
NON-INTERVENTIONAL STUDY
AGREEMENT

This Non-interventional Study Agreement
(this "Agreement") is entered into this 18 day of
July 2011 ("Effective Date"), by and between
Outcome Europe Sari, with and address at
chemin du Glapin 6, 1162 St-Prex. Switzerland
(hereinafter referred to as "Company"), as
authorized representative of Merck Serono S.A.-
Geneva, having its registered office at 9 chemin
des Mines, 1202 Geneva, Switzerland,
(hereinafter referred to as the «Sponsor»)

and

Children's University Hospital Kosice, with
address at Tr. SNP 1, 040 11 Kosice, Slovak
Republic, established by Deed of Establishment
of Health Ministry of the Slovak Republic no.
1842/1990 A/I-3 dated 18.12.1990
(hereinafter referred to as "CUH Kosice"), and
Dr. Ludmila Potocnakova, with the address at
CUH Kosice, who wi l l perform the role of
Investigator and Dr. Jana Saligova, with the
address at CUH Kosice, who wil l perform the
role of Co-Investigator. The Investigators
MUDr. Potocnakova and MUDr. Saligova
(hereinafter referred to as "Investigator") are
employees of CUFI Kosice, (the Company, the
Investigator and CUH Kosice are each referred
to individually as a "Tarty" and collectively as
the "Parties1').

WHEREAS, Outcome's parent company,
Outcome Sciences, Inc. d/b/a Outcome, has
entered into a Master Service Agreement with
Merck KGaA, Darmstadt, Germany to which
Sponsor is affiliated, and into a Project
Addendum with Sponsor (the «Services
Agreement))) in order to develop, in the name
and on behalf of Sponsor, Non-interventional
Study with protocol entitled: «Kuvan Adult
Maternal Pcdiatric Buropcan Registry (EMR
700773-001)» (the «Study»). This Study is
observational and non-interventional study docs
not include any medical intervention performed
on the participant of the Study; _____

ZMLUVA O NEINTERVENCNOM
SKUSAN1

Tato Zmluva o neintervencnom skusani
(d'alej ako "Zmluva") sa uzatvara dna 18
a mesiaca Jul, roku 2011 ("Den ucinnosti"),
medzi Outcome Europe Sari so sidlom na
chemin du Glapin 6, 1162 St-Prex, Svajciarsko
(d'alej ako ,,Spolocnost'"), konajuca ako
splnomocncny zastupca spolocnosti Merck
Serono S.A.-Geneva, so sidlom 9 chemin des
Mines, 1202 Zeneva, Svajciarsko (dnalej ako
,.Sponzor")

Detska fakultna nemocnica Kosice, so sidlom na
Tr. SNP I, 040 I I Kosice, Slovenska republika,
zriadena Zriad'ovacou listinou MZ SR c.
1842/1990 -A/I-3 zo dna 18.12.1990 (tfalej ako
"DFN Kosice") a Dr. Ludmila Potocnakova,
bytom DFN Kosice, ktora vystupuje ako
Skusajuci a Dr. Jana Saligova, bytom, DFN
Kosice. ktora vystupuje ako Spoluskusajuci.So
suhlasom DFN Kosice skusajuci A&o jej
zamestnanci — MUDr. Potocnakova
a MUDr.Saligova. (d'alej ako "Skusajuci"),
(Spolocnost', Skusajuci a DFN Kosice sa
jednotlivo oznacuju ako "Zmluvna strana7" a
spolocne ako "Strany").

KEDZE, materska spolocnosf spolocnosti
Outcome, Outcome Sciences, Inc. d/b/a Outcome
uzavrela so spolocnosfou Merck KGaA,
Darmstadt, Nemecko, s ktorou je Sponzor
prepojeny, Ramcovu zmluvu o poskytovani
sluzieb, a so Sponzorom Dodatok k Projektu
(..Zmluva o poskytovani sluzieb") za ucelom
pn'pravy neintervcncneho skusania v menc aza
Sponzora, pricom protokol Studie nesie nazov
«Kuvan ( Adult Maternal Pediatric European
Registry'(EMR 700773-001)» ("Studia"). Tato
Studia je iba pozorovacou a neintervencnou
studiou, jej sucast'ou nie sui iiadne medici'nske
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WHEREAS, CUH Kosice desires to participate
in the Study as one participating site in this
multi-center Study, and desires to participate in
the data registry established by Company in
connection with the Study; and

WHEREAS, CUH Kosice has adequate facilities
and expertise available to conduct the Study under
the qualified direction of the Investigator and, in
furtherance of its scientific and clinical missions,
seeks to participate in the Study.

WHEREAS, the Parties represent that the Study
is not an interventional c l in ical study, and that:

(i) medicinal drug is used in the Study as
registered medicinal drug in the Slovak
Republic in line with the marketing
authorization and Summary of Product
Characteristics,

(ii) selection and application of the medicinal
drug is independent of the decision to
include a patient to the Study, decision on
application of the medicinal drug is not
made on the basis of Study Protocol but on
basis of current medical knowledge,
namely the Investigator is treating patients
as per normal routine practice of medicine,

(iii) patients participating in the Study will not
be subject to any additional diagnostic or
health monitoring procedures,
epidemiological methods are used for the
purpose of analyzing collected data.

NOW, THEREFORE, in consideration of the
mutual covenants and premises herein contained,
the Parties agree as follows:

I . Study Protocol: In conducting and
participating in the Study, CUM Kosice and
the Investigator shall comply with all
applicable laws on data collection
procedures and reimbursement procedures,
protection of the personal data and ethical
rights of patients, especially including the

zasahy vykonavane na ucastni'kovi tejto studie.;

KEDZE, DFN Kosice si zela podiePat' sa na
Studii ako jedno z pracovisk multicentrickcho
skusania, a zela si podiePat' sa na registri udajov
zalozenym Spolocnost'ou v suvislosti so Studiou
;a

KEDZE, DFN Kosice disponuje primeranymi
priestormi a odbornymi znalost'ami dostupnymi na
realizaciu Studie za kvalifikovaneho vcdenia
Skusajuccho a za pomoci vlastnych vedeckych
a klinickych uloh si zela podiePat1 sa na Sludii.

KEDZE Strany vyhlasujii, zc Studia nie je
intervencnou klinickou studiou, v zmysle Studie a
ze:

(i) je liek v ramci Studie pouzivany ako
rcgistrovany liek v Slovenskej republike
v sulade s distribucnym opravncnfm
a Pribalovou informaciou lieku,

(ii) vyber a pouzivanie lieku je nezavisle od
rozhodnutia o zaclenenf pacienta do Studie,
rozhodnulie o pouziti lieku nebolo prijatc na
zaklade Studijneho protokolu, ale na
zaklade aktualnych medicinskych
poznatkov, a sice Skusajuci sa kpacientom
sprava tak ako je zvykom v ramci beznej
medici'nskej praxi,

(iii) pacicnti, ktorf sa zucastnuju na Studii nie su
predmetom d'alsfch diagnostickych
postupov pripadne postupov monitorujucich
zdravotny stav, pricom za ucelom analyzy
zhromazdenych udajov sii pouzite
epidcmiologicke metody.

A, TAK s ohl'adom na dojednania a predpoklady
obsiahnute v tejto Zmluve sa Strany dohodli na
naslcdovnych skutocnostiach:

Studi iny protokol: Pri realizacii a ucasti
na Studii DFN Kosice a Skusajuci povinni
dodrziavat' vsetky platne prava tykajuce sa
postupov zhromazd'ovania infonnacii
a postupy odmenovania, ochrany osobnych
udajov ctickych prav pacientov, predovsctkym
povinnej mlcanlivosti tykajucej sa utajenia
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obligatory secrecy of data arising from
medical documentation archives and
maintenance of records, as well as all other
terms, conditions and obligations for
clinician sites and investigators as outlined
in the Study protocol number EMR 700773-
001, attached hereto as Exhibit A ("Study
Protocol") and incorporated herein by
reference. In the event that the Study
Protocol and this Agreement conflict, the
Study Protocol shall prevail.

2. Compensation:

A. Compensation for CUH Kosice and the
Investigator: Regarding the services of CUH
Kosice and the Investigator under the terms
of this Agreement, Company shall pay CUH
Kosice the compensation and expenses set
forth in the Compensation Schedule,
attached hereto as Exhibit B and
incorporated herein by reference. The
Investigator's compensation is comprised in
the total amount due to CUH Kosice and
shall be specified as such in the above stated
Exhibit B. The CUH Kosice shall be
responsible for paying the Investigator, as its
employee, the relevant amount of
compensation due for Investigator's work
hereunder, decreased potentially by taxes
and insurance contribution as applicable
under Slovak laws. Company shall only be
responsible for paying CUH Kosice in
amounts and within the time period as
detailed in the Compensation Schedule from
the funds paid to Company from Sponsor.
All payments to CUH Kosice shall be made
payable in Euros and shall be made to the
bank account of CUH Kosice. Such account
shall be located in Slovakia. CUH Kosice
shall provide Company with the details of its
bank account as necessary for Company to
make the payments required hereunder.

B. In order to receive the compensation
described in Section 2A, the Investigator and
CUH Kosice must completely and accurately
enter all Study data within the timeframes
required by this Agreement, the Study
Protocol and the Study specifications. For
the avoidance of doubt, since in such

udajov vyplyvajucich zo zdravotncj
dokumentacie a archivacie zaznamov ako aj
vsetky ostatne podmienky a povinnosti pre
vyskumne strediska a vyskumnych
pracovm'kov tak, ako je uvedene v protokole
oStiidii c. EMR 700773-001, ktory tvori
Prilohu A ("Studijny protokor) lejto
Zmluvy aje do nej zahrnuty vo forme
odkazov. V pripade, ze si Studijny protokol a
tato Zmluva budu odporovaf, potom je
rozhodujuci Studijny protokol.

