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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 Sarl, 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 will perform the role of
Investigator and Dr. Jana Saligova, with the
address at CUH KoSice, who will perform the
role of Co-Investigator. The Investigators
MUDr. Poto¢inakova and MUDr. Saligova
(hereinafter referred to as “Investigator’™) are
employees of CUH Kosice, (the Company, the
Investigator and CUH Kosice are each referred
to individually as a “Party”™ and collectively as
the “Parties”).

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 Pediatric European Registry (EMR
700773-001)» (the «Study»). This Study is
observational and non-interventional study does
not include any medical intervention performed
on the participant of the Study;

ZMLUVA O NEINTERVENCNOM
SKUSANI

Tato Zmluva o neintervenénom skasani
(dalej ako “Zmluva™) sa uzatvara dna 18
amesiaca Jal, roku 2011 (“Den afinnosti”),
medzi Outcome Europe Sarl so sidlom na
chemin du Glapin 6, 1162 St-Prex, Svajéiarsko
(dalej ako ,Spolo¢nost™), konajica ako
splnomocneny  zastupca  spoloénosti  Merck
Serono S.A.-Geneva, so sidlom 9 chemin des
Mines, 1202 Zeneva, Svajéiarsko (dalej ako
~Sponzor)

a

Detskd fakultnd nemocnica KoSice, so sidlom na
Tr. SNP I, 040 11 Kosice, Slovenska republika,
zriadend Zriad'ovacou listinou MZ SR &.
1842/1990 — A/I-3 zo dna 18.12.1990 (d’alej ako
“DFN KoSice™) a Dr. Ludmila Poto¢nakova,
bytom DFN Kosice, ktord vystupuje ako
Skasajici a Dr. Jana Saligova, bytom, DFN
Kosice, ktord vystupuje ako Spoluskusajici.So
sthlasom DFN  Kosice skuSajuci Ao jej
zamestnanci MUDr. Potocnakova
a MUDr.Saligova. (dalej ako “Skasajuci™),
(Spolo¢nost’, Skusajuci a DFN Kogice sa
jednotlivo oznaCuju ako “Zmluvna strana” a
spolo¢ne ako “Strany™).

KEDZE. materska spolo¢nost’”  spolo¢nosti
Outcome, Outcome Sciences, Inc. d/b/a Outcome

uzavrela  so  spolo¢nostou Merck  KGaA,
Darmstadt, Nemecko, sktorou je Sponzor
prepojeny, Ramcovit  zmluvu o poskytovani

sluzieb, aso Sponzorom Dodatok k Projektu
(. Zmluva o poskytovani sluzieb™) za Gcelom
pripravy neintervenéného sktsania v mene aza
Sponzora, pri¢om protokol Studie nesie nazov
«Kuvan™ Adult Maternal Pediatric European
Registry (EMR 700773-001)» (“Stadia™). Této
Stadia je iba pozorovacou a neintervenénou
Stadiou, jej stcastou nie shi Ziadne medicinske
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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 clinical 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,

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,

(i)

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.

(iii)

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

1. Study Protocol: In  conducting and
participating in the Study, CUH 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 vykonavané na Gcastnikovi tejto Stadie.;

KEDZE, DFN Kogice si zeld podiel'at’ sa na
Stadii ako jedno z pracovisk multicentrického
skasania, a zeld si podiel'at’ sa na registri Gdajov
zalozenym Spoloénostou v stvislosti so Stadiou
;a

KEDZE., DFN Kosice disponuje primeranymi
priestormi a odbornymi znalostami dostupnymi na
realiziciu Stadie za kvalifikovaného vedenia
Skuasajuceho aza pomoci vlastnych vedeckych
a klinickych taloh si Zel4 podielat’ sa na Stadii.

KEDZE Strany vyhlasuji, ze Stidia nie je
interven¢nou klinickou stadiou, v zmysle Stadie a
Ze:
(i) je lieck vramci Studie pouzivany ako
registrovany lieck v Slovenskej republike
v sulade s distribu¢nym opravnenim
a Pribalovou informaciou lieku,
(i)  vyber apouzivanie lieku je nezavislé od
rozhodnutia o za¢leneni pacienta do Studie,
rozhodnutie o pouziti licku nebolo prijaté na
zéklade Studijného protokolu, ale na
zaklade aktualnych medicinskych
poznatkov, a sice Skusajlici sa k pacientom
sprava tak ako je zvykom v ramci beznej
medicinskej praxi,

pacienti, ktori sa zG¢astiiuji na Studii nie sa
predmetom dalsich diagnostickych
postupov pripadne postupov monitorujicich
zdravotny stav, pricom za G&elom analyzy
zhromazdenych  Gdajov  sa  pouzité
epidemiologické metody.

