernych informacii tretej
Confidential Information with at least the same strane nepoZaduje pravny predpis.. InStitdcia
care as they protect their own Confidential a Hlavny sku3ajuci bud chranit doverné
Information of a comparable nature, but in no informdacie aspon porovnatelnym spbsobom, ako
event will they use less than reasonable care. chrani svoje vlastné doverné informdcie, ale v
Institution and Principal Investigator will ziadnom pripade nebudii pouzivat menej neZ
disclose Confidential Information only to their rozumny stupefl ochrany. InStitGcia spristupni
personnel involved in conducting the Trial, who dbéverné informécie len skugajucemu
are bound by a similar obligation of a spoluskusajicim ( zoznam) a ktori sG zaviazani
confidentiality, and have been informed of their podobnou povinnost'ou dodrZiavania dévernosti, a
obligations. Required disclosure of Confidential ktori boli informovani o svojich povinnostiach.
Information to the IEC or to an applicable Pozadované poskytnutie dévernych informécii
regulatory authority is specifically authorized. nezavislej etickej komisii alebo prisluinému

regulaénému uradu sa vyslovne povoluje.

10.4 Disclosure Required by Law. If disclosure of 10.4 Poskytnutie pozadované zdkonom. Ak platné
Confidential Information beyond that expressly pravne predpisy pozaduju poskytnutie dévernych
authorized in this Agreement is required by informécii presahujuce ramec, ktory vyslovne
Applicable Law, that disclosure does not povoluje tato zmluva, také poskytnutie dovernych
constitute a breach of this Agreement so long as informacii sa nepovaZuje za poruSenie tejto
Institution notifies Sponsor in writing as far as zmluvy, pokial inStiticia bude zadavatela —
possible in advance of the disclosure so as to pokial' moZno vopred — pisomne informovat’ o
allow Sponsor to take legal action to protect its poskytnuti dovernych informécii, aby zadavatel
Confidential Information, discloses only that mohol prijat’ pravne opatrenia v zdujme ochrany
Confidential Information required to comply svojich dovernych informacii, pokial’ poskytnii iba
with the legal requirement, and continues to tie déverné informacie, ktoré si nevyhnutné na
maintain the confidentiality of this Confidential splnenie zdkonnej poziadavky a pokial budu
Information with respect to all other third nad’alej zachovavat doverny charakter tychto
parties. dovernych informacii vo wvztahu ku vSetkym

ostatnym tretim strandm.

10.5 Survival of Obligations. For Confidential 10.5 Pretrvanie povinnosti. Co sa tyka dbvernych
Information other than Trial Data and Biological informdcii inych, ako s udaje slvisiace so
Sample Analysis Data, these obligations of skiSanim a Gdaje ziskané z rozborov vzoriek
nonuse and nondisclosure survive termination of biologického  materidlu,  tieto  povinnosti
this Agreement and continue for a period of five nepouzivat a neposkytovat uvedené déverné
(5) years after termination. Permitted uses and informécie pretrvaja aj po ukonéeni tejto zmluvy a
disclosures of Trial Data are described in budt platit’ aj nad’alej minimalne po dobu piatich
Sections 15 (Publications) of this Agreement. (5) rokov od ukonéenia zmluvy.  Pripustné

pouzitie a poskytovanie udajov stvisiacich so
ski$anim st uvedené v odseku 15 (Zverejiiovanie)
tejto zmiuvy.

10.6 Return of Confidential Information. If 10.6 Vratenie Dévernych Informécii. InStiticia a

requested by Sponsor or INC Research in
writing, Institution and Principal Investigator
will return all documents including confidential

Hlavny skusajici su povinny. na ziklade pisomnej
ziadosti zo strany zadavatela alebo spolognosti
INC  Research, wvratit vSetky dokumenty
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Information, at Sponsor’s expense, except that
required to be retained at the Trial site by
Applicable Law. However, Institution may
retain a single archival copy of the Confidential
Information for the sole purpose of determining
the scope of obligations incurred under this
Agreement.

obsahujiice  ddéverné informdcie, okrem tych,
ktoré podl'a platnych pravnych predpisov musia
ostat’ na pracovisku ski3ania. InStitucia si viak
moze ponechat’ jednu archivnu képiu dovernych
informécii na jediny ucel, a to pre potrebu
stanovenia rozsahu povinnosti vyplyvajlcich z
tejto zmluvy.

10.7

Breach. A breach of this Section may cause
damage that cannot be addressed adequately by
money damages. In addition to any other
remedies that may be available, INC Research
and/or Sponsor is therefore entitled to seek relief
to prevent or restrain a breach of contracting
parties obligations.

10.7

Porusenie. PoruSenie tejto Casti mdZze spdsobit’
Skodu, ktorda nemoéze byt adekvéatne vyjadrena
v peniazoch.  Na ddvazok k dalsim inym
napravam, ktoré mdzu byt k dispozicii, ma preto
INC Research a/alebo zadavatel’ narok na ul'avu,
ktord predide alebo zabrani porudeniu povinnosti
zmluvnych stran .

11. Trial Data. Biological Samples. and Records.

11. Udaje Suvisiace so SkuSanim. Biologické Vzorky a

Zaznamy.

11.1

Trial Data. During the course of the Trial,
Institution and Principal Investigator will collect
and submit certain data to Sponsor or its agent,
as specified in the Protocol. This includes CRFs
(or their equivalent) or electronic data records,
as well as any other documents or materials
created for the Trial and required to be
submitted to Sponsor or its agent, such as X-ray,
MRI, or other types of medical images, ECG,
EEG, or other types of tracings or printouts, or
data summaries (collectively, “Trial Data”).
Institution will ensure accurate and timely
collection, recording, and submission of Trial
Data.

11.1

Udaje suvisiace so skiiSanim. Initit(cia a Hlavny
skosajici  bude  pofas  trvania  skuSania
zhromazd'ovat' wuréité udaje, ktoré odovzda
zadavatel'ovi alebo jeho zdstupcovi tak, ako je
uvedené v protokole, Toto zahifa formulare
pripadovych sprav (alebo ich ekvivalent) a
zaznamy elektronickych udajov, ako aj vSetky
ostatné dokumenty alebo materialy vytvorené pre
potreby sktSania, ktoré sa maju odovzdat
zaddvatelovi alebo jeho zastupcovi, ako su
napriklad réntgenové snimky, MRI snimky alebo
iné druhy snimok z lekarskych vySetreni, EKG,
EEG alebo iné druhy zaznamov a tlaovych
vystupov, ako aj suhrny Udajov (d’alej spoloéne
uvadzané ako ,Udaje suvisiace so skusanim®),
pokial to je relevantné. InStiticia zaisti, aby 0daje

suvisiace so skuSanim boli zhromaZdené,
zaznamenané a odovzdané v€as a sprdvnym
spdsobom.
a. Ownership of Trial Data. Subject to a. Vlastnictvo Udajov Stvisiacich so Skusanim.
Institution’s right to publish the results of the Vyhradnym  vlastnikom  v3etkych udajov

Trial as set out in this Agreement and the
non-exclusive license that permits certain
uses, Sponsor is the exclusive owner of all
Trial Data.

suvisiacich so skuSanim je zadavatel. Uvedené
sa vztahuje na pravo institicie publikovat
vysledky skusania a nevyluénej licencie, ktord
povoluje niektoré ucely pouZitia.

b. Non-Exclusive License.  Sponsor grants
Institution a royalty free non-exclusive
license, with no right to sublicense, to use
Trial Data for internal research or educational
purposes.

b. Nevyluéna Licencia. Zadavatel' tymto
poskytuje institlcii vol'nd nevyluéni licenciu,
bez prava na poskytnutie sublicencie,
umoZiiujiicu pouZivat' (daje stvisiace so
skuSanim na ucely interného vyskumu alebo
vzdeldvania.

c. Medical Records. Medical records relating
to Trial Subjects that are not submitted to
Sponsor may include some of the same
information as is included in Trial Data;

c. Zdravotné Zaznamy. Zdravotné zadznamy
subjektov sksania, ktoré sa neodovzdavaju
zadavatelovi, moézu  obsahovat rovnaké
informécie ako tie, ktoré patria k (dajom

however, Sponsor makes no claim of sivisiacim so skiSanim. Zadavatel si vsak
ownership to those documents or the nendrokuje vlastnictvo tychto dokumentov
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information they contain.

alebo informacii, ktoré obsahuji.

. Personal Information Protection. Each party

represents and warrants that procedures
compatible with relevant personal
information and data protection laws and
regulations will be employed so that
processing and transfer of such information
and data identifiers will not be impeded.

d. Ochrana Osobnych Udajov. Kazda zmluvna
strana vyhlasuje a garantuje, Ze bude pouZivat’
postupy kompatibilné s prislusnymi zdkonmi
a predpismi upravujucimi ochranu osobnych
informéacii a tdajov tak, aby pri spracovani
aprenose tychto informacii a udajov neboli
zadrZané ich identifikdtory.

11.2 Biological Samples. If so specified in the
Protocol, Institution and Principal Investigator
may collect and provide to Sponsor or its
designee biological samples (e.g., blood, urine,
tissue, saliva, etc.) obtained from Trial Subjects
for this Clinical Trial that is not directly related
to patient care or safety monitoring, including
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological Samples”).