2. Odmcna:

A. Odmena pre DFN Kosice a Skusajuceho:
V suvislosti so skrzbami DFN Kosice a
Skusajuceho , podl'a podmienok tcjto
Zmluvy, je Spolocnosf povinna zaplatif
DFN Kosice odmenu a naklady tak, ako je
uvedene v Prilohe Odmien, ktora tvon
Prilohu B a je do Zmluvy zahrnuta vo forme
odkazov. Odmena Skusajuceho je zahrnuta
v celkovej ciastke pre DFN Kosice a ako
taka bude specifikovana v Prilohe B. DFN
Kosice bude povinne platil' Skusajucemu ako
jeho zamestnancovi prislusmi sumu odmeny
splatnu za pracu Skusajuceho podfa tejto
Zmluvy, znizcnu pripadne o dane a odvody
na poistne podl'a platnych slovenskych
prcdpisov. Spolocnostje povinna platit1 DFN
Kosice ciastky podfa casovych obdobi tak,
ako je blizsie uvedene v Prilohe Odmien, a to
zo zdrojov vyplatenych Spolocnosti od
Sponzora. Vsetky platby pre dFN Kosice
maju byt1 splatne v mene Euro azaslane na
licet DFN Kosice. Tento licet musi byt'
umicstnem na uzemi Slovenska. DFN Kosice
je povinne poskytnut' Spolocnosti detaily
o bankovom ucte, tak ako je potrebne, aby
Spolocnost' mohla uskutocnif platby podTa
tejto Zmluvy.

B. Za ucelom obdrzania odmeny uvedenej v
Odseku 2A, musi Skusajuci a DFN Kosice
kompletne a presne vlozif vsetky Studijne
lidaje a to v casovom ramci vyzadovanym
touto Zmluvou, Studijnym Protokolom a
Studijnou specifikaciou, Aby sa predislo
nejasnostiam, kcd'ze v ramci obdobnvch
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observational studies, Investigator is treating
patients as per normal routine practice of
medicine, the CUH Kosice and the
Investigator understand and agree that
Company and Sponsor are not responsible
for any costs or expenses associated with
any routine clinical practice treatment of
individuals participating in the Study (the
"Subjects"). The compensation provided
under this Section 2 is the total
compensation to be provided in connection
with this Study performed at CUH Kosice.

3. Investigator and CUH Kosice Liaison: The
Investigator shall supervise and conduct the
Study according to the Study Protocol, as
may be amended from time to time in
writing upon the mutual consent of the
Parties, as well as with the provisions of this
Agreement, and in compliance with
applicable laws. Should the Investigator
become unavailable. Company and CUH
Kosice shall work cooperatively to find and
appoint a successor for the Investigator. The
Investigator hereby certifies that the
curriculum vitae he/she provided to
Company in relation to the performance of
the Study is true and correct as of the
Effective Date and that he/she wil l
immediately inform the Company of any
changes to such curriculum vitae and
provide the Company with an updated copy
thereof. The Investigator further gives
his/her consent to the processing of his/her
personal data, including the sharing of such
information with the Sponsor, for the
purpose of conducting the Study. The
Investigator further agrees that his/her
personal data may be sent to other data
processors for processing and also to other
countries with laws that are not as protective
as those of the Investigator's country of
residence, including the United States. The
Investigator, as data subject, is informed
about his/her rights according to the
applicable data protection law. In addition,
the CUH Kosice w i l l designate a health care
facility liaison who shall be responsible for
coordinating all administrative activities, and
reporting to and responding to requests from

klinickych pozorovacich studii Skusajuci
podrobuje pacicntov rovnakcmu lieceniu ako
v ramci beznej medicinskej praxe, DFN
Kosice a Skusajuci beru na vedomie a
suhlasia, ze Spolocnost' a Sponzor nie su
zodpovedni za ziadne naklady a vydaje
spojcne s akymkol'vek rutinnym lieccnfm
jednollivcov zucastnenych na tejto Studii
("Subjekty") v ramci klinickej praxe.
Odmena poskytnuta podl'a tohto Odseku 2
predstavuje cclkovu odmenu poskytnutu v
suvislosti s touto Studiou realizovanou

3. Ski'isaiuci a spolupraca s DFN Kosice:
Skusajuci je povinny dohliadaf na realizaciu
Studie podl'a Vyskumneho protokolu, podfa
pisomnych dodatkov, podfa vzajomnej
dohody Stran, ako aj v sulade s platnymi
zakonmi a ustanoveniami tcjto Zmluvy.
V pripade, ze Skusajuci nebude viac k
dispozicii, Spolocnost' a DFN Kosice su
povinni spolupracovat' pri hfadani
a vymenovani jeho nastupcu. Skusajuci tymto
potvrdzuje, ze zivotopis, ktory prcdlozili
Spolocnosti v suvislosti s realizaciou Studie je
ku Dnu ucinnosti pravdivy a spravny a ze
Skusajuci bez meskania upovcdomf
Spolocnost' o akcjkol'vek zmene v jeho
zivolopise s poskytne Spolocnosti jeho
aktualizovanu verzki. Skusajuci d'alej lymto
poskytuje svoj suhlas so spracovanim jeho
osobnych udajov, a tiez s poskytnutim jeho
osobnych udajov Sponzorovi za ucclom
realizacie Studie. Skusajuci d'alej suhlasi
s tym, aby jeho osobne udaje boli zaslane
inym spracovatel'om udajov za ucelom ich
spracovania a tiez aby boli jeho osobne udaje
zaslane do inych krajin, ktore neposkytuju
taku ochranu ako krajina, kde sidli Skusajuci,
vratane do Spojenych statov americkych.
Skusajuci je ako subjekt udajov oboznaineny
o svojich pravach v zmysle pn'slusneho
zakona o ochrane osobnych udajov. Okrcm
uvedeneho DFN Kosice ustanovi Kontaktnu
osobu v ramci svojho zdravotnickeho
zariadenia, klora bude zodpovedna za
koordinaciu vsetkych administrativnych
postupov, a za podavanie hlaseni
a odpovedanie na ziadosti Spolocnosti
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the Company regarding the Study and its
administration.

4. Institutional Approvals and Protection of
Information: Sponsor, Company or the
Investigator acting on behalf of the Sponsor
or the Company shall arrange approval of the
EC Study, including to approve any
authorization, waiver of authorization.
Informed Consent, or other document that is
required to be so approved in connection
with the Study consistent with applicable
Slovak legal regulations, the EC's applicable
policies and procedures, and the Study
Protocol. The Investigator shall obtain from
the Sponsor and/or the Company the form of
Informed Consent, authorization and/or EC
waiver, if applicable, and any amendments
thereof, to be submitted to the EC. If
according to the Investigator, amendments to
the documents referred to above must be
made, such amendments shall only be made
in writing upon mutual consent of the
Investigator and the Company. The Parties
shall comply with the directives of the EC
regarding the conduct of the Study. The
Investigator shall notify Company of any EC
directives that may vary from the Study
Protocol.

The decision of EC established with CUH
Kosice is attached hereto.

5. Informed Consent: This Section 5 shall
apply to the extent that informed consent is
required by the Study Protocol, the
requirements of the applicable EC or
applicable legal regulations. The
Investigator shall obtain from each Subject,
prior to the Subject's participation in the
Study, (i) a signed Informed Consent in a
form approved in writing by the EC, in
conformity with the guidelines set forth in
the Study Protocol unless a waiver of
consent is approved by the EC; (ii)
appropriate authorizations, or where
applicable, waiver of authorizations, as

vzhl'adom na Studiu ajej spravu.

4. Uradne povolenia a ochrana informacif:
Sponzor. Spolocnosf alebo Skusajuci
konajuci v mene Sponzora alebo Spolocnosti,
je povinny zabezpecit' suhlas EK k Studii ,
atiez je povinny odsuhlasit' akekol'vck
poverenia, vzdanie sa povereni. Informovany
Suhlas, alebo iny dokument, ktory je potrebnc
odsuhlasit' v suvislosti so Studiou a to
v sulade s platnymi pravnymi predpismi SR,
zakonom, platnymi nariadeniami a postupmi
EK, aStudijnym protokolom. Skusajuci je
povinny obdrzaf od Sponzora a/alebo
Spolocnosti formular Informovaneho
Suhlasu, opravnenie, a/alebo zrieknutie sa
nan, a pokial1 existuju akekol'vek dodatky tejto
Zmluvy, a predlozif ich EK. Ak podfa
Skusajuceho je nutne vykonat" dodatky
k dokumentom uvcdcnym vyssie, tieto
dodatky rnusia byf v pisomnej forme na
zaklade vzajomncho suhlasu Skusajuceho a
Spolocnosti. Strany su povinne dodrziavaf
direktivy EK ohl'adne realizacie Sludie.
Skusajuci je povinny informovaf Spolocnost'
o vsetkych smerniciach EK, ktore sa mozu
odlisovaf od Studijneho Protokolu.

Rozhodnutie Etickej komisie pri DFN kosice
tvori Prilohu k tejto Zmluve.

5. InformovaiTv Suhlas: Tento Odsek 5 plati do
tej miery, ktora sa vyzaduje podfa Studijneho
Protokolu, poziadaviek platnych podl'a EK
alebo platnych pravnych predpisov.
Skusajuci je povinny obdrzat' od kazdeho
Subjektu, a to pred jeho Licasfou na Studii, (i)
podpisany Informovany Suhlas vo forrne
odsuhlasenej pisomne EK, v sulade so
smernicami uvedenymi vo Studijnom
protokole, pokial' EK neschvalila vzdanie sa
suhlasu; (ii) nalezite opravnenia, alebo podTa
potreby, zrieknutie sa opravneni, tak ako to
vyzaduje platny zakon a standardy o ochrane
udajov, v sulade so smernicami uvedenymi v
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required under applicable law and data
protection standards, in conformity with the
guidelines set forth in the Study Protocol;
and (iii) any other documents relating to the
use and disclosure of information in
connection with the Study that are required
by the EC as a requisite to approve the
Study, and in conformity with the guidelines
set forth in the Study Protocol. Such
Informed Consent, authorizations, requests
for waiver (where applicable), and other
required documents shall be in a form
reasonably approved in advance by the
Company, and Investigator shall ensure that
such documents comply with all applicable
legal regulations, including without
limitation, the Slovak or international data
protection directives (e.g., the EU Directive
on Data Protection as applicable) and the
applicable data protection framework
adopted by the local and other applicable
authorities where the CUH Kosice is located.

The form of the Informed Consent of the
patient and his representative is attached
hereto.