(iii)

A, TAK s ohladom na dojednania a predpoklady
obsiahnuté v tejto Zmluve sa Strany dohodli na
nasledovnych skutoc¢nostiach:

I. Studijny protokol:  Pri realizicii a G&asti
na Stadii DFN Kosice a Skagajaci povinni
dodrziavat'" vietky platné prava tykajiuce sa
postupov zhromazd'ovania informacii
a postupy odmenovania, ochrany osobnych
adajov etickych prav pacientov, predovietkym
povinnej mlcanlivosti tykajicej 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

udajov vyplyvajucich zo  zdravotnej
dokumentécie a archivicie zdznamov ako aj
vietky ostatné podmienky a povinnosti pre
vyskumné  strediskda  a vyskumnych
pracovnikov tak, ako je uvedené v protokole
o Stadii & EMR 700773-001, ktory tvori
Prilohu A (“Studijny __protokol”) tejto

Protocol”) and incorporated herein by
reference. In the event that the Study
Protocol and this Agreement conflict, the
Study Protocol shall prevail.

Compensation:

Compensation for CUH KoSice and the

Zmluvy aje do nej zahrnuty vo forme
odkazov. V pripade, ze si Studijny protokol a
tito Zmluva budia odporovat, potom je
rozhodujici Studijny protokol.

2. Odmena:

A. Odmena pre DFN Kosice a Skuasajiceho:

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
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.

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

amount  of

V suvislosti so sluzbami DFN Kosice a
Skusajiceho podla podmienok tejto
Zmluvy, je Spolocnost’  povinna zaplatit
DFN Kosice odmenu a naklady tak, ako je
uvedené v Prilohe Odmien, ktorda tvori
Prilohu B a je do Zmluvy zahrnut4 vo forme
odkazov. Odmena Skusajiuceho je zahrnuta
v celkovej ciastke pre DFN Kosice a ako
takda bude Specifikovana v Prilohe B. DFN
Kosice bude povinné platit’ Skasajicemu ako
jeho zamestnancovi prislu$nii sumu odmeny
splatnii za pracu Skusajiceho podla tejto
Zmluvy, znizenli pripadne o dane a odvody
na poistné podla platnych slovenskych
predpisov. Spolocnost’ je povinna platit DFN
KoSice ciastky podl'a ¢asovych obdobi tak,
ako je blizsie uvedené v Prilohe Odmien, a to
zo zdrojov vyplatenych Spolo¢nosti od
Sponzora. Vsetky platby pre dFN Kosice
maji byt splatné v mene Euro a zaslané na
acet DFN KosSice. Tento a&et musi byt
umiestneni na izemi Slovenska. DFN Kosice
Je povinné poskytnat’ Spolo¢nosti detaily
o bankovom Ucte, tak ako je potrebné, aby
Spolo¢nost’ mohla uskuto¢nit’ platby podla
tejto Zmluvy.

. Za GCelom obdrzania odmeny uvedenej v

Odseku 2A, musi Skusajici a DFN Kosice
kompletne a presne vlozit' vsetky Studijné
adaje a to v Casovom ramci vyZadovanym
touto Zmluvou, Studijnym Protokolom a
Studijnou Specifikaciou. Aby sa predislo
nejasnostiam, kedze v ramci  obdobnych
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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.