11.2

Vzorky biologického materialu. Pokial' je
uvedené v protokole hlavny skuajici moze
zhromazdit' a odovzdat' zadavatelovi alebo nim
poverenému  zastupcovi vzorky biologického
materidlu (napr. vzorky krvi, mocu, tkaniv, slin
atd’.) odobraté subjektom sktSania na ucely tejto
klinickej Studie, ktoré nesuvisi priamo so
starostlivostou o pacienta (dalej len ,vzorky
biologického materialu).

a.

Use. Institution and Principal Investigator
will not use Biological Samples collected
under the Protocol in any manner or for any
purpose other than that described in the
Protocol.

a. PouZivanie. InStiticia a hlavny skasajuci
nebudi  pouzivat’ vzorky  biologického
materidlu odobraté na zdklade protokolu
Ziadnym inym spdsobom a na Ziaden iny ucel,
ako je uvedeny v protokole.

. Sample Data. Sponsor or its designees will

test Biological Samples in the central
laboratory as described in the Protocol.
Unless otherwise specified in the Protocol,
Sponsor will not provide the results of such
tests (“Sample Data™) to the
Institution/Principal Investigator or Trial
Subject. Sample Data will be treated as Trial
Data; therefore, if Sponsor provides Sample
Data to the Institution, that data will be
subject to the permitted use of Trial Data as
outlined in this Agreement.

b. Udaje Stvisiace so Vzorkami. Zadavatel alebo
nim povereni zastupcovia budd v ramci tejto
klinickej stidie vySetrovat'vzorky biologického
materidlu v centralnom laboratoriu tak, ako je
uvedené v protokole. Ak v protokole nie je
uvedené inak, zadavatel' neposkytne vysledky
tychto vySetreni (d’alej len .,idaje stvisiace so
vzorkami®) institacii/ hlavnému skusSajucemu,
resp. subjektu ski$ania. Udaje savisiace so
vzorkami budu spracované rovnako, ako Udaje
suvisiace so skaSanim. Preto, ak zadavatel
poskytne Udaje o vzorke institucii, tieto Udaje
budi predmetom povoleného pouZivania pre
tdaje stvisiace so skusanim, ako je uvedené v
tejto dohode.

Records. Institution will ensure that Trial
Subject’s Trial records, which include the
Institution’s copies of all Trial Data as well as
relevant source documents (collectively,
“Records™), are kept up to date and maintained
in accordance with Applicable Law.

11.3

Zaznamy. InStitGcia zaisti, aby zdznamy subjektu
skusania suvisiace so skuSanim, ku ktorym patria
aj kopie vietkych udajov suvisiacich so skiSanim,
ktoré st vo vlastnictve in§titicie, ako aj prislusné
zdrojové dokumenty (d’alej spoloéne uvadzané
ako ,zaznamy"), boli  uchovavané v sulade
splatnymi prdvnymi predpismi.

a. Retention. Institution will retain all records

and documents pertaining to the Trial for a
period in accordance with Applicable Law
and the Protocol. Institution / Principal
Investigator will retain Records, under
storage conditions conducive to their stability
and protection, for the longer of: (a) fifteen
(15) years after the completion of the Trial;
or (b) such longer period as required by

a. Uchovavanie. Indtiticia bude uchovavat
vietky zdznamy a dokumenty tykajlice sa
skiidania po dobu poZadovanu prislusnymi
zédkonmi, predpismi a protokolom. Institicia /
hlavny skusajuci budi uchovéavat’ zdznamy, pri
podmienkach zabezpelujicich ich stalost’ a
ochranu, po dobu (a) pitnastich (15) rokov od
ukonéenia tejto zmluvy, pokial zadavatel
pisomne neodsthlasi ich skor$iu likvidaciu. Po
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regulatory requirements, unless Sponsor
authorizes, in writing, earlier destruction. At
the end of such required retention period,
Institution will not destroy any such records
until it has obtained Sponsor’s prior written
permission to do so; provided, however, that
if Sponsor does not give written permission
to Institution to destroy such records within
thirty (30) days of Institution’s request to
Sponsor, then Institution may forward all
such records to Sponsor, at Sponsor’s
expense, or continue to retain such records on
Sponsor expense. Institution further agrees
to permit Sponsor to ensure that the records
are retained for a longer period if necessary,
at Sponsor expense, under an arrangement
that protects the confidentiality of the records
(e.g., secure off-site storage).

skonCeni tejto doby uschovania institicia
nesmie zni¢it' tieto zdznamy dovtedy, kym od
zadavatel'a nedostane predchadzajuci pisomny
sthlas, aby tak urobila. Pokial' viak zadavatel
do tridsiatich (30) dni neposkytne inStiticii
pisomny sthlas so zni¢enim tychto zdznamov,
v takom pripade indtitucia mdze zaddvatelovi
dorucit’ vSetky tieto zdznamy na jeho nédklady
alebo dalej uchovavat tieto zdznamy na
naklady zadavatela. Intittcia d’alej suhlasi, Ze
umozni zadavatel'ovi, aby v pripade potreby na
vlastné naklady zabezpecil dlhodobejsie
uchovanie tychto zdznamov, pri€om musi
prijat’ také opatrenia, ktoré zaistia dévernost
tychto zdznamov  (napr. zabezpelené
skladovacie priestory mimo pracoviska).

12. Inspections and Audits.

12. InSpekcie a Audity.

12.1 Access. Upon written request, Sponsor, 12.1 Pristup. Na pisomni Ziadost moZe zadavatel,
representatives of Sponsor, and/or zastupcovia zaddvatela a/alebo zastupcovia
representatives of the competent regulatory prisluiného kompetentného tradu, pocas riadnej
authority, may during regular business hours on pracovnej doby: (a) preskiimat’ a robit’ kopie: zo
mutually-agreeable dates: (a) examine and copy: vietkych formuldrov CRF a ostatnych zdznamov
all CRFs and other Trial records (including Trial sk(3ania (vratane zaznamov subjektov skisania a
Subject records and medical charts; Trial chorobopisov, dokumentov suhlasu subjektov
Subject consent documents; drug receipt and skiSania, zdznamov o prijati a vydaji lieciv), (b)
disposition logs); (b) examine and inspect the preskimat’ a urobit’ previerku zariadeni a inych
facilities and other activities relating to the Trial ¢innosti tykajucich sa skuSania alebo nezdvislej
or the IEC; and observe the conduct of the Trial. etickej komisie a pozorovat vykondvanie

skuSania.

12.2 Notice. Institution: (a) will inform INC 12.2 Ogznamovanie. InStiticia: (a) bude informovat

Research and Sponsor within twenty-four (24)
hours of any effort or request by authorities or
other persons to inspect or contact the
Institution, Principal Investigator or research
staff with regard to the Trial; (b) will provide
Sponsor and INC Research with a copy of any
communications sent by such persons; and will
provide Sponsor and INC Research the
opportunity to participate in any proposed or
actual responses by Institution.

zadavatel'a do dvadsiatich $tyroch (24) hodin o
kazdej snahe alebo Zziadosti prislusného turadu
alebo inych osdb o vykonanie inspekcie alebo
naviazanie kontaktu s indtiticiou alebo hlavnym

skusajacim, ¢&i  spoluskusajacimi ohl'adom
skusania, (b) poskytne zadavatelovi alebo
spolo¢nosti INC Research koépiu vietkych

informacii odoslanych tymito osobami a poskytne
zadavatel'ovi alebo spolocnosti INC Research
moznost podiel'at’ sa na kazdej navrhovanej alebo
skuto¢nej odpovedi zo strany Indtitlicie..

12.3 Cooperation. Institution will ensure the full

cooperation of the Institution researchers, and
IEC members with any such inspection and will
ensure timely access to applicable facilities,
records and data. Institution will promptly
resolve any discrepancies that are identified
between the Trial Data and the Trial Subject’s
medical records. Institution will promptly
forward to Sponsor or INC Research copies of
any inspection findings that Institution receives

12.3 Spolupréca.

Indtiticia zaisti plnd  spolupracu
vyskumnych pracovnikov a ¢&lenov IEC pri
vietkych takych inSpekcidach a zaisti v¢asny
pristup k prislusnym zdznamom a udajom.
Intitucia bezodkladne vyrie§i akékolvek rozpory,
ktoré budi zistené medzi udajmi suvisiacimi so
skiSanim a zdravotnymi zdznamami subjektov
sktiania. Institicia  bezodkladne  dorudi
zadavatelovi alebo spolognosti INC Research
kopie vSetkych zisteni konStatovanych pri
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from a regulatory agency in relation to the Trial.
Whenever feasible, Institution will also provide
Sponsor with an opportunity to prospectively
review and comment on any Institution
responses to regulatory agency - SUKL
inspections in regard to the Trial.

inspekcii, ktoré hlavny skti$ajici dostane od
SUKLu v suvislosti so skasanim. Tam, kde to
bude mozné, poskytne institlicia zadavatelovi tieZ
moznost’ predbeZne skontrolovat' a okomentovat
vietky reakcie inStitlicie na inSpekcie regulacného
aradu — SUKL tykajtice sa skugania.

13.