6. Visiting CUM Kosice and Performance
Review: Company, Sponsor and their agents
will have the right, but not the obligation, to
visit CUH Kosice to review research
performance of the Study. If Company,
Sponsor or their agents intend to undertake
such visits, they will provide reasonable
notification to CUH Kosice, and CUH
Kosice and Investigator will provide
assistance and cooperation. If Company's
review includes access to health
documentation of the person included in the
Non-Interventional Study that identify a
person who is enrolled in the Study ("Source
data"), Company obligates to maintain the
confidentiality of such records, in particular
observe legal regulations referring to
personal data protection, including sensitive
data such as data included in medical records
of Subject CUH Kosice and Investigator
also shall cooperate with all requests by any
U.S. or foreign regulatory authority for an
audit or inspection related to the Study and

Studijnom protokole; a (iii) akekol'vek ine
dokumenty tykajuce sa pouzivania
a zverejnenia informacii v suvislosti so
Sludiou, ktore vyzaduje EK ako podmienku
schvalenia Studie, a v sulade so smernicami
uvedenymi v Studijnom protokole. Tento
Informovany Suhlas, opravnenia, ziadost5

o zrieknutie sa opravneni (podl'a potreby),
a ostatne potrebne dokumenty maju byf vo
forme odovodnene odsuhlasenej vopred
Spolocnost'ou. a Skusajuci je povinny
zabezpecit', aby taketo dokumenty boli
v sulade s platnymi pravnymi predpismi ,
vratane ale bez obmedzenia na slovenske
alebo medzinarodne smernice o ochrane
osobnych udajov (napr. prislusnych nariadenf
EU o ochrane udajov) a prislusnym pravnym
ramcom na ochranu udajov prijatym organmi
miestnej samospravy a inymi organmi
v mieste sidla DFN Kosice.

Formular Informovaneho suhlasu pacienta
ajeho zakonneho zastupcu tvorf Prilohu
k tcjto Zmluve.

6. Navsteva pracoviska DFN Kosice a Kontrola
priebehu: Spolocnost1, Sponzor a ich
zastupcovia zadavatel'a bude mat' pravo, ale
nie povinnost' navstevovaf DFN Kosice za
ucelom kontroly vyskumneho priebehu
Studie. Pokial' Spolocnost', Sponzor alebo ich
zastupcovia planuju podniknut' taketo
navstevy, poskytnu odovodnene oznamenie
DFN Kosice, a DFN Kosice a Skusajuci
poskytnu asistenciu a spolupracu. Pokial'
kontrola Spolocnosti zahrna pristup k
zdravotnej dokumentacii osoby zaradenej do
nein tervencnej studii, ktore mozu
identifikovat' osobu, ktoraje zapisana v ramci
Studie (,,Zdrqjove udaje"), Spolocnost' je
povinna udrzaf mlcanlivosf o tychto
zaznamoch, a predovsetkym dodrziavat'
pravnc predpisy v oblasti ochrany osobnych
udajov, vratane citlivych udajov ako napr.
udajov obsiahnutych v zdravotnych
zaznamoch Subjektu. DFN Kosice a Skusajuci
su taktiez povinnf spolupracovaf pri vsetkych
poziadavkach zo strany akehokol'vek
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shall notify Company within twenty-four
(24) hours after receiving such request, and
permit Company, Sponsor or their agents to
assist CUH Kosice and Investigators in
responding to such request.

7. Confidentiality: CUH Kosice and
Investigator shall, during the term of this
Agreement and thereafter, hold in
confidence all information and materials
disclosed, collected or created by, for or on
behalf of Company and Sponsor (the
"Confidential Information"). CUH Kosice
and the Investigator shall use the
Confidential Information solely to perform
the Study and shall disclose the Confidential
Information only to persons who have a need
to know such Confidential Information to
conduct the Study and who are bound in
writing to protect the confidentiality of such
Confidential Information and to abide by the
terms of this Agreement. CUH Kosice and
the Investigator shall protect the
Confidential Information using not less than
the same standard of care with which they
treat their own confidential information, but
at all times shall use at least reasonable care.
CUH Kosice and the Investigator may
disclose the Confidential Information to the
extent required by law or a court order,
provided that they promptly notify Company
in writing prior to any such disclosure and
provide assistance to Company in obtaining
an order protecting the Confidential
Information from public disclosure. CUM
Kosice and the Investigator also shall
maintain the confidentiality of all
information as required in the Study
Protocol and. with respect to any and all
information disclosed to or obtained by
CUH Kosice and Investigator, CUH Kosice
and Investigator hereby agree and accept to
be bound by the obligation and duties set
forth in the Study Protocol. In addition,
recognizing the high importance of privacy
and security of Personal Data (as defined by
the Requirements), the CUH Kosice and

americkeho alebo zahranicneho regulacneho
uradu za ucelom previerky alebo kontroly
tykajucej sa Studic a su povinni informovat'
Spolocnosf do dvadsafstyri (24) hodin po
obdrzani danej poziadavky, adovolif
Spoloenosti, Sponzorovi alebo ich zastupcom
aby pomohli DFN Kosice a Skusajucim pri
zodpovedani danej poziadavky.

7. Mlcanlivosf: DFN Kosice a Skusajuci su
povinni pocas doby trvania tejto Zmluvy ako
aj potom, drzaf v utajeni vsetky informacie a
materialy zverejnene, zozbierane alebo
vytvorene Spolocnofou a Sponzorom, alebo v
ich mcne ("Dovcrne informacie"). DFN
Kosice a Skusajuci su povinni pouzit1 Doverne
informacie len za ucelom vykonania Studie a
mozu tieto zverejnit' len osobam, majucim
potrcbu vediet' taketo Doverne informacie za
ucelom realizacie Studie a tieto osoby sa
pisomne zaviazu ochranovaf dovernosf
danych Dovernych informacii a dodrziavat'
podmienky tejto Zmluvy. DFN Kosice a
Skusajuci su povinni ochranovaf Doverne
informacie, pouzitim prinajmensom rovnaky
standard starostlivosti, ktory pouzivaju pri
zaobchadzani s ich vlastnymi dovernymi
informaciami, a neustalc zachovavat'
odovodnenu starostlivosf. DFN Kosice a
Skusajuci mozu zverejnit' Doverne Informacie
len v rozsahu vyzadovanom zo zakona alebo
na zaklade sudneho prikazu, za predpokladu,
ze okamzite budu informovat' Spolocnosf
pisomne a to pred akymkolVek takym
zverejncnim a poskytnu pomoc Spoloenosti
pri ziskani prikazu zabranujucemu zverejneniu
Dovernych Informacii na vcrejnosti. DFN
Kosice a Skusajuci su laktiez povinni
dodrziavat" dovernosf vsetkych informacii. tak
ako vyzaduje Studijny Protokol a s ohl'adom
na akekol'vek a vsetky informacie zverene
alebo ziskane DFN a Ski'isajucim, DFN
Kosice a Skusajuci tymto suhlasia a zavSzuju
sa dodrziavaf povinnosti uvedene v Studijnom
Protokole. Naviac, s ohl'adom na vcfku
dolezitost' dodrziavania sukromia
a bezpecnosti Osobnych Udajov (tak ako
definuju Poziadavky), DFN Kosice
a Skusajuci sa dohodli v plnom rozsahu
konat' v sulade s Poziadavkami na Sukromie
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Investigator agree to be in ful l compliance
with the Data Privacy and Security
Requirements attached to this Agreement as
Exhibit B hereto (the "Requirements'"), both
during the term of this Agreement, and
following the termination of this Agreement
while they are in possession of any Personal
Data. CUH Kosice and Investigator shall
immediately notify Company in the event
Confidential Information is improperly used,
accessed or disclosed.

The Investigator's Obligations and
Representations:

In order to correctly perform this
Agreement, the Investigator is in particular
obliged to:

- perform the obligations under this
Agreement with the utmost professional
diligence, and specifically in compliance
with professional ethics and applicable
laws;
use his/her best efforts and professional
expertise to conduct the Study in
accordance with the Study Protocol;

anonymize any patient data that is
reported to Company or Sponsor or kept
in the Study Records;

provide the Company, at all times, with
documentation concerning the Subjects
enrolled in the Study for inspection, to
the extent necessary to correctly carry
out the Study;

keep medical documentation relating to
the Study for the period specified by the
Company which may not be shorter than
the period required by law.

notify the patient's health insurance
company on patient's inclusion in the
Study .

The Investigator represents that the
performance of this Agreement is not
contrary to the other activities conducted by
the Investigator, applicable laws, or internal

a Bezpecnost', ktore tvoria Prilohu E tejto
Zmluvy ("Poziadavky"), a to tak pocas doby
platnosti tejto Zmluvy a aj po jej vypovedani,
pokiaP budu vlastnit' akekolVek Osobne udaje.
DFN Kosice a Skusajuci su povinni okamzite
informovaf Spolocnost' v pn'pade, ze Doverne
Informacie budu pouzite nespravne alebo
budu spristupncnc ci zverejnene.

8. Povinnosti a vvhlasenia Skusaiuceho:

Za ucelom riadneho plnenia tejto Zmluvy je
Skusajuci povinny predovsetkym:

- PI nil* svoje povinnosti uvcdene v tejto
Zmluve s vynalozenim co mozno najvacsej
odbornej starostlivosti a predovsetkym pri
dodrzani odbornych etickych zasad
a prfslusnych zakonov;

- Vynalozit' vsetko potrebne usilie aodborne
znalosti za ucelom realizacie Studie
v sulade so Studijnym protokolom;

- Anonymizoval' udaje o pacientoch, ktore su
poskytovane Spolocnosti alebo Sponzorovi
alebo su vedene v ramci Studijnych
zaznamov;

- Kedykol'vek poskytnuf Spolocnosti za
ucelom kontroly dokumentaciu tykajucu sa
Subjektov, ktore sa zucaslnuju na Studii,
a to v rozsahu potrebnom na spravnu
realizaciu Studie;

- Viest' lekarskc zaznamy tykajuce sa Studie
a to po dobu, kloru uvedie Spolocnost',
pricom doba nesmie byt' kratsia ako je
lehota urcena zakonom.

- informovaf zdravotnu poist'ovnu pacienta
zaradeneho do lejto Studie o jeho zaradenf

Skusajuci vyhlasuje, ze plnenie tejto Zmluvy
nic je v rozpore s inymi cinnost'ami
Skusajuceho, s prislusnymi zakonmi, alebo
internou politikou alebo internymi smernicami
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policies or regulations applicable in the
CUH Kosice where Investigator is
employed. If such a conflict emerges, the
Investigator will immediately inform the
Company of the fact and make all efforts in
order to minimize or remove such conflict.