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 will
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 will designate a health care
facility liaison who shall be responsible for
coordinating all administrative activities, and
reporting to and responding to requests from

3. Skusajuci

klinickych pozorovacich $tadii  Skusajici
podrobuje pacientov rovnakému lie¢eniu ako
vramei beznej medicinskej praxe, DFN
Kosice a Skusajuci berd na vedomie a
sthlasia, ze Spolo¢nost’ a Sponzor nie si
zodpovedni za Zziadne naklady a vydaje
spojené s akymkol'vek rutinnym lie¢enim
jednotliveov zicastnenych na tejto Studii
(“Subjekty™) vramci klinickej praxe.
Odmena poskytnuta podla tohto Odseku 2
predstavuje celkovii odmenu poskytnuti v
stivislosti s touto Stadiou realizovanou

aspolupraica s DFN  Kosgice:

Skusajhci je povinny dohliadat’ na realizaciu
Stadie podla Vyskumného protokolu, podla
pisomnych  dodatkov, podla vzijomnej
dohody Stran, ako aj v shlade s platnymi
zakonmi a ustanoveniami tejto  Zmluvy.
V pripade, Ze SkuSajuci nebude viac k
dispozicii, Spolo¢nost a DFN Kosice s
povinni spolupracovat’ pri hladani
a vymenovani jeho nastupcu. Skuasajici tymto
potvrdzuje, Zze Zivotopis, ktory predlozili
Spolocnosti v stvislosti s realizaciou Studie je
ku Diu G¢innosti pravdivy aspravny aZe

Skasajuci  bez  meskania  upovedomi
Spolo¢nost’ o akejkol'vek  zmene v jeho
Zivotopise s poskytne  Spolo¢nosti  jeho

aktualizovant verziu. Skusajici dalej tymto
poskytuje svoj stihlas so spracovanim jeho
osobnych udajov, atiez s poskytnutim jeho
osobnych ddajov Sponzorovi za uéelom
realizacie Stadie. Skusajici dalej suhlasi
stym, aby jeho osobné tdaje boli zaslané
inym spracovatelom udajov za G&elom ich
spracovania a tiez aby boli jeho osobné udaje
zaslané do inych krajin, ktoré neposkytuji
takt ochranu ako krajina, kde sidli Skusajci,
vratane do Spojenych Statov americkych.
Skusajici je ako subjekt udajov obozndmeny
o svojich  pravach vzmysle prisluiného
zdkona o ochrane osobnych udajov. Okrem
uveden¢ho DFN Kosice ustanovi Kontaktni
osobu  vramci  svojho  zdravotnickeho
zariadenia, ktora bude zodpovedni za
koordiniaciu  vsetkych  administrativnych
postupov, aza podavanie hlaseni
aodpovedanie na  ziadosti  Spolo¢nosti
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the Company regarding the Study and its
administration.

Institutional Approvals and Protection of

. Uradné povolenia a ochrana

vzhladom na Stidiu a jej spravu.

informécii:

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.

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

Sponzor, Spolo¢nost’  alebo Skasajuci
konajuci v mene Sponzora alebo Spolo¢nosti,

je povinny zabezpegit' sthlas EK k Stadii ,

atiez je  povinny odsuthlasit’ akékol'vek
poverenia, vzdanie sa povereni, Informovany
Suhlas, alebo iny dokument, ktory je potrebné
odsthlasit v savislosti so  Stadiou ato
v stilade s platnymi pravnymi predpismi SR,
zédkonom, platnymi nariadeniami a postupmi
EK, aStudijnym protokolom.  Skasajci je
povinny obdrzat od Sponzora a/alebo
Spolo¢nosti formular  Informovaného
Sahlasu, opravnenie, a/alebo zrieknutie sa
naii, a pokial existuji akékol'vek dodatky tejto
Zmluvy, apredlozit ich EK. Ak podla
Skusajiceho je nutné  vykonat' dodatky
k dokumentom  uvedenym  vysSie, tieto
dodatky musia byt v pisomnej forme na
zéklade vzajomného suhlasu Skasajuceho a

Spolo¢nosti.  Strany s povinné dodrziavat
direktivy EK ohladne realizacie Stadie.

Skasajuaci je povinny informovat Spolo¢nost’
o vSetkych smerniciach EK, ktoré sa mozu
odliSovat’ od Studijného Protokolu.

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

. Informovany Sthlas: Tento Odsek 5 plati do

tej miery, ktord sa vyzaduje podl'a Studijného
Protokolu, poziadaviek platnych podla EK
alebo  platnych pravnych  predpisov.
Skasajici je povinny obdrzat od kazdého
Subjektu, a to pred jeho u¢astou na Stadii, (i)

podpisany Informovany Sahlas vo forme
odsuhlasenej pisomne EK, vstlade so
smernicami  uvedenymi  vo  Studijnom

protokole, pokial" EK neschvalila vzdanie sa
sthlasu; (ii) nalezité opravnenia, alebo podla
potreby, zrieknutie sa opravneni, tak ako to
vyzaduje platny zdkon a Standardy o ochrane
Gdajov, v stlade so smernicami uvedenymi v

KAMPER_CTA_Dr. Potocnakova and Dr. Saligova_fv_Julll

Page 5 of 33

é}



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.