Inventions. Sponsor will own any invention or
discovery whether patentable or not (“Invention”) to
the extent that such Invention relates to Institution’s
and/or Principal Investigators conduct of Trial or is
derived from, in whole or in part, Sponsor Drug, or
concerning methods of using Sponsor Drug.
Institution will promptly inform Sponsor of such
Invention and will assign all interest in any such
Invention to Sponsor, free of any obligation or
consideration beyond that provided for in this
Agreement. Institution will provide reasonable
assistance to Sponsor in filing and prosecuting any
patent applications relating to Invention, at Sponsor’s
expense. Sponsor grants Institution a royalty free non-
exclusive license, with no right to sublicense, to use
Inventions for internal research or educational
purposes.

13. Vyndlezy. Zadévatel bude vlastnit’ akékol'vek vynélezy,
patentovatené alebo nie (d’alej len "vynalezy") v
rozsahu, v akom sa takyto vynalez tyka vykonavania
skusania instituciou a/alebo hlavaym skuSajiicim, alebo
je odvodeny v celku, ¢i ¢iastoéne od lieCiva zadavatela,
alebo sa tyka metdd pouzivania lieCiva zadavatela.
Institicia bude o tejto skutoénosti bezodkladne
informovat’ zadavatela a postlpi vietok podiel na takom
vyndleze zadavatel'ovi, bez akychkol'vek zavizkov alebo
protihodnoty okrem tych, ktoré sa v tejto sdvislosti
uvedené v predmetnej zmluve. InStitGcia poskytne
zadavatelovi, na jeho néklady, primerani pomoc pri
podavani a sledovani vsetkych Ziadosti o udelenie
patentu stvisiacich s vyndlezom. Zadévatel' udeluje
institdcii nevyluént licenciu bez honorara a bez prava na
sublicenciu, na pouzivanie vynalezu na tcely interného
vyskumu alebo vzdeldvania.

14.

Publications. Sponsor does not object to publication
by Institution of the results of the Trial based on
information collected or generated by Institution,
whether or not the results are favorable to the Sponsor
Drug. However, to ensure against inadvertent
disclosure of Confidential Information or unprotected
Inventions, Institution will provide Sponsor an
opportunity to review any proposed publication or
other type of disclosure at least 60 days at least sixty
(60) days before it is submitted or otherwise disclosed
during which time the Sponsor may (a) suggest
comments or modifications to the proposed
publication; (b) request a delay of publication for no
more than 120 days to allow the Sponsor to file patent
applications or take other measures to preserve its
proprietary rights, in which case the Institution and
Principal Investigator must abide by that request; and
(¢) request that the Institution remove specified
Confidential Information (other than the results of the
Trial) from the publication, in which case the
Institution and/or Principal Investigator must remove
such specified Confidential Information as is
reasonably required to protect the intellectual property
of the Sponsor. If part of a multi-center trial,
Institution agrees that the first publication is to be a
joint publication involving all centers. If a joint
manuscript has not been submitted for publication
within eighteen (18) months of completion or
termination of Trial at all participating sites,
Institution is free to publish separately, subject to the

14. Publikovanie. Zadavatel nema namietky, ak inStitlicia
publikuje vysledky tohto sktSania na zaklade
informécii vyzbieranych alebo vytvorenych institciou,
nezavisle od toho & su vysledky v prospech alebo
neprospech lieCiva zadavatel'a. Aby sa vSak predislo
neplanovanému  zverejneniu  dévernych informécii
alebo nechranenych objavov, inititucia poskytne
zaddvatelovi  prilezitost skontrolovat akékol'vek
navrhované publikacie alebo iny typ zverejnenia Gdajov
min. 60 dni alebo aspoil Sest'desiat (60) dni pred ich
predlozenim alebo inym zverejnenim. V tomto ¢ase
mbze zadavatel' (a) navrhnit’ komentare alebo Gpravy
predkladanej publikdcie, (b) poZiadat' o oddialenie
publikovania o max. 120 dni, pofas ktorych médze
zadavatel' podat’ Zziadost' o patent alebo prijat iné
opatrenia potrebné na ochranu svojich majetkovych
prav, a v takom pripade musi institicia a hlavny
ski8ajici vyhoviet Ziadosti a (c) poziadat, aby
institicia, odstranili Specifikované doverné informacie
(iné nez vysledky skd$ania) z publikdcie. V takom
pripade musi indtiticia a/alebo hlavny skusajuci
odstranit’ takéto $pecifikované déverné informacie, ako
je rozumne potrebné na ochranu dusevného vlastnictva
zaddvatel'a. Ak ide o sii¢ast’ multicentrického skuisania,
indtitucia suhlasi, Zze prva publikdcia bude spolo¢nou
publikdciou zahriajicou v3etky centrd. Ak spolotny
rukopis nebol podany na publikovanie do osemnaéstich
(18) mesiacov od ukonéenia alebo zruSenia skuSania vo
vietkych zlCastiiujicich sa centrach, inStiticia moZe
publikovat' samostatne, v stlade s inymi poZiadavkami

|
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other requirements of this Agreement.

tejto zmluvy.

indemnify, defend or cover costs of defense for,
and hold harmless (“Indemnify™) the Institution,
Principal Investigator and its officers, agents,
and employees; and the IEC that approved the
Trial (collectively, “Indemnified Parties™)
against any claim filed by a third party for
damages, costs, liabilities, expenses arising out
of a Trial Subject injury, the design of the Trial,
or the specifications of the Trial protocol. Trial
Subject injury means a physical injury or drug-
related  psychiatric  event  caused by
administration or use of the Sponsor Drug
required by the Protocol that the Trial Subject
would likely not have received if the Trial
Subject had not participated in the Trial.
Sponsor further agrees to, subject to the
exclusions set out in section 17.1 below,
reimburse Institution for the actual cost of
diagnostic procedures and medical treatment
necessary to treat a Trial Subject injury.
Institution agrees to provide or arrange for
prompt diagnosis and medical treatment of any
medical injury experienced by a Trial Subject as
a result of the Trial Subject’s participation in the
Trial. Institution further agrees to promptly
notify Sponsor of any such medical injury.

15. Publicity. Neither party will use the name of the other | 15. Reklama. Ziadna zmluvnd strana nebude pouzivat
party or any of its employees (Principal Investigator) meno inej zmluvnej strany alebo jej zamestnancov (
for promotional or advertising purposes without hlavny skdsajuci) na dcely propagdcie areklamy bez
written permission from the second party. However, pisomného suhlasu poskytnutého druhou zmluvnou
Sponsor reserves the right to identify the Institution in stranou. Zadavatel' si v3ak vyhradzuje pravo uviest
association with a listing of the Protocol in the totoznost institicie v suvislosti s uvedenim protokolu v
National Institutes of Health (NIH) Clinical Trials databdze klinickych skuSani vedenej Narodnym tistavom
Data Bank, other publicly available listings of ongoing zdravia NIH), ako aj v inych verejne dostupnych
clinical trials, or other patient recruitment services or zoznamoch tykajucich sa prebiehajucich klinickych
mechanisms. skusani alebo v ramci inych sluZieb a mechanizmov

zaist'ujucich nébor pacientov.
16. Indemnification by Sponsor. Sponsor agrees to | 16. OdSkodnenie zo strany zaddvatela Zadavatel suhlasi, Ze

odskodni, ochrani alebo uhradi naklady na obhajobu a
preberie na seba zodpovednost' (d'alej len ,,0odSkodni®)
inStitciu, hlavného skuSajiceho a jej veducich
pracovnikov, zastupcov a zamestnancov, ako aj IEC,
ktora skii$anie odsuhlasila (d’alej spolo¢ne uvadzanych
ako ,odskodnené strany™) v pripade akéhokolvek
naroku vzneseného tretou stranou na poskytnutie
nahrady za skody, naklady, zavizky, vydavky vzniknuté
v stvislosti s poSkodenim zdravia subjektu skuSania
alebo vyplyvajuce z planu skiSania, resp. Specifikacii
definovanych v protokole sktsania. Pod poskodenim
zdravia subjektu skiSania sa rozumie ujma na zdravi
alebo lie¢ivami indukovand psychiatrickd udalost’
spOsobend podanim alebo pouZitim lieCiva zadavatel'a
v stilade s poziadavkami protokolu, ktory by subjekt
skgania pravdepodobne neuZzil, ak by sa nebol byval
zucastnil skusania. Zadavatel’ d’alej stihlasi, s vynimkou
uvedenou v ¢asti 17.1, Ze indtitacii nahradi skutoéné
naklady na diagnostické postupy a lekdrske oSetrenie
potrebné na liecbu poranenia subjektu skusania.
Intitacia sihlasi, Ze zabezpeCi a zariadi bezodkladné
diagnostikovanie a lekdrske o3etrenie akejkolvek ujmy
na zdravi subjektu sktSania spdsobenej liecivami v
désledku ucasti subjektu skuSania na tomto skisani.
Institucia d’alej suhlasi, Ze bude bezodkladne informovat
zadavatela o akejkol'vek takej ujme na zdravi
spdsobenej lie¢ivami.

provide INC Research and Sponsor with prompt

16.1 Exclusions. Excluded from this agreement to 16.1 Vynimky. Z tejto dohody o odSkodneni sa
Indemnify are any claims for damages resulting vylucuju akékol'vek naroky na poskytnutie
from (a) failure by an Indemnified Party to ndhrady za $kody vzniknuté tym, Ze odSkodnena
comply with the Protocol or written instructions strana (a) nedodrzala protokol alebo pisomné
from INC Research or Sponsor (b) failure of an pokyny vydané zadavatel'om, (b) konala v rozpore
Indemnified Party to comply with any s platnymi pravnymi predpismi alebo (c)
applicable legal regulations, (c¢) negligence or zanedbala svoje povinnosti ¢i imyselne nespravne
willful misconduct by an Indemnified Party or konala alebo (d) zanedbala tito zmluvu s tym, ze
(d) this Agreement, provided that Indemnified ¢innosti od3kodnenej strany neboli potrebné na
Party’s actions were not necessary to protect the ochranu bezpe¢nosti narokovatela.
safety of the claimant.