9. The CUH Kosice's Obligations and
Representations:

In order to correctly perform this
Agreement, the CUH Kosice is in particular
obliged to:

provide the Investigator with all
organizational, administrative or medical
assistance that proves necessary;

perform the obligations under this
Agreement with the utmost professional
diligence, and specifically in compliance
with professional ethics and applicable
laws;
use its best efforts and professional
expertise to conduct the Study in
accordance with the Study Protocol;

provide the Investigator and the
Company, at all times, with
documentation concerning the Subjects
enrolled in the Study for inspection, to
the extent necessary to correctly carry
out the Study;

keep separate medical documentation
relating to the Study for the period
specified by the Company which may
not be shorter than the period required by
law.

The CUH Kosice represents that:
the performance of this Agreement is not
contrary to the activities conducted in the
CUH Kosice, applicable legal
regulations in the Slovak Republic, or
internal policies or regulations applicable
in the CUH Kosice. If such a conflict
emerges, the CUH Kosice wil l
immediately inform the Company of the
fact and make all efforts in order to

platnymi pre DFN Kosice, ktoreho je
Skusajuci zamestnancom. Vpripade vyskytu
takehoto rozporu je Skusajuci povinny bez
meskania informovaf Spolocnost' o tejto
skutocnosti avynalozif vsetko usilie na to,
aby rozpor minimalizoval pripadne odstranil.

9. Povinnosti a vyhlasenia DFN Kosice:

Za ucelom riadneho plnenia tejto Zmluvy je
DFN povinne predovsetkym:

Poskytnuf Skusajucemu vsetku
organizacnii, administrativnu alebo
medicinsku sucinnosf, ktora sa ukaze ako
potrebna;

Pink' svoje povinnosti uvedene v tejto
Zmluvc s vynalozenim co mozno
najvacsej odbornej starostlivosti
a predovsetkym pri dodrzani odbornych
etickych zasad a pn'slusnych zakonov;

Vynalozif vsetko potrebne usilie
a odborne znalosti za ucelom realizacie
Studie v sulade so Studijnym
protokolom;

Kedykol'vek poskytnut' Spolocnosti
a Skusajucemu za ucelom kontroly
dokumentaciu tykajucu sa Subjektov,
ktore sa zucastnuju na Studii, a to
v rozsahu potrebnom na spravnu
realizaciu Studie;

Viest' osobitne zdravotne zaznamy
tykajucc sa Studie a to po dobu, ktoru
uvedie Spolocnosf, pricom doba nesmie
byf kratsia ako je lehota urcena
zakonom.

DFN sa zavazuje, ze:
ze plnenie tejto Zmluvy nie je v rozpore
s cinnost'ou DFN Kosice, s prfslusnymi
platnami pravnymi predpismi cv
Slovenskej republike, alebo internou
politikou alebo internymi smernicami
platnymi pre DFN Kosice. V pripade
vyskytu takehoto rozporu je DFN
povinna bez meskania informovaf
Spolocnosf _o tejto skutocnosti
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minimize or remove such conflict;

the employees of CUH Kosice and its
collaborators involved in the Study will
comply with CUH Kosice's obligations
under this Agreement.

10. Publicity and Publications:

A. Publicity: CUH Kosice and the Investigator
shall make no press release, advertising, or
other promotional written statements or
promotional oral statements to the public in
connection with or alluding to work
performed under this Agreement or the
relationship between the Parties created by
it, having or containing any reference to
Company or Sponsor, the name of any
member of Company's or Sponsor's staff,
without the prior written approval of such
Party or its designated agent. Nothing shall
prevent CUH Kosice or Investigator from
complying with their obligations under
public health laws to report information to
competent safety or health authorities.

B. Publications: In connection with any data or
results generated from the Study, the
Company and Sponsor shall have the right to
publish such data and results without
approval from CUH Kosice or the
Investigator. CUH Kosice and the
Investigator shall not publish any
information related to the Study without first
submitting to Company and Sponsor for
their review and comment, a copy of any
proposed publication or presentation
resulting from the completed Study. The
Company and Sponsor shall have the right,
after receipt of said copy, to object to such
proposed presentation or publication, for
reasons including but not limited to, the
following: (i) to ensure the accuracy of the
presentation or publication; (ii) to ensure
that proprietary information is not divulged;
(iii) to enable intellectual property rights to
be secured; (iv) to enable relevant
supplementary information to be provided.

a vynalozif vsetko lisilie na to, aby
rozpor minimalizovalo pripadne
odstranilo;

zamestnanci DFN Kosice ajeho
spolupracovnfci podiel'ajuci sa na Studii
budu plnit' vsetky povinnosti DFN Kosice
ktore im vyplyvaju z tejto Zmluvy.

10. Zverejnenie a Publikacie:

A. Zverejnenie: DFN Kosice a Skusajuci nesmii
poskytnut' ziadnu tlacovu spravu, reklamu
alebo ine propagacne pisomne stanovisko
alebo propagacne ustne vyjadrenie verejnosti
v suvislosti s alebo s odkazom na pracu
vykonanu podFa tejto Zmluvy alebo vzfah
medzi Stranami nou vytvorenym, obsahujuce
akykoFvek odkaz na Spolocnost' alebo
Sponzora, meno ktorehokoFvek zamestnanca
Spolocnosti alebo Sponzora, bez
predchadzajuceho pisomneho suhlasu tejto
Strany alebo jej vymenovaneho zastupcu.
Nic nesmie zabranif DFN Kosice alebo
Skusajuccmu dodrziavat' ich povinnosti
podl'a zakonov o verejnom zdravi podavaf
informacie pn'slusnym bezpecnostnym alebo
zdravotnym uradom.

B. Publikacie: V suvislosti s akymikol'vek
Lidajmi alebo vyslcdkami, ktore vyplynuli zo
Studie, ma Spolocnost1 a Sponzor pravo na
publikaciu tychto udajov a vysledkov a to
bez povolenia zo strany DFN Kosice alebo
Skiisajuceho. DFN Kosice a Skusajuci
nernozu zverejnit' akekol'vek informacie
tykajuce sa studic bez predlozenia
Spolocnosti a Sponzorovi za ucelom kontroly
a pripomienkovania kopie navrhovanej
publikacie alebo prezentacie vyplyvajucej
z vyhotovenej Studie. Spolocnost' a Sponzor
maju pravo, po obdrzani danej kopie,
namietat' voci danej navrhovanej prezentacii
alebo publikacii, a to z nasledovnych
dovodov, vratane ale bez obmedzenia: (i) z
dovodu zabezpecenia presnosti prezentacie
alebo publikacie; (ii) z dovodu zabezpecenia
aby informacie o vlastnictve neboli
vyzradene; (iii) z dovodu zabezpecenia prav
dusevneho vlastnictva; (iv) z dovodu
poskytnutia prfslusnych dodatocnych
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CUH Kosice and the Investigator shall
comply with any request to amend or delete
any statement in the proposed presentation
or publication that is made in accordance
with this section.

I I . Data:

A. Study Records: The Parties acknowledge and
agree that all right and interest in and to all
records, results and data collected or created
by CUH Kosice and Investigator in
connection with this Non-Interventional
Study (collectively, the "Study Records")
shall be owned by Company or Sponsor, as
agreed among themselves. CUH Kosice and
Investigator assign to Sponsor all of their
right and interest, including all intellectual
property rights, in and to the Study Records.
CUH Kosice and Investigator shall have the
right to use the Study Records as necessary
(i) in order to perform the Study; (ii) to use
and disclose the Study Records as part of
publications and presentations only as
permitted under Section 10 of this
Agreement; or (iii) for CUH Kosice's
internal, non-commercial, educational and/or
research purposes. Nothing in this Section
11(A) shall alter any ownership rights of
Sponsor or Company as separately agreed to
among themselves. Consistent with the
terms of this Agreement and in addition to
any other rights in the Study Records the
contractual parties may have, Company and
Sponsor shall have the exclusive right to
aggregate the Study Records from the Non-
Interventional Study.

B. Retention: CUH Kosice and Investigator
shall retain the Study Records in the manner
and duration required by the Study Protocol
and applicable legal regulations in the
territory of the Slovak Republic.

informacii. DFN Kosice a Skusajiici su
povinni vyhovief akejkol'vek poziadavke na
doplnenie alebo vymazanie akehokol'vek
vyhlasenia v navrhovanej prezentacii alebo
publikacii, ktore boli pripravenc v sulade s
tymto odsekom.

A. Studijne Zaznamy: Strany beru na vedomie
a suhlasia, ze vsetky prava, a zaujmy
tykajuce sa zaznamov, vysledkov a lidajov
zozbieranych alebo vytvorenych zo strany
DFN Kosice a Skusajuceho v spojitosti s
touto neintervcncnou Studiou (d'alej ako
,,Studijne Zaznamy") budu vo vlastnictve
Spolocnosti alebo Sponzora, tak ako sa
medzi sebou dohodli. DFN Kosice a
Skusajuci postupili Sponzorovi vsetky ich
prava a zaujmy, vratane vsetkych prav
dusevneho vlastnictva, tykajuce sa
Studijnych zaznamov. DFN Kosice a
Skusajuci su opravneni pouzivaf Studijne
Zaznamy podl'a potreby (i) za ucelom
realizacie Studie; (ii) za ucelom pouzitia a
zverejnenia Studijnych Zaznamov ako
sucasti publikacii a prezentacii, avsak len v
sulade s Odsekom 10 tejto Zmluvy; alebo
(iii) pre interne, nekomercne, vychovne
a/alebo vyskumne ucely. Nic, co je uvedene
v tomto Odseku 11 (A) nesmie pozmcnit'
ziadne vlastnicke prava Sponzora alebo
Spolocnosti, tak ako je oddelene dohodnute
mcdzi nimi. V sulade s podmienkami tejto
Zmluvy a dodatocne ku akymkol'vek inym
pravam, ktore mozu tieto zmluvne strany
mat' vo veci tychto Studijnych Zaznamov,
Spolocnost' a Sponzor maju yhradne pravo
zhromazd'ovaf Studijne Zaznamy z tejto
neintervencnej studie.