Studijnom protokole; a (iii) akékol'vek iné
dokumenty tykajlice sa pouzivania
azverejnenia  informdcii v suvislosti  so
Stadiou, ktoré vyzaduje EK ako podmienku
schvalenia Stadie, a v sulade so smernicami
uvedenymi v Studijnom protokole. Tento
Informovany Suthlas, opravnenia, Ziadost
o zrieknutie sa opravneni (podl'a potreby),
a ostatné potrebné¢ dokumenty maji byt vo
forme odbvodnene odsthlasenej vopred
Spolo¢nostou.  a Skasajici  je  povinny
zabezpecit, aby takéto dokumenty boli
vsulade s platnymi pravnymi predpismi
vratane ale bez obmedzenia na slovenské
alebo medzinarodné smernice o ochrane
osobnych adajov (napr. prisludnych nariadeni
EU o ochrane Gdajov) a prisluSnym pravnym
ramcom na ochranu tdajov prijatym organmi
miestne]  samospravy ainymi  organmi
v mieste sidla DFN Kosice.

Formular Informovaného sthlasu pacienta
ajeho zakonného zastupcu tvori Prilohu
k tejto Zmluve.

Visiting  CUH KoSice and Performance | 6. Navsteva pracoviska DFN KoSice a Kontrola
Review: Company, Sponsor and their agents priebehu: Spolo¢nost,  Sponzor aich

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. [f 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

zastupcovia zadavatela bude mat pravo, ale
nie povinnost' navstevovat DFN KoSice za
Gc¢elom  kontroly  vyskumného  priebehu
Stadie. Pokial’ Spolo¢nost’, Sponzor alebo ich
zastupcovia  planuji  podniknat  takéto
navstevy, poskytni odoévodnené oznamenie
DFN Kosice, a DFN KoSice a Skusajuaci
poskytn(i  asistenciu a spolupracu. Pokial
kontrola  Spolo¢nosti  zahfiia  pristup k
zdravotnej dokumentacii osoby zaradenej do
nein  terven¢nej  Stadii,  ktoré  modzu
identifikovat’ osobu, ktora je zapisana v ramci
Stadie (.Zdrojové udaje), Spolo&nost je
povinnd  udrzat’t  mlcanlivost’ o tychto
zdznamoch,  a predovSetkym  dodrziavat’
pravne predpisy v oblasti ochrany osobnych
Gdajov, vratane citlivych tdajov ako napr.
Gdajov  obsiahnutych v zdravotnych
zaznamoch Subjektu. DFN Kosice a Skisajuci
st taktiez povinni spolupracovat’ pri vietkych
poziadavkach  zo  strany  akéhokol'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.

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. CUH
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

. Ml¢anlivost':

amerického alebo zahrani¢ného regulaéného
Gradu za Gcelom previerky alebo kontroly
tykajlicej sa Studie a st povinni informovat
Spolo¢nost’” do dvadsat’styri (24) hodin po
obdrzani  danej  poziadavky, a dovolit
Spolo¢nosti, Sponzorovi alebo ich zastupcom
aby pomohli DFN Kosice a Skasajicim pri
zodpovedani danej poziadavky.