16.2 Notice and Cooperation. Institution agrees to 16.2 Oznamovanie a spolupraca. Institucia sohlasi, ze

bude bezodkladne informovat zadavatela a

—
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notice of, and full cooperation in handling, any
claim that is subject to indemnification. If so
requested by Sponsor, Institution agrees to
authorize Sponsor to carry out the sole
management of defense of an indemnified
claim. Principal Investigator has to notice
subject’s insurance company and general
practitioner about his involvement in the Trial.

poskytne mu svoju plnu spolupracu pri urovnavani
naroku na odSkodnenie. Ak to zadavatel bude
vyZadovat, institiicia suhlasi s tym, Ze zadavatel'a
splnomocni, aby vyluéne on podnikol kroky na
zaistenie obhajoby vo&i vznesenému naroku na
odSkodnenie. Hlavny skusajici je povinny
zaradenie UCastnika tejto klinickej Studie nahlasit’
jeho obvodnému lekdrovi ajeho zdravotnej
poistovni.

16.3

Settlement or Compromise. No settlement or
compromise of a claim subject to this
indemnification provision will be binding on
Sponsor without Sponsor’s prior written
consent. Sponsor will not unreasonably
withhold such consent of a settlement or
compromise. Neither party will admit fault on
behalf of the other party without the written
approval of that party.

16.3

Vyrovnanie alebo dohoda. Ziadne vyrovnanie
alebo dohoda prijatd v stvislosti s narokom, ktory
je predmetom tohto ustanovenia o odskodneni,
nebude pre =zaddvatela =zdviznd bez jeho
predchadzajiceho pisomného sthlasu. Zadavatel
viak nebude bezdévodne odopierat’ poskytnutie
svojho suhlasu s vyrovnanim alebo dohodou.
Ziadna zmluvna strana nemdZe uznat' pochybenie
vmene inej zmluvnej strany bez pisomného
suhlasu tejto zmluvnej strany.

16.4

INC Research expressly disclaims any and all
liability whatsoever in connection with the
Sponsor Drug or the Trial Protocol except to the
extent that such liability arises from INC
Research’s negligent act, omission or willful
misconduct.

16.4

Spoloénost INC Research vyslovne odmieta
akukol'vek zodpovednost' v stvislosti s lie¢ivom
zadavatel'a alebo protokolom skiSania okrem
pripadov, kedy takd =zodpovednost wyplyva
z nedbanlivosti, opomenutia alebo uUmyselného
nespravneho konania spoloénosti INC Research.

17. Termination.

17. Ukon&enie zmluvy.

17.1

Termination Conditions. This Agreement
terminates upon the earlier of any of the
following events:

17.1

Podmienky Ukonéenia. Platnost’ tejto zmluvy
bude ukonéena v pripade niektorej =z nizsie
uvedenych udalosti, podla toho, ktord nastane
skor:

a. Disapproval by IEC. If, through no fault of
Institution, the Trial is never initiated
because of IEC disapproval, this Agreement
will terminate immediately.

a. Neschvalenie nezdvislou Etickou Komisiou. V
pripade, Ze sa skiSanie nikdy nezagne kvéli
jeho nesthlasu zo strany nezavislej etickej
komisie, bez akéhokol'vek zavinenia institicie,
tato zmluva bude okamzZite ukonéena.

b. Trial Completion. For purposes of this
Agreement, the Trial is considered complete
after conclusion of all Protocol-required
activities for all enrolled Trial Subjects;
receipt by Sponsor or INC Research of all
relevant  Protocol-required  data, Trial
documents and Biological Samples; and
receipt of all payments due to either party.

b. Dokoncenie SkuSania. Skusanie sa, na Glely
tejto zmluvy, povazuje za ukonlené po
dokon¢eni vSetkych ¢innosti poZzadovanych
protokolom pre vSetky subjekty ska$ania, ktoré
boli zaradené do skaSania; po odovzdani
vsetkych prislusnych udajov pozadovanych
protokolom, dokumentov skuSania a wvzoriek
biologického materidlu zadavatel'ovi alebo
spolo¢nosti INC Research; a po prijati vietkych
platieb dlZnych niektorou zo zmluvnych stran.

c. Early Termination of Trial. The parties may
terminate this Agreement under the following
circumstances. If the Trial is terminated early
as described below, the Agreement will
terminate after receipt by Sponsor of all

c. PredCasné Ukoncenie Sktsania. Strany mozu
ukoné¢it’ tuto zmluvu za nasledujicich
podmienok: Pokial' ddjde k predéasnému
ukonceniu skiania, tak ako je uvedené niZiie,
zmluva bude ukonéend po odovzdani vietkych
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relevant  Protocol-required  data, Trial prislusnych udajov pozadovanych protokolom,

documents and Biological Samples and dokumentov ski$ania a vzoriek biologického

receipt of all payments due to either party. materidlu zaddvatelovi apo prijati vietkych
platieb dlznych niektorou zo zmluvnych stran.

(1) Termination of Trial Upon Notice. (1) Ukoncenie SkuSania na  Zaklade
Sponsor reserves the right to terminate Oznamenia.  Zadavatel' si vyhradzuje
the Trial for any reason upon thirty (30) pravo ukonéit® skuSanie z akéhokolvek
days from delivery, written notice to dévodu na zdklade pisomnéej vypovedes
Institution. vypovednou lehotou tridsat’ (30) dni od

dorucenia, ktoré bude dorudené institucii.

(2) Immediate Termination of Trial by (2)  Okamzité  Ukon&enie Skusania
Sponsor. Sponsor further reserves the Zadavatel'om. Zadavatel si  dalej
right to withdraw from this agreement vyhradzuje pravo okamzZite odstGpit’ od
upon written notification delivered to tejto Zmluvy na zdklade pisomného
Institution for causes that include failure ozndmenia  dorufeného  indtiticii =z
to enroll Trial Subjects at a rate dovodov, ktoré zahffiaji neschopnost
sufficient to achieve Trial performance zaradit' do skuSania dostatoény pocet
goals; material unauthorized deviations subjektov skuania tak, aby bolo mozZné
from the Protocol or reporting dosiahnut’ ciele stanovené pre vykonanie
requirements; circumstances that in skusania; podstatné nedovolené odchylky
Sponsor’s opinion pose risks to the od protokolu alebo poZiadaviek tykajlcich
health of Trial Subjects; or competent sa poddvania hldseni; okolnosti, ktoré
agency actions relating to the Trial or podla nadzoru zaddvatela predstavuju
the Sponsor Drug or Comparator Drug. riziko  ohrozenia  zdravia  subjektov

skusania; alebo konanie kompetentnych
tradov sivisiace so skuSanim alebo
lie¢ivom zadavatel'a, resp. komparativnym
lie¢ivom.

(3) Immediate Termination of Trial by (3) Okamzité Ukoncenie SkiSania Institiciou.
Institution. I[nstitution reserves the right Institicia si vyhradzuje pravo okamzite
to terminate the Trial based on ukoncit’ skiSanie na zaklade odstiipenia od
withdrawal from this agreement by tejto zmluvy ozndmenim doruéenymo
immediate notification to Sponsor or zadavatelovi alebo spolo€nosti INC
INC Research if requested to do so by Research v pripade, Ze to poZaduje
the responsible IEC or if such zodpovedna etickd komisia, alebo ak je
termination is required to protect the také ukonfenie nevyhnutné v zaujme
health of Trial Subjects. ochrany zdravia subjektov sku$ania.

(4) Activities upon termination, Institution (4) Cinnosti po ukonéeni -hlavny skugajici
and  Principal Investigator  will okamzite prestane zaradovat subjekty
immediately stop enrolling Trial skusania, ukonéia Cinnosti spojené so
Subjects and, subject to protecting Trial sku$anim, aby chranili  bezpeénost’
Subject safety, cease Trial activities and subjektov skt8ania a ukonéia svoje tlohy
complete  its  Trial  completion spojené s dokonéenim skii$ania.
responsibilities.