B. Zadrzanie: DFN a Skusajuci su povinni
zadrzaf Studijne Zaznamy takym sposobom
a na taku dobu ako vyzaduje Studijny
Protokol a platne pravne predpisy na uzemi
SR.
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12. Term and Termination:

A. Term: This Agreement shall commence
under the condition that EC will approve the
Study conduct. The Agreement is in full
force until the earlier to occur of either (a)
the date when all of the work to be
performed under the Study Protocol is
completed or (b) the date when the Sponsor
discontinues the Study.

B. Termination Without Cause: Company may
terminate this Agreement upon thirty (30)
days notice that starts following written
notice to the other Parties. Termination of
this Agreement shall not release the Parties
from any obligation, or l iabili ty which shall
have accrued before the termination hereof
by notice and remains to be performed upon
the date of termination.

C. Termination for Cause: Either Party may
terminate this Agreement immediately by
providing notice to any other Party in case
such other Party is in breach of any
obligation under this Agreement and such
breach has not been cured within fourteen
(14) days after the other Party's receipt of
such written notice (or such additional cure
period as the non-defaulting Party may
authorize). Notwithstanding the preceding
sentence, this Agreement may be terminated
immediately by either Party upon written
notice to the other Parties, without a cure
period, in the event of a breach of
Confidential Information or personal data.

D. Effect of Termination: If this Agreement is
terminated for any reason, the Parties shall
comply with the following provisions:

(i) Upon the earlier to occur of either
completion of the Study or termination
of this Agreement, CUH Kosice and the
Investigator shal I return to the
Company all Confidential Information.

12. Doba trvania a vypovedanie:

A. Doba trvania: Tato Zmluva zacne plynuf /
vstupi do platnosti za predpokladu, ze EK
schvali realizaciu Studie. Zmluva bude
v plnej platnosti do udalosti, ktora nastupi
skor (a) den ked' bude dokoncena akakol'vek
cinnost' podl'a Studijneho protokolu alebo (b)
datum ked' Sponzor Studiu pozastavi.

B. Vypovedanie bcz udania dovodu: Spolocnost'
je opravnena vypovedat' tuto Zmluvu s30
dnovou vypovednou lehotou, ktora zacne
plynuf po dorucenf pisomnej vypovcde
ostatnym Zmluvnym stranam. Vypovedanie
tejto Zmluvy nezbavuje Zmluvne strany
zavazkov alebo zodpovednosti, ktore im
vznikli pred ukoncemm tejto zmluvy
vypoved'ou a je potrebne ich spin if po
datume vypovedania Zmluvy.

C. Vypovedanie s uvedenfm dovodu: Kazda zo
Stran je opravnena vypovedat' zmluvu
okamzite a to podamm oznamenia
ktorejkol'vek druhej Stranc v pripade, ze tato
druha Strana porusila akukol'vek povinnost'
podl'a tejto Zmluvy a toto porusenie nebolo
napravene do strnaslich (14) dni odo dna,
ked' druha Strana obdrzala pisomne
oznarnenie (alebo do takej dodatocnej lehoty,
ktorii povolila Strana, ktora neporusila
Zmluvu) Bez ohFadu na predchadzajucu
vetu, tato Zmluva moze byt' vypovedana
okamzite ktoroukol'vek Stranou po
pisomnom oznameni ostatnym Slranam, a to
bez napravnej lehoty, v pripade poruscnia
povinnosti tykajiicich sa Dovernych
Informacii alebo osobnych udajov.

D. Ucinok vvpovedania: Ak bude tato Zmluva
vypovedana z akehokol'vek dovodu, su
Strany povinne dodrzaf nasledovne
ustanovenia:

(i) Podl'a toho, ktora skutocnost' nastanc
skor, ci uz dokoncenie Studie alebo
vypovedanie tejto Zmluvy, su DFN
Kosice a Skusajuci povinni vratif
Spolocnosti vsetky doverne informacie.
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(ii) If this Agreement is terminated early by
either Party, the Parties shall comply
with all applicable notification
responsibilities, if any, including
without limitation notifying all ECs,
and all Study personnel who participate
in the Study at the time of termination.

13. Compliance with effective legal regulations:
CUH Kosice, Investigator, and Company
shall comply in all events with all applicable
laws, rules and legal regulations, including
but not limited to any such laws, regulations,
statutes or guidelines concerning biomedical
research, to the extent applicable to the
performance of the Parties' respective
obligations under this Agreement and any
Exhibits hereto. CUH Kosice and
Investigator shall also procure and maintain,
at their sole expense, any licenses, permits or
registrations required to perform the Study
and all services hereunder.

14. Independent Contractors: The Parties
acknowledge that this Agreement does not
create a fiduciary relationship between them,
that CUH Kosice and the Investigator shall
be independent contractors of the Company,
and that nothing in this Agreement is
intended to make any Party an agent, legal
representative, subsidiary, joint venture,
partner, employee or servant of the other for
any purpose whatsoever. The Investigator
shall not be construed to be an employee of
the Company or Sponsor, and neither the
Company nor the Sponsor shall be
responsible for any obligations of an
employer, including but not limited to
providing wages, vacation pay, sick leave,
retirement benefits, local and national
employment and withholding taxes,
unemployment obligations, workers7

compensation, and disability insurance
employment insurance on behalf of the
Investigator and any other staff performing
services under this Agreement.

(ii) V pn'pade, ze tato Zmluva bude
ukoncena predcasne nicktorou Stranou,
su Strany povinne dodrzaf prislusne
povinnosti s ohl'adom na oznamenie,
pokiaf take existuju, bez obmedzenia
informovat' vsetky Eticke komisie,
a vsetkych zamestnancov podiel'ajucch
sa na Studii, ktori sa Studie zucastnili
v casejej ukoncenia.

13. Dodrziavanie platnych pravnvch predpisov:
DFN Kosice, Skusajuci, a Spolocnost' su
povinni dodrzovat' v kazdom pn'pade
prislusne pravne predpisy, vratane, ale nie
len tie zakony, nariadenia, vyhlasky alebo
smcrnice tykajuce sa biomedicinskeho
vyskumu a to v rozsahu vhodnom pre vykon
prislusnych povinnosti podTa tejto Zmluvy
a akychkol'vek jej Pri loh. DFN Kosice
a Skusajuci su taktiez povinni zaobstarat'
a udrziavaf, na vlastne naklady, akekofvek
licencie, povolenia alebo registracie
vyzadovane na realizaciu Studie a vsetkych
sluzieb podl'a tejto Zmluvy.

14, Nezavisli Dodavatclia: Strany beru na
vedomie, ze tato Zmluva medzi nimi
nevytvara zavisly vzt'ah, ze DFN Kosice a
Skusajuci maju byt' nezavisli dodavatelia
Spolocnosti, aze nic v tejto Zmluve nie je
zamierene na to, aby sa ktorakolVek Strana
stala agentom, pravnym zastupcom,
dcerskou spolocnost'ou, podnikom so
spolocnou majetkovou ucast'ou, partnerom,
zamestnancom alebo podriadenym druhej
Strany a to z akehokolVek dovodu.
Skusajuci nema byC pokladany za
zamcslnanca Spolocnosti alebo Sponzora,
a an! Spolocnosl' ci Sponzor ncnesii
zodpovcdnost' za akekolVek povinnosti
zamcstnavatel'a, vratane, ale nielen co sa
tyka vyplacania miezd, dovolenkovych
odmicn, ncmoccnskeho, dochodkovych
odvodov, miestnych a narodnych
zamestnaneckych odvodov a zrazkovych
dani, povinnosti v pn'pade nezamestnanosti,
odmeny spolupracovnikov, a invalidneho
poistenia a poistenia v nezamestnanosti
v mene Skusajuceho a ktorychkol'vek

^ame^tnancov poskytujuc[ch sluzby podTa
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15. Debarment: CUH Kosice and the
Investigator represent to their best
knowledge that, after due inquiry in the case
of personnel working on the Study, the CUH
Kosice's employees, and the Investigator
(i) have the necessary licenses, and
approvals to perform the Study services
hereunder, (ii) are not debarred, suspended
or disqualified nor currently under
investigation by any professional governing
body or any other regulatory authority for
debarment or other misconduct proceedings,
and (iii) are in good standing under all
applicable medical associations. The CUH
Kosice and the Investigator wil l immediately
notify Company if the CUH Kosice, the
Investigator or any person who assist in
performing the Study becomes so debarred
or receives notice of an action or threat of an
action with respect to a debarment,
disqualification of sanction. Upon the receipt
of such notification, the Company shall have
the right to terminate the involvement of
such individual or this Agreement
immediately.

16. Mutual Liability: Except in the case of
liability arising in connection with (a) a
violation of laws, rules or regulations; (b) a
breach of the confidentiality obligations
herein; or (c) either party's willful
misconduct, the liabili ty of CUH Kosice,
Investigator and Company for any breach of
this Agreement, or for any act or omission of
such party or its, his/her shareholders,
directors, officers, employees or agents in
performance of this Agreement, wil l be
limited to the aggregate compensation paid
to CUH Kosice and Investigator under this
Agreement to the extent permissible
according to Slovak Law.

17. Dispute Resolution; Governing Law:

A. Dispute Resolution. The Parties wil l use

tejto Zmluvy.

15. Zakaz cinnosti / Trestna bczuhonnosf: DFN
Kosice a Skusajuci pri najlepsom vedomi
vyhlasuju, ze po nalezitom prevereni
spolupracovnikov pracujucich na Studii,
zamestnanci DFN Kosicei a Skusajuci (i)
disponuju potrebnymi povoleniami
a suhlasmi za ucelom poskytovania sluzieb v
ramci Studie podl'a tejto Zmluvy, (ii) nikdy
im nebola zakazana cinnosf, ulozeny
docasny zakaz cinnosti alebo neboli
vyhlaseni za nesposobilych a nie sii
v sucasnosti predmetom vysetrovania zo
strany odborneho statneho organu alebo
ineho regulacncho organu v suvislosti so
zakazom cinnosti alebo inym disciplinarnym
konanim, a (iii) v ramci vsetkych lekarskych
zdruzeni maju dobre postavenie. DFN
Kosice a Skusajuci budu bez meskania
informovaf Spolocnost' pokiaP DFN Kosice
alebo Skusajuci alebo ina osoba, ktora sa
podiel'a na realizacii Studie dostane zakaz
cinnosti alebo jej bude oznamene zacatie
konania alebo hrozba zacatia konania
o zakaze cinnosti, odbornej nesposobilosti
alebo sankcii. V pripade takehoto oznamenia
je Spolocnost1 opravnena ukoncif ucasf
danej osoby alebo s okamzitou platnost'ou
ukoncit' tuto Zmluvu.