DFN Kosice a Skusajuci st
povinni pocas doby trvania tejto Zmluvy ako
aj potom, drzat’ v utajeni vSetky informécie a
materidly  zverejnené, zozbierané alebo
vytvorené Spolo¢not'ou a Sponzorom, alebo v
ich mene (“Doverné informdcie™). DFN
KoSice a Sktsajici st povinni pouzit’ Doverné
informécie len za u¢elom vykonania Studie a
mozu tieto zverejnit’ len osobam, majicim
potrebu vediet’ takéto Doverné informécie za
aCelom realizacie Stadie a tieto osoby sa
pisomne zaviazu ochrafiovat  dovernost
danych Dovernych informacii a dodrziavat
podmienky tejto Zmluvy. DFN Kosice a
Skuasajici st povinni ochrafiovat’ Doverné
informécie, pouzitim prinajmenSom rovnaky
Standard starostlivosti, ktory pouzivaji pri
zaobchddzani s ich vlastnymi dovernymi
informdciami, a  neustdle  zachovavat
odovodnent  starostlivost. DFN  Kogice a
Skasajici mozu zverejnit’ Doverné Informacie
len v rozsahu vyzadovanom zo zakona alebo
na zaklade stdneho prikazu, za predpokladu,
ze okamzite budd informovat Spolo&nost’
pisomne a to pred akymkol'vek takym
zverejnenim a poskytnii  pomoc Spoloé¢nosti
pri ziskani prikazu zabranujicemu zverejneniu
Dovernych Informécii na verejnosti. DFN
KoSice a Skasajici s taktiez povinni
dodrziavat’ dovernost’ vietkych informacii, tak
ako vyzaduje Studijny Protokol a s ohladom
na akékolvek a vSetky informacie zverené
alebo ziskané DFN a Skasajacim, DFN
Kosice a Sktsajici tymto suhlasia a zaviizuji
sa dodrziavat’ povinnosti uvedené v Studijnom
Protokole. Naviac, sohladom na velk(
dolezitost’ dodrziavania sukromia
a bezpe¢nosti  Osobnych Udajov (tak ako
definuja Poziadavky), DFN Kosice
a SkaSajuci  sa dohodli v plnom rozsahu
konat' v stlade s Poziadavkami na Stkromie
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Investigator agree to be in full compliance
with the Data Privacy and Security
Requirements attached to this Agreement as
Exhibit E 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, ktoré tvoria Prilohu E tejto
Zmluvy (“Poziadavky™), ato tak pocas doby
platnosti tejto Zmluvy a aj po jej vypovedani,
pokial’ budu vlastnit’ akékol'vek Osobné udaje.
DFN KoSice a Skasajuci st povinni okamzite
informovat’ Spolo¢nost v pripade, ze Déverné
Informéacie bud( pouzité nespravne alebo
budi spristupnené ¢i zverejnené.

. Povinnosti a vyhlasenia Skasajiceho:

Za Ucelom riadneho plnenia tejto Zmluvy je
Skasajuici povinny predovsetkym:

- PInit svoje povinnosti uvedené v tejto

Zmluve s vynalozenim ¢o moZno najvicsej
odbornej starostlivosti a predovsetkym pri
dodrzani  odbornych  etickych  zasad
a prislusnych zakonov:

- Vynalozit' vietko potrebné tsilie a odborné

znalosti za uCelom realizacie Studie
v stilade so Studijnym protokolom;

- Anonymizovat' udaje o pacientoch, ktoré st

poskytované Spoloc¢nosti alebo Sponzorovi
alebo st vedené vramci Studijnych
zaznamov;

- Kedykol'vek poskytnit'  Spolo¢nosti  za

icelom kontroly dokumentaciu tykajicu sa
Subjektov, ktoré sa zGcastiuji na Stadii,
ato vrozsahu potrebnom na spravnu
realizaciu Studie:

- Viest' lekarske zaznamy tykajice sa Stadie

ato po dobu, ktord uvedie Spoloénost,
pricom doba nesmie byt krat3ia ako je
lehota urcena zékonom.

- informovat’ zdravotni poistoviiu pacienta

zaradenc¢ho do tejto Stadie o jeho zaradeni

Skusajaci vyhlasuje, Zze plnenie tejto Zmluvy
nie je vrozpore sinymi  &innostami
Skasajuceho, 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.

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

platnymi pre DFN KoSice, ktorého je
Skasajuci zamestnancom. V pripade vyskytu
takéhoto rozporu je SkuasSajici povinny bez
meskania informovat  Spolo¢nost o tejto
skuto¢nosti a vynalozit' vSetko usilie na to,
aby rozpor minimalizoval pripadne odstranil.