17.2 Payment upon Termination. If the Trial is 17.2 Platby _pri  Ukonéeni Zmluvy. V  pripade

terminated early in accordance with this
Agreement, INC Research will provide a
termination payment equal to the amount owed
for work already performed up to and including
the effective date, in accordance with
Attachment B, less payments already made.
The termination payment will include any non-
cancelable expenses, other than future personnel

predc¢asného ukonéenia ski3ania v stlade s touto
zmluvou spolo¢nost’ INC Research uhradi
odstupné zodpovedajice dlznej ¢iastke za pracu
vykonanu do a vratane datumu G¢innosti, v stlade
s Prilohou B, pricom od tejto &iastky budd
odpoc¢itané uz uhradené platby. Odstupné bude
zahrnat' vietky vydavky, ktoré nie je mozZné
zrusit, iné ako personalne néklady, pokial’ vznikli
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costs, so long as they were properly incurred for
the Trial by the Institution and prospectively
approved by INC Research, and, only to the
extent such costs cannot reasonably be
mitigated. If the Trial was never initiated
because of disapproval by the I[EC, INC
Research will reimburse Institution for IEC fees
and for any other expenses that were
prospectively approved, in writing, by INC
Research.

opravnene a boli vopred schvélené spolo¢nostou
INC Research, a to iba do tej miery, Ze také

naklady nemoZno rozumne zniZit. Pokial' sa
skusanie nikdy nezacalo zdovodu  jeho
neschvalenia nezavislou etickou komisiou,

spolo¢nost’ INC Research nahradi intiticii vSetky
poplatky urgené nezavislej etickej komisii a tiez
vietky ostatné vydavky, ktoré boli vopred
pisomne schvélené spolo¢nost'ou INC Research.

17.3

Return of Materials. If requested by INC
Research or Sponsor in writing, Institution will
promptly return all materials supplied by INC
Research or Sponsor, at Sponsor’s expense, for
Trial conduct, including CRFs, and any
Sponsor-supplied Equipment. Institution will
return at Sponsor’s expense, any unused
Sponsor Drug or Comparator Drug.

17.3

Vréitenie Materidlov. Pokial' spolo¢nost’ INC
Research pisomne nestanovi inak, institicia je
povinna bezodkladne vratit' na naklady zadavatel'a
vietky materidly dodané spoloénostou INC
Research alebo zadavatelom na ucely skusania
vratane formularov CRF a vsetkého vybavenia
dodaného zadavatel'om Institicia vrati na naklady
zadavatel'a, vietky nepouZité lefivo zadavatela,
ako aj komparativny lie€ivo

18. Insurance.

18. Poistenie.

18.1

The Institution will secure and maintain a
professional indemnity insurance coverage for
full coverage liability in accordance with
Applicable laws of Slovakia. Institution will
provide certificates of insurance to INC
Research or Sponsor upon request. Institution
will notify INC Research and Sponsor within 20
days of any notice of cancellation or non-
renewal of its insurance coverage. Insurance
under this insurance contract is without
prejudice to this Trial, Trial must be separately
insured

18.1

Indtiticia m4& uzatvoreni poistnd zmluvu na
poistenie profesijnej  zodpovednosti  z
poskytovania zdravotnej starostlivosti podla
platnej legislativy na Gzemi Slovenskej republiky.
InstitGcia poskytne na ziadost' spolo¢nosti INC
Research alebo =zadavatela poistny certifikdt.
Institicia upovedomi spoloénost’ INC Research a
zaddvatela do 20 dni od akéhokol'vek ozndmenia
o zruSeni alebo neobnoveni poistenia. Poistenie
vyplyvajice z tejto poistnej zmluvy sa nijako
nedotyka tohto klinického skuSania, ktoré musi
byt samostatne poistené.

18.2  Sponsor carries clinical trial insurance,
in accordance with Act no. 6362/2011
as amended local standards for all
medical professionals conducting the
Trial and its clinical subjects. Sponsor
will provide certificates of insurance to
Institution, valid for whole period of the
Trial. Sponsor will notify Institution in
writing within 20 days of any notice of
cancellation or non-renewal of, or
material change in, or claim against, its
insurance coverage. Such notice may be
reason for termination of the agreement
by the Institution.

18.2

Zadavatel ma poistenie klinického skusania,
uzatvorené podl'a zakona ¢. 362/2011 Z.z. v zneni
neskorsich predpisov, pre vietkych
profesionalnych  zdravotnickych  pracovnikov
vykondvajucich skt3anie, ako pre poistenie
ucastnikov tejto klin ickej S§tadie. Zadavatel
poskytne InStiticii osvedéenii Zmluvu o poisteni
s platnost'ou na celt dobu trvania klinickej $tudie.
Zadavatel' pisomne upovedomi inStiticiu do 20
dni od akéhokol'vek ozndmenia o zruSeni alebo
neobnoveni poistenia, materidlne] zmene alebo
naroku voc¢i jeho poistnej zmluve. Takéto
oznamenie mdze byt podkladom pre ukonéenie
tejto Zmluvy zo strany Institdcie,

19. Debarment,

Exclusion, Licensure and

Response. Institution certifies that it is not debarred or
restricted from conducting clinical research and will not
use in any capacity the services of any person debarred
or restricted from conducting clinical research under
valid Law with respect to services to be performed
under this Agreement. Institution also certifies that its

19. Zamedzenie

Pristupu,  Vvlu¢enie. Licencia a

Odozva. InstitGcia potvrdzuje, Ze jej nebol zamedzeny
pristup ani nebola vylu€ena z vykonavania klinického
vyskumu, a Ze nebude v Ziadnom rozsahu vyuzivat
sluzby osoby, ktorej bol zamedzeny pristup alebo ktora
bola vyli€enda z vykonavania klinickej Studie podla
platnych pravnych predpisov, v suvislosti so sluzbami,
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license to perform any governmental health care
program has not been cancelled or limited. Institution
further certifies that has not violated any valid anti-
kickback or false claims laws or regulations. During
the term of this Agreement and for three years after its
termination, Institution will notify INC Research
promptly in writing [to the extent possible, within two
(2) business days] if either of these certifications needs
to be amended in light of new information or if
Institution becomes aware of any material issues
related to the medical licensure of any Sub-
Investigator (including the Principal
Investigator). Institution will cooperate with INC
Research regarding any responsive action necessary.

ktoré sa maji realizova na zdklade tejto
zmluvy. Intitacia potvrdzuje, Ze jej nebolo zrudené ani
obmezené povolenie na vykondvanie zdravotnej
starostlivosti.. In3titucia d'alej potvrdzuje, , a Ze
neporusila ziadne platné pravne predpisy tykajice sa
prijimania nezdkonnych provizii alebo vznasania
neopravnenych poZziadaviek. Pocas trvania tejto zmluvy
a tri roky po ukonceni jej platnosti je intiticia povinna
bezodkladne pisomne informovat’ spolo&nost’ INC
Research [pokial' moZno do dvoch (2) pracovnych dni,
ak niektoré z tychto potvrdeni bude nutné pozmenit
vzhl'adom na nové informéacie, alebo ak sa institlcia
dozvie o akomkol'vek podstatnom probléme tykajicom
sa lekarskej licencie ktoréhokol'vek spoluskisajiceho
ktory sa podiela na skuSani (vratane hlavného
skidajuceho).  InStiticia bude spolupracovat’ so
spolo¢nostou INC Research v suvislosti s prijatim
akéhokol'vek potrebného napravného opatrenia.

20. Assignment and Delegation. Sponsor may at any time
and upon written notice to Institution assume the
obligations and rights of INC Research or substitute
INC Research with another independent contractor.
None of the rights or obligations under this Agreement
will be assigned or subcontracted by Institution to
another without the prior written consent of Sponsor,
and INC Research, and the requisite new assignee or
subcontractor.  Institution must notify Sponsor, in
advance, prior to to changing its place of business.
This Agreement will bind and inure to the benefit of
the successors and permitted assigns of the Sponsor.

20. Poverenie a Prenesenie Pravomoci. Zadavatel mdze
kedykol'vek, na =zdklade pisomného oznidmenia
doruceného indtitGcii, prevziat' zavizky a prava
spolo¢nosti INC Research alebo nahradit’ spolo¢nost’
INC Research akymkol'vek nezdvislym dodavatelom.
Indtitacia nesmie Ziadne prava ani zavizky vyplyvajice
z tejto zmluvy preniest’ na nikoho iného, ani nesmie s
tymto Umyslom uzavriet' subdodavatel'ski zmluvu, bez
predchadzajuceho pisomného sihlasu zadavatela a
vyslovného sthlasu  spoloénosti INC Research a
prisludného nového nositela prav a zavizkov alebo
subdodavatel'a. V pripade, Ze sa institicia zmeni svoje
sidlo, musi tato skutofnost’ vopred oznamit
zaddvatel'ovi. Této zmluva bude zavizna a bude platit’
pre ndstupcov zaddvatel'a a opravnené osoby poverené
zaddvatel'om, na ktoré budu prenesené zavizky a prava.

21. Equipment. INC Research may provide, or arrange
for a vendor to provide to Institution, certain
equipment by separate Equipment Loan Agreement
for use by Institution during the conduct of the Trial
(“Equipment™). Equipment use, ownership and
disposition terms are further outlined in Attachment C.

21. Vybavenie. Spolo¢nost’ INC Research méze poskytnit
Indtitucii  vybavenie — hnutelny majetok na zaklade
Zmluvy o vypozitke, ktoré bude indtitdcia pouZivat
pocas vykonavania skiSania (d’alej len .vybavenie®).
Pouzivanie  vybavenia, vlastnictvo a podmienky
upravujice disponovanie s vybavenim s podrobne
Specifikované v prilohe C.

22. Survival of Obligations. Obligations relating to the
Clinical Trial, Confidential Information, Inventions,
Records, Publications, Publicity, Debarment and
Exclusion, and Indemnification survive termination of
this Agreement, as do any other provision in this
Agreement or its Attachments that by its nature and
intent remains valid after the term of the Agreement.