16. Spolocna Zodpovednost': Okrem pripadu
zodpovednosti vyplyvajucej v suvislosti s (a)
porusenirn zakonov, pravidiel alebo
nariadeni; (b) poruscnim povinnosti
tykajucich sa dovernosti uvedenych v tejto
Zmluve; alebo (c) umyselnym pochybenfm
ktorejkol'vek strany, bude zodpovednost'
DFN, Kosice Skusajuceho a Spolocnosti za
akekol'vek porusenie tejto Zmluvy, alebo za
akykol'vek cin alebo vynechanie tejto strany
alebo jej, jeho/jej spolocnikov, konatefov,
uradnikov, zamestnancov alebo agentov pri
vykone tejto Zmluvy, obmedzena na celkovu
odmenu vyplatenu DFN Kosice a
Skusajucemu podl'a tejto Zmluvy v rozsahu
dovolenom podl'a slovenskeho prava.

17. Ricsenie sporov; Prislusnosf sudu:

A. Riesenie sporov. Strany vynalozia vsetko^
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their best efforts to settle all matters in
dispute amicably, by out of court settlement.
All disputes and differences of any kind
related to this Agreement, which cannot be
solved amicably by the Parties, shall be
referred to arbitration as described below.

B. Process. All disputes arising out of or in
connection with this Agreement shall be
finally settled under the Rules of Arbitration
of the International Chamber of Commerce
by three (3) arbitrators—one (1) arbitrator
mutually agreed to by each party, and the
third arbitrator selected by such arbitrators;
provided, however, that during the period of
arbitration on any dispute, both parties shall
continue to fulfill their obligations as set
forth in this Agreement. The arbitration shall
take place in Bratislava, Slovakia, and shall
be conducted in the English language. The
award of the arbitrator shall be final and
binding on both parties.

C. Governing Law. This contract shall be
construed and interpreted in accordance with
the all effective legal regulations of
Slovakia. The official language of this
Agreement is the Slovak language. Should a
translation of this Agreement be required in
another language and a conflict in
interpretation occurs between the English
and the Slovak language version, the Slovak
version should be the reference and shall
prevail over the other language version,

18. Miscellaneous: This Agreement and all
exhibits hereto constitute the entire
agreement among the Parties, and all prior
negotiations, representations, agreements
and understandings are superseded hereby.
No agreements amending the terms hereof
may be made except by means of a written
document signed by the duly authorized
representatives of the Parties. Any notice
required by this Agreement shall be given by
(i) prepaid, first class, certified mail, return

usilie na vysporiadanie vsetkych zalezitosti
v pripade sporu priatel'skou dohodou,
mimosudnym urovnanim sporu. Vsetky
spory a rozdiely akehokolVek druhu
suvisiace s touto Zmluvou, ktore nie su
Strany schopne vyriesit' priatel'skou dohodou
je potrebne oznamit' rozhodcovskemu sudu
tak ako je uvedenc nizsie.

B. Proces. Vsetky spory vyplyvajuce z alebo v
suvislosti s touto Zmluvou budu nakoniec
urovnane podl'a Pravidiel rozhodcovskeho
sudu Medzinarodnej Obchodnej tComory a
to troma (3) rozhodcami jeden (1)
rozhodca odsuhlaseny kazdou zo stran, a treti
rozhodca bude zvoleny tymito dvoma
rozhodcami; avsak za predpokladu, ze pocas
doby rozhodcovskeho konania tykajuceho sa
akehokolVek sporu, budu obe strany
pokracovat' v plneni svojich povinnosti tak
ako je uvedene v tejto Zmluve.
Rozhodcovsky sud sa bude konaf v
Bratislave, Slovenska republika, a bude
prebiehaf v anglickom jazyku. Rozsudok
rozhodcov bude konecny a zavazny pre obe
strany.

C. Prislusnosf sudu. Tato Zmluva bude
interprctovana a vykladana v sulade so
vsetkymi platnymi pravnymi prcdpismi
Slovenskej republiky. Uradnym jazykom
tejto Zmluvy jc slovensky jazyk. V pripade,
ze bude vyzadovany preklad tejto Zmluvy
v inom jazyku a nastane rozpor pri vyklade
anglickej a slovenskej verzie, je slovenska
verzia zakladom aje rozhodujuca voci inej
jazykovej verzii.

18. Rozne: Tato Zmluva a vsetky jej prflohy
tvoria celkovu dohodu medzi Stranami
a vsetky predchadzajuce dojednania,
vyhlasenia, dohody a vyrozumenia sa nou
nahradzuju. Nie je mozne uzatvorif ziadne
dohody doplhujuce podmienky tejto Zmluvy
s vynimkou pfsomnych dokumentov riadne
podpisanych splnomocnenymi zastupcami
Stran. Akekol'vek oznamenia vyzadovane
podfa tejto Zmluvy je potrebne vykonaf (i)
doporucenou postou prvej triedy,
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receipt requested, (ii) courier service, or ( i i i )
confirmed facsimile to the Parties at their
addresses set forth above. All notices,
statements, reports and other
communications shall be effective on the
date received at the recipient's address stated
above. No failure on the part of either Party
to exercise, and no delay in exercising, any
right or remedy hereunder shall operate as a
waiver hereof. No right or license is granted
under th is Agreement by either Party to the
other Parties either expressly or by
implication, except those specifically set
forth herein. All terms and covenants
contained herein are severable, and if any of
the provisions hereof shall be held to be
invalid or unenforceable by a competent
court, this Agreement shall be interpreted as
if such invalid or unenforceable term or
covenant were not contained herein. This
Agreement shall be binding upon and inure
to the benefit of each of the Parties hereto
and their successors and permitted assigns,
provided, however, this Agreement may not
be assigned by CUH Kosice and Investigator
without the prior written approval of the
Company. Notwithstanding anything to the
contrary herein, Sections 7 (Confidentiality),
10 (Publicity and Publication), 1 1 (Data),
12D (Effect of Termination), 16 (Mutual
Liability), 17 (Dispute Resolution,
Governing Law) and 18 (Miscellaneous)
shall survive termination of this Agreement.
This Agreement may be executed in three
(3) or more counterparts, each of which shall
be deemed an original, but all of which
together shall constitute one and the same
instrument.

s vyziadanou dorucenkou, (ii) kuriernou
sluzbou, alebo (iii) overenou kopiou
dorucenou Stranam na ich adresy uvedene
vyssie. Vsetky oznamenia, stanoviska,
hlasenia, a ostatna komunikacia su ucinne
dnom dorucenia na adresu prijemcu uvedenu
vyssie. Ziadna chyba na strane kazdej zo
Stran a ziadne omeskanie pri vykone prava
alebo pravneho prostriedku podl'a tejto
Zmluvy nesmie sluzif ako zrieknutie sa lohto
prava. Podl'a tejto Zmluvy nie je ziadna zo
Stran nesmie udelit' druhej Strane pravo
alebo licenciu, ci uz vyslovne alebo ako
dosledok, s vynimkou tych, ktore su presne
uvedene v tejto Zmluve. Vsetky podmienky
avyhlasenia obsiahnute v tejto Zmluve su
samoslatne. A pokiaf by akekoPvek
ustanovenie tejto Zmluvy malo byt'
povazovane za neplatne alebo ncvykonatefne
prislusnym sudom, je tato Zmluva vykladana
ako keby taketo neplatne vyhlasenie alebo
nevykonatefna podmienka neboli jcho
sucasfou. Tato Zmluva je zavazna
a uzatvorena v prospech kazdej Strany tejto
Zmluvy ajej nastupcov a opravnenych
postupnikov, za predpokladu, ze tato Zmluva
nesmie byf postupena zo strany DFN a
Skusajucim bez prcdchadzajuceho
pisomneho suhlasu Spolocnosti,. Bez ohfadu
na akekol'vek ustanovenia odporujuce
ustanoveniam uvedenym v tejto Zmluve,
Odscky 7 (Mlcanlivosf), 10 (Zverejnenie
a publikacie), 1 1 (Udaje), 12D (Ucinok
vypovedania), 16 (Zodpovednosf), 17
(Riescnic sporov, Prislusnosl' sudu) a 18
(Rozne) maju pretrvat' vypovedanie tejto
Zmluvy. Tato Zmluva moze byt' vyhotovena
v troch (3) alebo viacerych vyhotoveniach,
pricom kazde vyhotovenie moze byf
pokladane za original, avsak vsetky
vyhotovenia spolu maju predstavovaf jeden
a ten isty dokumcnt.
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IN WITNESS WHEREOF, the Parties have
executed this Agreement, effective as of the
Date of its signing by the last Party and comes
into force on the day following the date of the
registration hereof in the Central Register of
Contracts.

NA DOKAZ TOHO, Strany podpisali
tuto Zmluvu, ktora vstupuje do platnosti
Dnom jej podpisu poslednou zo
zmluvnych stran a iicinnosf nadobudne
nasledujucim dnom po dni zverejnenia
tejto Zmluvy v Centralnom registri
zmluv..

OUTCOME EURQP

Signaturc/Podpis:

Name/tlacenym: Michelle BULLIARD

Title/Titul: Senior Director Clinical Opera

Date/Datum:

ions

OUTCOME EUROPE SAR

Signature/Podpis:

Name/tlacenym: Manuela DA SILVA

Title/Titul: Associate Business & HR Director

Date/Datum:
^
H

LJ4

Children's University Hospital Kosice/Detska fakultna nemocnica Kosice

Signature/Podpis:

Name/ tlacenym:.Peter Krcho

Title/Titul: MUDr,PhD.

Date/Datum:

Outcome Legal Dept

Approved by; _

Dr. Ludmila Potocnakova

W

Signature/Podpis:

Name/ tlacenym: _

Title/Titul: _ HiHh
f

Date/Datum:
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Dr. Jana Saligova

Signature/Podpis:

Name/tlacenym:

Title/TituI:

Date/Datum:
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EXHIBIT A

STUDY PROTOCOL

[To be attached.]

PRILOHA A

STUDIJNY PROTOKOL

[Bude doplneny - prilozeny.]
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EXHIBIT B

COMPENSATION SCHEDULE

For CUH Kosice

CUH Kosice's compensation for KAMPER and the maternal sub-registry is outlined below
in Tables 1 and 2. CUH Kosice will be compensated on a quarterly basis for tasks and
patient CRFs completed in the previous quarter. Baseline and follow-up CRF completion
fees will be paid at the frequency described in the Tables below.

Table 1. CUH Kosice compensation for KAMPER

Task

Baseline

Comments

45 Per patient

Follow-up CRF- 38
year 1, 2, 3

Follow-up CRF- 41
year 4, 5, 6, 7

Follow-up CRF- 45
yearS, 9, 10

Follow-up CRF 49
year 11, 12, 13, 14,
15

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Consenting: 1 hour
CRF completion: 2 hours

CRF completion: 1.5 hours

CRF completion: 1.5 hours
Including Inflation adjustment

CRF completion: 1.5 hours
Including Inflation adjustment

CRF completion: 1.5 hours
Including Inflation adjustment

Re-consenting 18 If required
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Table 2. CUH Kosice Compensation for the maternal sub-registry

Task

Consent

Baseline*

Fee
€

Frequenc

15 Per patient

Comment

37 Per patient Liaise with ob/gyn, CRF completion
*In addition to standard baseline /

follow-up CRF completion

Follow-up* 41 Per patient and visit, up to a Liaise with ob/gyn, CRF completion

Infant CRF at 45
birth

Infant follow- 45
up 1 month
post natal CRF

maximum of 9 visits
reimbursed during the
course of the pregnancy

Ix

Ix

*Jn addition to standard baseline /
follow-up CRF completion

Liaise with ob/gyn, CRF completion

Liaise with pediatrician, CRF
completion
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INVESTIGATOR'S COMPENSATION SCHEDULE

Investigator compensation for KAMPER and the maternal sub-registry is outlined below in
Tables 1 and 2. Investigator will be compensated on a quarterly basis for tasks and patient
CRFs completed in the previous quarter. The Investigator's compensation shall be paid
equally to Dr. Ludmila Potocnakova, and Dr. Saligova by CUH Kosice, Baseline and follow-
up CRF completion fees will be paid at the frequency described in the Tables below.

Table 1. Investigator compensation for KAMPER

Task

Baseline

Fee € Frequency

255

Follow-up CRF-year 1, 212
2,3

Follow-up CRF- year 4, 234
5,6,7

Follow-up CRF- year 8, 255
;:9,10

Follow-up CRF year 11, 276
12,13, 14, 15

Re-consenting 102

Comments

Per patient

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

Per patient and visit, up to a
maximum of 3 visits
reimbursed per year

If required

Consenting: 1 hour
CRF completion: 2 hours

CRF completion: 1.5 hours

CRF completion: 1.5 hours
Including Inflation adjustment

CRF completion: 1.5 hours
Including Inflation adjustment

CRF completion: 1.5 hours
Including Inflation adjustment
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Table 2. Investigator Compensation for the maternal sub-registry

Task

Consent

Baseline*

Fee€ Frequency

85

213

Follow-up* 234

Infant CRF at birth 255

Infant follow-up 1 255
month post natal CRF

Per patient

Per patient

Per patient and visit, up to a
maximum of 9 visits
reimbursed during the
course of the pregnancy

Ix

Ix

Comment

Liaise with ob/gyn, CRF
completion
*In addition to standard

baseline /follow-up CRF
completion

Liaise with ob/gyn, CRF
completion
*In addition to standard
baseline /follow-up CRF
completion

Liaise with ob/gyn, CRF
completion

Liaise with pediatrician, CRF
completion

KAMPER_CTA_Dr. Potocnakova and Dr. Saligova rvjull Page 23 of 33



PRILOHAB

HARMONOGRAM ODMIEN Pre Detsku fakultnu nemocnicu Kosice
Odmena DFN Kosice pre KAMPER a tehotcnsky register tak ako je uvedenc nizsie v Tabul'ke
1 a 2. Klinickeho Pracoviska odmenovany stvrt'rocne na zaklade uloh a vyplnenych CRF
dotaznikov pacientov za prcdchadzajuci stvrt'rok. Zaklad a honorar za dodatocne vyplnenie
CRF dotaznika budu vyplatene pri periodickosti uvedenej v tabul'kach nizsie.

Tabul'ka 1. Odmena DFN Kosice pre KAMPER

Uloha

Zaklad

Dodalocne vyplnenie 38
CRF-rok 1,2, 3

Dodatocne vyplnenie 41
CRF-rok4, 5,6, 7

Dodatocne vyplnenie 45
CRF-rok8,9, 10

Dodatocne vyplnenie 49
C R F - r o k l l , 12, 13,
14, 15

Znovuodsuhlasenie 18

Honor
ar €

Period ickost

Zajedneho pacienta

omen tare

Odsi'ihlasenie: 1 hodina
Vyplnenie dolaznika CRF: 2 hod.

Za jedneho pacienta a navstevu, az Vyplnenie dotaznika CRF: 1.5 hod.
do max. 3 navstev, nahrada za rok

Zajedneho pacienta a navstevu, az Vyplnenie dotaznika CRF: 1.5 hod.
do max. 3 navstev, nahrada za rok Vratane inflacnej valorizicie

Zajedneho pacienta and pacienta a Vyplnenie dolaxnika CRF: 1.5 hod.
navstevu, az do max. 3 navstev, , Vratane inflacnej valorizacie
nahrada za rok

Zajedneho pacienta a navsievu, az Vyplncnic dota/nika CRF: 1.5 hod.
do max. 3 navstev, nahrada za rok Vratane inflacnej valorizacie

Ak bude potrebny
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TabuPka 2. Odmena DFN za tehotensky register

Uloha Honor Periodickosf Komentare
ar€

Zajedneho pacientaSuhlas

Zaklad*

15

37 Zajedneho pacienta

Dodatocne vyplnenie * 41

VyplnenieCRFza 45

novorodenca pri
narodeni

Vyplnenie CRF za 45
novorodenca
dodatocne 1 rnesiac po
CRFdotazniku po

narodeni

Zajedneho pacienta a navstevu,
az do max. 9 navstev, nahrada pocas
priebehu lehotenstva

Ix

Ix

Spolupraca s gynekologom /
porod. asistentom, komplctizacia
C1U-' dotaznika
*Naviac k Standardnemu zakladii /

dodatocna komplctizacia CRF
dotaznika

Spolupraca s gynekologom / porod.
asistentom, koniplelizacia CRF
dotaznika
* Naviac k standardnemu zakladu /
dodatocna komplctizacia CRF
dotaznika

Spolupraca s gynekologom /
porod. asistentom, kompletizacia
CRF dotaznika

Spohipraca s detskym lekarom,
komplctizacia CRF dotaznika
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HARMONOGRAM ODMIEN

Odmena skusaji'iceho pre KAMPER a tehotensky register tak ako je uvedene nizsie
v Tabul'ke 1 a 2. Skusajuci budu odmeriovani stvrfrocne na zaklade uloh a vyplnenych CRF
dotaznikov pacientov za predchadzajuci stvrt'rok. Odmena Skusajuceho bude vyplatena
rovnako Dr. Cudmile Potocnakovcj a Dr. Saligovej Zaklad a honorar za dodatocne vyplnenie
CRF dotaznika budu vyplatene pri periodickosti uvedcnej v tabui'kach nizsie.

TabuPka 1. Odmena skiisajiiceho pre KAMPER

Uloha

Zaklad

Dodatocne vyplnenie
CRF-rok 1,2,3

Dodatocne vyplnenie
CRF - rok 4, 5, 6, 7

Do'datocne vyplnenie
CRF -rok 8, 9, 10

Honor Period ickost'

255

212

234

255

Dodatocne vyplnenie 276
CRF-rok I I , 12, 13, 14,
15

Znovuodsuhlasenie 102

Zajedneho pacienta

Komentare

Odsuhlasenic: 1 hodina
Vyplnenie dotaznika CRF: 2 hod.

Za jedneho pacienta a navstevu, az Vyplnenie dotaznika CRF: 1.5 hod.
do max. 3 navstev, nahrada za rok

Zajedneho pacienta a navstevu, az Vyplnenie dotaznika CRF: 1.5 hod,
do max. 3 navstev, nahrada za rok Vratane inflacnej valorizacie

Zajedneho pacienta and pacienta a "" Vyplnenie dotaznika CRF: 1.5 hod,
navstevu, az do max. 3 navstev, Vratane inflacnej valorizacie
nahrada za rok

Zajedneho pacienta a navstevu, az Vyplnenie dotaznika CRF: 1.5 hod,
do max. 3 navstev, nahrada za rok Vratane inflacnej valorizacie

Ak bude potrebny
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Tabul'ka 2. Odmena skusajuceho za tehotensky register

Uloha

Suhlas

Zaklad'

Dodatocne vyplnenie

Vyplnenie CRF za
novorodenca pri
narodeni

Vyplnenie CRF za
novorodenca dodatocne
1 mesiac po CRF
dotazniku po narodeni

Honora
r €

85

213

Period ickost'

Zajedneho pacienta

Zajedneho pacienta

Komentare

234

255

255

Spoiupraca s gynekologom / porod.
asistcntom, kompletizacia CRF
dotaznika
*Naviac k standardnemu zakladu /
dodatocna kompletizacia CRF
dotaznika

Zajedneho pacienta a navstevu, Spoiupraca s gynekologom / porod.
az do max. 9 navstev, nahrada pocas asistentom, kompletizacia CRF
priebehu teliotenstva dotaznika

* Naviac k standardnemu zakladu /
. dodatocna kompleiizdcia CRF

dotaznika

Spoiupraca s gynekologom /
porod. asistenloirL
kompletizacia CRF dotaznika

Spoiupraca s detskym lekarom,
komplelizaciaCRF dotaznika

Ix

Ix
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EXHIBIT C

EC APPROVAL

[To be attached.]

PRILOHA C

ROZHODNUTIE ETICKEJ KOMISIE

[Bude doplneny - prilozeny.]
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EXHIBIT D

INFORMED CONSENT

[To be attached.]

PRILOHA D

FORMULAR INFORMQVANEHQ

[Bude doplneny - prilozeny.]