22. Pretrvanie Povinnosti. Povinnosti stvisiace s touto
klinickou Stddiou, dovernymi informéaciami, vynalezmi,
zdznamami, publikdciami, reklamou, zamedzenim
pristupu a vylucenim, ako aj odSkodnenim pretrvajii aj
po ukonieni tejto zmluvy, ako aj vSetky ostatné
ustanovenia tejto zmluvy alebo jej priloh, ktoré svojou
povahou a ufelom ostani v platnosti po ukonéeni
platnosti tejto zmluvy.

23. Entire _Agreement. This Agreement contains the
complete understanding of the parties and will, as of
the Effective Date, supersede, in case there were such,
all other agreements between the parties concerning

23. Celistvost” Zmluvy. Téato zmluva obsahuje celistvil
dohodu zmluvnych stran a k ddtumu vstupu do platnosti
nahradi vSetky ostatné zmluvy adohody medzi
zmluvnymi stranami tykajuce sa daného sku3ania. Ak
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the specific Trial. This Agreement may only be
extended, renewed or otherwise amended in writing,
by the mutual consent of the parties. No waiver of any
term, provision or condition of this Agreement, or
breach thereof, whether by conduct or otherwise, in
any one or more instances will be deemed to be or
construed as a further or continuing waiver of any
such term, provision or condition, or any prior,
contemporaneous or subsequent breach thereof, of any
other term, provision or condition of this Agreement
whether of a same or different nature. This Agreement
shall enter into force on the date of the last signature,
and shall take effect on the day following its
publication in the Central Register of Agreements.

takéto boli v minulosti uzatvorené. Tato zmluva mdze
byt’ roz8irend, obnovena alebo inak pozmenend pisomne,
na zaklade vzijomného dohovoru vsetkych zmluvnych
stran. Ziadne upustenie od akejkol'vek podmienky alebo
ustanovenia tejto zmluvy, alebo jej porulenie, ¢ uZ
spravanim alebo inak, vjednom alebo viacerych
pripadoch, sa nebude povazovat za daldie alebo
pokracujuce upustenie od takej podmienky alebo takého
ustanovenia, ani akékol'vek predchadzajice, stlasné
alebo nésledné porusenie zmluvy sa nebude povazovat
za upustenie od inej podmienky alebo ustanovenia tejto
zmluvy, ¢i uz rovnakého alebo iného charakteru. Tato
Zmluva nadobuda platnost’ diiom jej podpisu poslednou
zo zmluvnych strdn a G¢innost’ nasledujicim diiom po
dni zverejnenia tejto Zmluvy v Centrdlnom registri
zmluv.

24. Contlict with Attachments. To the extent that terms or
provisions of this Agreement conflict with the terms
and provisions of the Protocol, the terms and
provisions of this Agreement will control as to legal
and business matters, and the terms and provisions of
the Protocol will control as to technical research and
scientific matters unless expressly agreed in a writing
between the parties.

24,

Rozpor s Prilohami. V pripade, Ze podmienky alebo
ustanovenia tejto zmluvy budd v rozpore s podmienkami
a ustanoveniami protokolu, podmienky a ustanovenia
tejto zmluvy budd upravovat’ prdvne a obchodné
aspekty, zatial ¢o podmienky a ustanovenia protokolu
budi upravovat technické, vyskumné a vedecké
aspekty, pokial’ sa zmluvné strany nedohodni vyslovne
inak, v pisomnej forme.

25. Relationship of the Parties. The relationship of
Institution to Sponsor is one of independent contractor
and not one of partnership, agent and principal,
employee and employer, joint venture, or otherwise.

. Vztah Zmluvnych Strdn. Vztah institicie k spoloénosti

INC Research sa povazuje za vztah medzi nezavislym
dodavatelom a objednavatelom, a nie za partnersky
vztah, ani za vztah medzi zastupcom a prikazcom,
zamestnancom a zamestnavatel'om, ani za vzt'ah v ramci
spolo¢ného podniku ¢&i iny vztah.

26. Governing Law. Subject to the terms of the Clinical
Trial Conduct as outlined above, this Agreement shall
be governed by and construed in accordance with the
Applicable laws of Slovakia In case of any dispute, the
place of arbitration shall be Slovakia.

26.

Rozhodujuce Pravo. Okrem podmienok upravujucich
vedenie klinického sku3ania tak, ako je uvedené vysiie,
taito zmluva sa riadi a bola vypracovand v sulade
s platnymi pravnymi predpismi na tzemi Slovenskej
republiky, o pripadnych sporoch budi rozhodovat’ sudy
v sidle Institicie podla Slovenského prava.

27. Force Majeure. Neither party will be liable for delay
in performing or failure to perform obligations under
this Agreement if such delay or failure results from
circumstances outside its reasonable control
(including, without limitation, any act of God,
governmental action, accident, strike, terrorism,
bioterrorism, lock-out or other form of industrial
action) promptly notified to the other party (“Force
Majeure™). Any incident of Force Majeure will not
constitute a breach of this Agreement and the time for
performance will be extended accordingly; however, if
it persists for more than thirty (30) days, then the
parties may enter into discussions with a view to
alleviating its effects and, if possible, agreeing on such
alternative arrangements as may be reasonable in all of
the circumstances.

27,

VyssSia Moc. Ziadna zmluvna strana nebude niest’

zodpovednost za omeskanie pri plneni alebo za
neplnenie povinnosti, ktoré jej vyplyvaju z tejto zmluvy,
ak je také omesSkanie alebo neplnenie spbsobené
okolnostami mimo ramca rozumnej kontroly (vratane,
okrem iného, zasahu vysSej moci, vladneho nariadenia,
nehody, Strajku, teroristického atoku, bioteroristického
utoku, vyluky alebo inej protestnej akcie zamestnancov),
o ktorych bola druhd zmluvna strana bezodkladne
informovana (d'alej len ,vy$$ia moc™). Akykol'vek
zasah vy33ej moci nebude predstavovat’ poruSenie tejto
zmluvy a lehota na jej plnenie sa podla potreby predIzi.
Ak v3ak zésah vy33ej moci bude pretrvavat’ dlhsie ako
tridsat’ (30) dni, v takom pripade mézu zmluvné strany
otvorit' diskusiu s cielom zmiernit dopady takého
zasahu vysSej moci a, pokial' mozZno, dohodnit’ sa na
alternativnych rieSeniach, ktoré budi rozumné za

Page 17 of 25

l

Strana 17z 25

Feketeova,A_Pharmaxis_DPM-CF-303_INCR_2way_CTA_lInstitution_Final_20Nov2014




MUDr. Anna Feketeova

MUDr. Anna Feketeova

Confidential Déverné
danych okolnosti.
28. Notices. All notices required under this Agreement | 28. Ozndmenia. VSetky oznamy poZadované ustanoveniami

will be in writing and be deemed to have been given
when hand delivered, upon delivery by courier or
certified mail, or within second day prior mailing by
internationally recognized courier to the address set
out below, provided that all urgent matters, such as
safety reports, will be promptly communicated via
telephone, and confirmed in writing:

tejto zmluvy budi v pisomnej forme a budd sa
povazovat za odovzdané, ak budu odovzdané do ruk
adresdta, odoslané kuriérnou postou s dorudenim do
druhého dna alebo ako doporucend listova zasielka na
prisludnd adresu, uvedent nizsie, za predpokladu, Ze
vietky naliehavé zalezitosti, ako napriklad hldsenia
tykajlice sa bezpecnosti, budi bezodkladne oznamené
telefonicky a potvrdené pisomne:

SPONSOR: ZADAVATEL:
Pharmaxis Pharmaxis
20 Rodborough Rd 20 Rodborough Rd

Frenchs Forest NSW 2086 Australia

Attention: Lorena Figueroa

Telephone: +61 2 9454 7200

At the same time as dispatch of any notices, copy all
correspondence to both: CF303@pharmaxis.com.au and
Lorena.Figueroa@pharmaxis.com.au

Frenchs Forest NSW 2086 Australia

Na vedomie: Lorena Figueroa

Telefon: +61 2 9454 7200

V &ase odoslania akéhokol'vek oznamenia poglite kdpiu
kazdej korespondencie na obe adresy:
CF303(@pharmaxis.com.au aj
Lorena.Figueroa@pharmaxis.com.au

With a copy to:

S kopiou na adresu:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Attention: Site Contracts Department
Re: Project Code 1002935
Telephone: 919-876-9300

INC Research, LLC

3201 Beechleaf Court, Suite 600

Raleigh, NC 27604-1547 USA

Na vedomie: Oddelenie pre zmluvy s pracoviskami
Vec: Projektovy kod 1002935

Telefon: 919-876-9300

Institution:

Institucia:

DETSKA FAKULTNA NEMOCNICA KOSICE
Trieda SNP 1, 040 11 KoSice
Slovak Republic

DETSKA FAKULTNA NEMOCNICA KOSICE
Sidlo: Trieda SNP 1, 040 11 KoS3ice
Slovenskd republika

Attention: Ing. Daniela Fiirstenzellerova, MBA
Telephone: + 421 55 235 2862

Na vedomie: Ing. Daniela Fiirstenzellerova, MBA
Telefén: + 421 55 235 2862

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE PODPISOVA STRANA]
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In the event that the parties execute this Agreement by
exchange of electronically signed copies or facsimile
signed copies, the parties are required to have an original
copy of the agreement to be the agreement effective. This
Agreement shall enter into force on the day following its
publication in the Central Register of Agreements.