K.AMPHR CTA_Dr. Polnauikiiva and Dr Saligova_fv_Jull1 Page 29 of 33

.



EXHIBIT E

DATA PRIVACY AND SECURITY
REQUIREMENTS

A. Obligations of CUH Kosice and
Investigator

(I) CUH Kosice (which, for purposes of this
Exhibit E, includes the Investigator, any
subinvestigators and any Study staff -
List of employees is attached hereto)
shall Process Personal Data only on the
instruction of Company and in
accordance with this Agreement and
applicable privacy and data protection
laws. Company hereby instructs CUH
Kosice and Investigator, and CUH
Kosice and Investigator hereby agree, to
Process Personal Data only as necessary
to perform CUH Kosice's and
Investigator's obligations under this
Agreement.

(2) At all times during which CUH Kosice
and Investigator are Processing Personal
Data, Clinician Site and Investigator
shall:

(i) Have in place appropriate and
reasonable technical and
organizational security measures
(consistent with the type of
Personal Data being Processed),
which measures shall be furnished
to Company upon request, to
protect the Personal Data supplied
to Clinician Site and Investigator
against any Data Security Breach;

Comply with all applicable privacy
and data protection legal
regulationss to which they are
subject;

PR1LOHA E

OCHRANA UDAJOV A POZ1ADAVKY
NA BEZPECNOSf

A. Fovinnosti DFN Kosice a Skusajuceho

(I) DFN Kosice (ktore, za ucelom tejto
Pn'lohy E, zahrna aj Skusajuceho
a akychkofvek d'alsich vyskumnych
pracovnfkov a akychkol'vek
zamestnancov zainteresovanych do
Studie - Zoznam zamestnancov tvori
Prflohu k tejto Zmluve) je povinne
Spracovavaf Osobne udaje len podl'a
instrukcii Spolocnosti a v sulade s touto
Zmluvou a platnymi zakonmi
o bezpecnosti a ochrane udajov.
Spolocnost' tymto nariad'uje DFN Kosice
a Skusajucemu, a DFN Kosice a
Skusajuci tymto suhlasi, Spracovavaf
Osobne udaje len do miery potrebnej na
plnenie povinnosti DFN Kosice a
Skusajuccho podl'a tejto Zmluvy.

(2) Pri Spracovavanf Osobnych udajov su
DFN Kosice a Skusajuci neustale
povinni:

(i) Disponovat' vhodnymi
a odovodnenymi opatreniami
tykajucimi sa technickej
a organizacnej bezpecnosti (v
sulade s druhom spracovavanych
Osobnych udajov), a tieto opatrenia
na poziadanie predlozit'
Spolocnosti, za ucefom ochrany
Osobnych udajov poskytnutych
Klinickemu stredisku a
Skusajucemu voci akemukol'vek
Poruseniu bezpecnosti Udajov;

(ii) Dodrziavaf vsetky platne pravnc
prcdpisy tykajuce sa ochrany
osobnosi a bezpecnosti udajov,
podl'a ktorych sa maju riadit';
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fi l l) Notify Company immediately of
any Data Security Breach and
assist and cooperate with
Company concerning any
disclosures to affected parties and
other remedial measures as
requested by Company or required
under any privacy or data
protection law;

(iv) Return or destroy (at the election
of Company) all Personal Data
subject to this Agreement,
including all originals and copies
of such, upon the expiration or
earlier termination of this
Agreement, or when there is no
longer any legitimate business
need to retain such Personal Data,
or otherwise on the instruction of
Company, all in compliance with
act on data protection;

(v) Not permit any officer, director,
employee, agent, subsidiary,
affiliate, or any other person or
entity acting on behalf of CUH
Kosice or Investigator to Process
Personal Data unless such
Processing is in compliance with
this Agreement, and is necessary
in order to carry out CUH Kosice's
or Investigator's obligations under
this Agreement;

(vi) Not disclose Personal Data to any
third party unless with respect to
each such di sclosure: (A) the
disclosure is necessary in order to
carry out CUH Kosice's and
Investigator's obligations under
this Agreement; (B) such third
party is bound by the same
provisions and obligations set forth
in this Agreement; (C) CUH
Kosice and Investigator have
received Company's prior written

(iii) Okamzite informovaf Spolocnost'
o akomkol'vek Poruseni
bezpecnosti Udajov a poskytnut'
pomoc a spoiupracu Spolocnosti
ohPadne akehokol'vek zverejnenia
zainteresovanym stranam a ine
napravne prostriedky podl'a
poziadaviek Spolocnosti alebo
pod I'a poziadaviek akehokolVek
zakona o ochrane osobnosti
a bezpecnosti udajov;

(iv) Vratif alebo znicit' (pri vybere
Spolocnost') vsetky Osobne udaje
podl'a tejto Zmluvy, vratane
vsetkych jej originalov a kopii, po
vyprsani alebo predcasnom
vypovedani tejto Zmluvy, alebo
v pripade, ze uz viac neexistuje
legitimny obchodny dovod na
uschovu tychto Osobnych udajov,
alebo na pokyn Spolocnosti a to
vsetko v sulade so zakonom
o ochrane osobnych udajov;

(v) Nedovolit' ziadnemu funkcionarovi,
konatel'ovi, zamestnancovi,
agentovi, priclenenej osobe,
dcerskej Spolocnosti alebo
akejkol'vek fyzickej alebo
pravnickej osobe konajucej v mene
DFN Kosice alebo Skusajuceho
Spracovavat" Osobne udaje pokial'
dane Spracovanie nie jc v sulade
s touto Zmluvou, aje potrebne na
vykon povinnosti DFN Kosice
alebo Skusajuceho podl'a tejto
Zmluvy;

(vi) Nezverejnit' Osobne udaje ziadnej
tretej strane pokial' s ohl'adom na
kazde taketo zverejnenie: (A) je
zverejnenic potrebne na vykon
povinnosti DFN Kosice a
Skusajuceho podl'a tejto Zmluvy;
(B) takato tretia strana nie je
via/ana tymi istymi ustanoveniami
a povinnost'ami uvedenymi v tejto
Zmluve; (C) DFN Kosice a
Skusajuci neobdrzali
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consent; and (D) CUH Kosice and
Investigator shall remain
responsible for any breach of the
obligations set forth in this
Agreement and any violation of
any privacy or data protection law
by such third party to the same
extent as if CUH Kosice and
Investigator caused such breach or
violation;

(vii) Provide all reasonable and prompt
assistance to Company in
responding to any requests,
complaints, or other
communications received from any
individual who is the subject of
any Personal Data Processed by
CUH Kosice and Investigator; and

(viii) If the CUH Kosice is located
within the European Economic
Area ("EEA"), and if reasonably
requested by Company in order to
enable Company to comply with
any applicable privacy or data
protection law. CUH Kosice and
Investigator wi 11 execute a
mutually agreeable version of a
model contract deemed by the
European Commission (on the
basis of Article 26 (4) of Directive
95/46/EC) to offer sufficient data
protection safeguards in relation to
any transfer of Personal Data out
of the EEA,

B. Definitions

(1) "Personal Data" means any information
that can be used to identify, locate, or
contact an individual, such as name,
address, birth number, telephone
number, e-mail address, social security
number; employment, financial, or
health information; or any other
information relating to an individual that

predchadzaj uci pisomny suhlas
Spolocnosti; a (D) DFN Kosice a
Skusajuci budu aj nad'alej
zodpovedni za akekoPvek porusenie
povinnosti uvedenych v tejto
Zmluve a akekol'vek porusenie
zakona o dovernosti a bezpecnosti
udajov trefou stranou sa poklada
za porusenie v rovnakom rozsahu,
ako keby DFN Kosice a Skusajuci
sposobili taketo porusenie;

(vii) Poskytnut' odovodnenu
a okamzitu pomoc Spolocnosti pri
zodpovedani akychkol'vek ziadosti,
sfaznostf alebo inej komunikacie
obdrzanej od jednotlivca, ktoreho
Osobnc udaje boli spracovane v
DFN Kosice alebo Skusajucim; a

(viii) PokiaP DFN Kosice sidli na uzemi
Europskeho hospodarskeho
priestoru (European Economic Area
- "EEA"), a pokial' Spolocnost'
odovodnene poziadala o dodrzanie
akychkoPvek platnych zakonov
o bezpecnosti udajov, DFN Kosice
a Skusajuci vyhotovia vzajomne
dojednanu verziu navrhu zmluvy,
ktory bude Europska komisia (na
zaklade C lanku 26 (4) Smernice
95/46/EK) pokladat' za vhodny
a dostatocne chraniaci bezpecnosf
udajov v suvislosti s akymkolVek
prevodom Osobnych udajov mimo
Europsky hospodarsky priestor -
EEA.

B. Definicie

(1) "Osobne udaje" znamena akekol'vek
informacie, ktore mozu byt' pouzite na
identifikaciu, zistenie polohy,
kontaktovanie jednotlivca ako meno,
adresa, rodne cislo, telefonne cislo,
emailova adresa, cislo socialneho
poistenia, zamestnanie, informacie ojeho
fmancnej alebo zdravotnej situacii; alebo
akekol'vek ine informacie tykajuce sa
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is combined with any of the above.

(2) "Processing" (including "Process" and
"Processed") means any operation that is
performed upon Personal Data,
including, but not limited to collection,
organization, storage, alteration, use.
disclosure, or destruction.

(3) "Data Security Breach" means any act or
omission that compromises the security,
confidentiality, or integrity of Personal
Data, such as the loss or misuse of such
data or the unauthorized disclosure,
access, alteration, or use of Personal
Data.

jednotlivca v kombinacii s akymkol'vek
udajom uvedenym vyssie.

(2) "Spracovanie" (vratane "Spracovanie" a
"Spracovavane"") znamena akukoFvek
nasledovnu operaciu vykonanu na
Osobnych udajoch, vratane ale nie
vyhradne tykajucu sa zbierania,
organizacie, zalohovania, pozmenenia.
pouzitia, zverejnenia alebo znicenia.

(3)"Porusenie bezpecnosti udajov" znamena
akukol'vek cinnost' alebo ulohu, ktora by
ovplyvnila bczpccnost", dovernosf, alebo
integritu Osobnych udajov, ako je strata,
zneuzitie tychto udajov alebo ich
nepovolene zverejnenie, nahliadnutie,
zmena alebo pouzitie.
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