V pripade, Ze zmluvné strany uzavri tato zmluvu
vzajomnou vymenou elektronicky podpisanych kopii alebo
zaslanim podpisanych kopii faxom, zmluvné strany sa
povinné pre nadobudnutie G¢innosti tejto zmluvy vlastnit
origindl zmluvy. Zmluva nadobtida u€innost’ nasledujiicim
dfiom po dni jej zverejnenia v Centralnom registri zmtv.

Agreed to and Accepted:

Dohodnuté a schvalené:

INSTITUTION/ INSTITUCIA

INC RESEARCH UK Limited

By: Zastipena: . -
Signature / Podpis

MUDr. Ingrid Urbanéikova, PhD., MPH
Printed Name/ Meno tlatenym pismom

Director / riaditel'ka
Title/ Funkcia

08 DECEIPER. Aoty

Date/ Datum

By: Zastiipena; |
Signature /Podpis

Cristina Oana Stefanescu, DDS. PhD.
Printed Name/ Meno tlatenym pismom

Director. Clinical Operations. acting under Power of
Attorney / riaditel'ka. klinické operacie, na ziklade plnej
moci

Title/ Funkcia

Of dee 20/

Date/ Datum
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Attachment A

Priloha A

Protocol

Protokol

The clinical Trial to be performed pursuant to this
Agreement shall be that set forth in the Protocol dated
10th February 2014 and be integral to this Agreement

attached hereto by reference in addition to all current and
future amendments thereto, which is incorporated into this
Agreement by reference and entitled:

Klinické skusanie, ktoré sa bude vykonavat’ podla tejto
zmluvy, musi byt Specifikované v protokole zo dia 10.
Februar 2014, ktory bude nedelitel'nou sucast'ou tejto
zmluvy ako jej priloha, na ktort sa zmluva odkazuje, ako aj
vo vSetkych sicasnych a buduicich dodatkoch k protokolu,
ktoré budu zac¢lenené do tejto zmluvy pod ndzvom:

Protocol # DPM-CF-303
“Long Term Administration of Inhaled Mannitol in Cystic
Fibrosis — A Safety and Efficacy Trial in Adult Cystic
Fibrosis Subjects”

Protokol . DPM-CF-303
“ Long Term Administration of Inhaled Mannitol in Cystic
Fibrosis — A Safety and Efficacy Trial in Adult Cystic Fibrosis
Subjects

I
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Attachment B Priloha B
RESEARCH GRANT PAYMENT TERMS PODMIENKY POSKYTOVANIA PLATIEB
Z VYSKUMNEHO GRANTU

B-1. General Terms. Institution will be paid the per | B-1. V3eobecné Ustanovenia. Intitucii buda vyplatené
patient grant amount as outlined on Attachment D finan¢né prostriedky z grantu vo vyske stanovenej pre
(Research Grant Worksheet) for completed Trial kaZdého pacienta v prilohe D (pracovny vykaz pre
Subject wvisits, A completed visit or milestone vyskumny grant), a to pre kazdy subjekt skuSania,
includes the completion of all Protocol activities and ktory bude zaradeny do skusania._Ukon¢end naviteva
delivery to Sponsor of complete and accurate Case alebo milnik predstavuje ukonéenie vSetkych innosti
Report Form (“CRF”) data for that visit or uvedenych v protokole, ako aj uplne a presné zadanie
milestone. This amount constitutes the full udajov tykajucich sa tejto navstevy alebo milnika do
compensation for the work to be completed by the formularu kazuistiky (Case Report Form, CRF). Tato
Institution, including all work and care specified in Ciastka predstavuje plni ndhradu za pracu vykonani
the Protocol for the Trial, along with all overhead indtiticiou vratane vietkych vykonov a starostlivosti
and administrative services. No compensation will Specifikovanych v Protokole ku skusaniu, ako aj
be available (a) after a Trial Subject leaves the Trial vetkych mimoriadnych nakladov a poskytnutych
for legitimate reasons such as voluntary withdrawal administrativnych sluzieb. Nebude k dispozicii Ziadna
or to protect the Trial Subject’s safety, except for nahrada (a) ak subjekt skisania vystpi zo skusania z
early termination activities, (b) at the time and after legitimnych  dévodov, ako napr. dobrovolné
a Trial Subject becomes ineligible to continue in the vystipenie alebo z dbdvodu ochrany bezpeénosti
Trial because of a Protocol violation by Institution, subjektu skisania, s vynimkou predéasného ukonéenia
or (c) for Trial Subjects enrolled or continuing in the ¢innosti, (b) v ase a potom, ¢o sa subjekt skuania
Trial in violation of the Protocol. If INC Research prestane kvalifikovat’ pre pokrafovanie v skudani,
or Sponsor has already made payment to Institution, pretoZe inStiticia poruSila protokol, alebo (c) za
Institution will refund such payment. subjekty skuSania, ktoré budu zaradené, alebo ktoré

budi pokraCovat’ v ski$ani v rozpore s Protokolom.
Ak spolo€nost INC Research alebo zadavatel uz
vykonali platby inStitticii, institicia takito platbu vrati.

B-2. Payment Terms. Research grant payments for each | B-2. Platobné Podmienky. Platby z vyskumného grantu za
Trial Subject will be made and based on completed kazdy  subjekt  skuSania  budi  poskytované
subject visits and on a quarterly basis, in Euros. arealizované Stvrtrone veurdch, na zaklade
Payments will be made in accordance with ukoncenych navstev subjektov na zdklade prilohy D.
Attachment D (Research Grant Worksheet). Platby budd poskytované na zdklade prilohy D
Monitoring will occur approximately every six to (pracovny harok vyskumného grantu). Monitorovanie
eight (6-8) weeks based on site enrollment and sa bude uskutoénovat’ priblizne kaZzdych Sest’ aZ osem
completion of data entry. Invoices will be paid by (6-8) tyzdnov, na zaklade zarad'ovania na pracovisku a
INC Research within 60 days of invoice issue date. ukonfenia zadavania tdajov. Faktury budd hradené

spolo¢nostou INC Research v lehote do 60 dni od
ddtumu vystavenia faktary.

B-3. Non-Procedural Costs. Institution will be paid for | B-3. Neproceduralne Naklady. Institucii budd uhradené
additional non-procedural costs that are pre- dodato¢né neproceduralne ndklady vopred schvilené
approved by Sponsor, as set forth in Attachment D. zaddvatelom, tak ako je ustanovené v prilohe D. Ak
To request payment for such costs, Institution will indtiticia bude chciet’ poziadat’ o uhradenie takych
remit an itemized invoice to Sponsor or its designee nakladov, musi odovzdat' zadavatelovi alebo nim
with documentation and receipts substantiating poverenému zastupcovi dokumentéciu a potvrdenia o
agreed-upon pass-through expenses. Any non- platbach, ktoré budu sluzit' ako doklady o vopred
procedural pass-through expenses will be invoiced dohodnutych a opravnenych vydavkoch. Kazdy
only in the amount actually incurred with no mark- neproceduralny opravneny vydavok bude mozZné
up, up to the maximum amounts shown in fakturovat’ iba v skuto¢nej vyske bez marze, ato do
Attachment D. maximdlnej ¢iastky uvedenej v prilohe D.

B-4. Final Payment. At the conclusion of the Trial, all | B-4. Poslednd Platba. Pri ukon&eni skiSania musia byt

CRFs and Trial-related documents will be promptly
made available for Sponsor review. The final

vietky formulare CRF a dokumenty suvisiace so
skuSanim bezodkladne spristupnené zadavatelovi k
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payment will be paid once: all CRFs have been
completed and received; data queries have been
satisfied; all Sponsor Drug is returned; and all close
out issues are resolved and procedures completed,
including final IEC notification. All queries must be
resolved within five (5) days of receipt by Institution
any time during the Trial. Sponsor or its designee
will perform final reconciliation of all payments
made to date against total amount due and will
promptly pay Institution amounts remaining unpaid,
if any. Institution will promptly reimburse Sponsor
amounts overpaid within thirty (30) days of
notification by Sponsor.

nahliadnutiu. Poslednd platba bude uhradend: ak
budt vyplnené a odovzdané vietky formuldre CRF; ak
budi uspokojené vietky poZiadavky na poskytnutie
tdajov; ak buda vratené vietko Lie¢ivo Zadavatela; a
ak budd vyrieSené a uzavreté vsetky problémy a
dokonéené vietky postupy vratane zavereiného
ozndmenia adresovaného nezavislej etickej komisii.
V3etky poZiadavky musia byt vyrie§ené do piatich (5)
dni od prijatia takej poZiadavky institiciou, a to pocas
celého trvania skuSania.  Zadavatel' alebo nim
povereny zastupca urobi koneénua bilanciu v3etkych
platieb uhradenych k danému détumu a porovna ich
scelkovou dlznou sumou abezodkladne uhradi
indtitacii  vSetky Cciastky, ktoré mu eSte neboli
zaplatené, pokial' také budd. Institicia bezodkladne
refunduje zadavatel'ovi vSetky preplatky, a to do
tridsiatich (30) dni od doruéenia oznamenia zaslaného
zadavatel'om.

B-5. Screen Failures. A Screen Failure is a consented
Trial Subject who fails to meet the screening visit
criteria and is thus not eligible for enroliment into
the Trial. Screen Failures will be reimbursed, if at
all, as outlined in Attachment D, based on work
completed pursuant to the Protocol.

B-5.

Nedspedné Skriningy. Za neuspesny skrining sa
povazuje kazdy subjekt skiSania, ktory poskytol svoj
sthlas s uCastou na skuSani, ktory v3ak nesplnil
kritéria skriningového vySetrenia apreto nie je
vhodnym kandiddtom na zaradenie do skt3ania.
Netspe$né skriningy bud(, ak vdbec, preplatené na
zaklade prace vykonanej v silade s Protokolom.

B-6. Necessary Procedures. Institution will be
reimbursed for wvalid necessary visits and
procedures. Payment for any necessary procedure
due to patient safety will be reimbursed at the agreed
upon unit cost in the budget and will require a
separate invoice with documentation for the medical
necessity of the procedure. Where practicable,
Sponsor's prior written consent will be obtained,
unless it will compromise the integrity of the Trial
or affect Trial Subject safety, in which case Sponsor
will be notified as soon as practicable after the fact.

B-6.

Nevyhnutné Postupy. InstitGcii  budi  uhradené
od6évodnené nevyhnutné navstevy a postupy. Platba
za kazdy nevyhnutny postup, vykonany kvéli zaisteniu
pacientovej bezpecnosti, bude uhradend vo vyike
dohodnutej jednotkovej iastky stanovenej v rozpodte
a bude si vyzadovat’ vystavenie osobitnej faktary, ku
ktorej bude nutné prilozit' dokumenty potvrdzujuce
lekarsku nevyhnutnost’ takého postupu. Pokial’ to bude
mozné, bude potrebné ziskat' predchadzajuci pisomny
suhlas zadavatel'a, inak sa takyto postup bude
povaZovat za naruSenie integrity sk(Sania alebo
ohrozenie bezpecnosti subjektu skifania. V takom
pripade bude nutné informovat’ zadavatel'a o najskor
od vzniku takej skuto&nosti.

B-7. Payee. The research grant payments will be made to
the following payee and address:
Payee Name: Detské fakultna nemocnica Kosice

Payee Address: Trieda SNP 1, 040 11 Kosice,
Slovak Republic

Payee Tax Identification Number: 2020777880
Bank Name: Statna pokladnica

Bank Account Number: 7000 280 825/ 8180

. Prijemca Platby. Platby poskytované z vyskumného

grantu budt uhradené nizZsie uvedenému prijemcovi,
na niz$ie uvedenu adresu:

Meno prijemcu: Detska fakultna nemocnica Kosice

Adresa prijemcu: Trieda SNP 1, 040 11 Kogice,
Slovenska republika

Dariové identifikaéné ¢islo prijemcu: 2020777880
Meno banky: Stitna pokladnica

Cislo t&tu: 7000 280 825/ 8180
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IBAN: SK50 8180 0000 0070 0028 0825

SWIFT: SPSRSKBA

IBAN: SK50 8180 0000 0070 0028 0825

SWIFT: SPSRSKBA

B-8. Invoices. All invoices must be forwarded to the
following as instructed:

Attn. Grants Department

INC RESEARCH UK LIMITED

Riverview, The Meadows Business Park

Station Approach

Blackwater

Camberley

Surrey

GU17 9AB, UK

Re: Project Code 1002935

Tel: +44 127 648 1012

Fax: +44 127 635 743
Email:SM_EMEA_InvestigatorGrant@INCResearc
h.com

B-8. Faktary. Vsetky faktiry musia byt zaslané na niZsie
uvedena adresu:
Na Vedomie Oddelenie Grantov
INC RESEARCH UK LIMITED
Riverview, The Meadows Business Park
Station Approach
Blackwater
Camberley
Surrey
GU17 9AB, UK
Vec: Projektovy kéd 1002935
Tel.: +44 127 648 1012
Fax: +44 127 635 743
Email:SM_EMEA_InvestigatorGrant@INCResearch.c
om

Institution will not receive any payments for pass through
expenses whereby Institution has failed to produce actual
copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for
compensation.

Indtiticia nedostane Ziadne platby za oddvodnené vydavky,
ak institicia nepredlozi skutoéni képiu faktir a inych
dokumentov jasne dokazujicich, ze také wvydavky boli
skutoéné, odovodnené a overitelné, a ze ich vyska
zodpoveda ¢iastke, ktorl indtiticia Ziada nahradit’,
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Attachment C

Priloha C

EQUIPMENT USE, OWNERSHIP & DISPOSITION

POUZIVANIE A VLASTNICTVO VYBAVENIA

C-1. Use. During the term of this Agreement, Institution | C-1. PouZivanie. Po¢as trvania tejto zmluvy méze intiticia
may use Equipment only for purposes of this Trial. pouzivat vybavenie iba na G¢ely tohto skiigania.

C-2. Ownership. Until the termination of this | C-2. Vlastnictvo. AZ po ukonlenie tejto zmluvy ostiva
Agreement, this Equipment remains the property of toto vybavenie vlastnictvom prisluinych dodavatelov,
the respective vendors that have provided the ktori toto vybavenie poskytli zadavatelfovi alebo
equipment to Sponsor or INC Research and must be spolocnosti INC Research, a na poZiadanie zadavatel'a
returned either within a reasonable period of time alebo spolo¢nosti INC Research musi byt’ vratené bud’
upon request by Sponsor or INC Research, not to v rozumnej Casovej lehote nepresahujicej pit (5)
exceed five (5) calendar days, or immediately upon kalendarnych dni, alebo ihned” po ukonéeni tejto
termination of this Agreement. Institution agrees to zmluvy.  InStitdcia sthlasi, Ze vybavenie wvrati
return the Equipment in the manner directed by sposobom, ktory uréi zaddvatel' alebo spoloé¢nost’ INC
Sponsor or INC Research in the adequate condition, Research, a to v stave primeranom dobe a ucelu jeho
which is reasonable to the time and purpose of its vyuzivania ako ho inStiticia prevzala. InStitucia
use. Institution agrees to be financially responsible sthlasi, Ze bude niest' finan¢ni zodpovednost’ za
for obtaining insurance to cover any loss or uzavretie poistnej zmluvy na krytie akychkol'vek strat
destruction to Equipment while in Institution’s care, alebo zniCenia vybavenia, pokym bude zverené do
which exceeds ordinary wear and tear and/or lacks a starostlivosti institicie, ktoré bude presahovat’ jeho
reasonable causal relationship to proper performance bezné opotrebovanie a/alebo ktoré vznikne v désledku
of the Triallnstitution further agrees that unless nedostatoéného pri¢inného vztahu na zaistenie
otherwise authorized in writing by the Sponsor or riadneho vykondvania skdSania. Okrem toho
INC Research of this Trial, Institution will not alter inStitdcia sihlasi, Ze pokial' zaddvatel tohto skidSania
the Equipment in any way. Institution must not alebo spolo¢nost’ INC Research v pisomnej forme
install any components or software, if applicable, neustanovi inak, institiicia nebude Ziadnym spdsobom
without express approval of the Sponsor or INC zasahovat’ do vybavenia.  InStitGcia nesmie do
Research. Any software provided to Institution may vybavenia inStalovat’ Ziadne komponenty alebo
not be duplicated. Institution is not permitted to use softvér, ak je to relevantné, bez vyslovného sthlasu zo
the Equipment for any other purpose than for the strany zadavatela alebo spoloénosti INC Research.
performance of this Trial in accordance with the Akykol'vek softvér poskytnuty inStitucii sa nesmie
Protocol. Neither Sponsor nor INC Research has kopirovat. Intiticia nesmie pouZivat vybavenie na
any liability for damages of any sort, including Ziadny iny 0¢el nez na vykon tohto skti$ania v stlade s
personal injury or property damage, resulting from protokolom. Zadavatel ani spolo¢nost’ INC Research
the use of Equipment except to the extent that such nenesti zodpovednost’ za Skody akéhokol'vek druhu
damages were caused by the negligence or willful vratane ujmy na zdravi spdsobenej osobam alebo §kod
misconduct of Sponsor or INC Research, as na majetku, vyplyvajicich z pouZivania vybavenia,
applicable, and except to the extent that a personal okrem pripadov, kedy také 3kody boli spdsobené
injury constitutes a compensable Trial Subject injury nedbanlivostou zadavatela alebo spolo¢nosti INC
to be paid by Sponsor as described in this Research alebo ich umyselnym nespravnym konanim,
Agreement. podla situécie, a okrem pripadov, kedy ujma na zdravi

sposobena osobam zodpovedd po3kodenia zdravia
subjektu sktSania, za ktoré mu prindlezi odskodné,
ktoré musi uhradit’ zadavatel, tak ako je ustanovené v
tejto zmluve.

C-3. Return to Sponsor. After completion of Trial | C-3. Vritenie Zadavatelovi. Po ukongeni skusania alebo

conduct or at an earlier time specified by Sponsor,
Institution will arrange for return of Equipment and
Sponsor materials, at Sponsor’s expense, to Sponsor
or a location designated by Sponsor.

skor, podla toho, ako to uréi zadavatel’, inStiticia
zariadi vratenie vybavenia a materidlov zadavatela na
naklady zad4vatela zadavatelovi alebo na miesto
urené zadavatelom.
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