. Povinnosti a vyhlasenia DFN KoSice:

Za GCelom riadneho plnenia tejto Zmluvy je
DFN povinné predovsetkym:

- Poskytnat Skusajicemu vSetku
organiza¢nli,  administrativnu  alebo
medicinsku si¢innost’, ktora sa ukaze ako
potrebna;

- PInit svoje povinnosti uvedené v tejto
Zmluve svynalozenim ¢o  mozno
najvicsej odbornej starostlivosti
a predovsetkym pri dodrzani odbornych
etickych zéasad a prislusnych zakonov;

- Vynalozit  vSetko  potrebné  asilie
a odborné znalosti za ucelom realizacie
Studie v stlade SO Studijnym
protokolom;

- Kedykol'vek  poskytnit’  Spoloé&nosti
a Skdsajucemu za ucelom  kontroly
dokumenticiu tykajicu sa Subjektov,

ktoré sa zacastiuji na Stadii, ato
vrozsahu  potrebnom na  spriavnu
realizaciu Stadie;

- Viest osobitne zdravotné zaznamy

tykajice sa Stidie ato po dobu, ktort
uvedie Spolo¢nost’, pricom doba nesmie
byt kratSia ako je lehota urdena
zakonom.

DFN sa zavizuje, ze:

- ze plnenie tejto Zmluvy nie je v rozpore
s ¢innostou DFN  Kogice, s prislusnymi

plathAmi  pravnymi  predpismi  cv
Slovenskej republike, alebo internou
politikou alebo internymi smernicami

in the CUH Kosice. If such a conflict platnymi pre DFN Kogice. V pripade
emerges, the CUH Kosice will vyskytu takéhoto rozporu je DFN
immediately inform the Company of the povinna bez meskania informovat
fact and make all efforts in order to Spolo¢nost’ o tejto skuto¢nosti
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minimize or remove such conflict;

- the employees of CUH KosSice 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 vynalozit' vSetko usilie na to, aby

rozpor minimalizovalo pripadne
odstranilo;
- zamestnanci  DFN  Kosice a jeho

spolupracovnici podielajtci sa na Stadii
budu plnit’ vSetky povinnosti DFN Kogice
ktoré im vyplyvaji z tejto Zmluvy.

10. Zverejnenie a Publikacie:

A. Zverejnenie: DFN Kosice a Skasajici nesmu

poskytnut' ziadnu tlacovli spravu, reklamu
alebo iné propagacné pisomné stanovisko
alebo propagacné Gstne vyjadrenie verejnosti
v stvislosti s alebo s odkazom na pracu
vykonant podla tejto Zmluvy alebo vzt'ah
medzi Stranami fou vytvorenym, obsahujice
akykol'vek odkaz na Spolo¢nost’ alebo
Sponzora, meno ktoréhokol'vek zamestnanca
Spolo¢nosti  alebo  Sponzora, bez
predchadzajiceho pisomného sihlasu tejto
Strany alebo jej vymenovaného zastupcu.
Ni¢ nesmie zabranit DFN Kosice alebo
Skusajicemu  dodrziavat ich  povinnosti
podl'a zakonov o verejnom zdravi podéavat
informécie prislusnym bezpe¢nostnym alebo
zdravotnym Gradom.

Publikacie: V shvislosti s akymikol'vek
Gdajmi alebo vysledkami, ktoré vyplynuli zo
Stadie, ma Spolo¢nost’ a Sponzor pravo na
publikaciu tychto udajov a vysledkov a to
bez povolenia zo strany DFN KoSice alebo

Skusajiicecho.  DFN Kosice a Skasajuci
nemdzu zverejnit' akékol'vek informacie
tykajuice sa  Stadie bez  predlozenia

Spolo¢nosti a Sponzorovi za i¢elom kontroly
a pripomienkovania képie navrhovanej
publikdcie alebo prezentacie vyplyvajicej
z vyhotovenej Stidie. Spolo¢nost a Sponzor
maji  pravo, po obdrzani danej Kkopie,
namietat’ vo¢i danej navrhovanej prezentacii
alebo publikédcii, a to z nasledovnych
dovodov, vratane ale bez obmedzenia: (i) z
dovodu zabezpecenia presnosti prezentacie
alebo publikacie; (ii) z dovodu zabezpeéenia
aby informacie o vlastnictve neboli
vyzradené; (iii) z dévodu zabezpecenia prav
dusevného vlastnictva; (iv) z ddvodu
poskytnutia prislusnych dodato¢nych
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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.

11. 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 Skua3ajici su
povinni vyhoviet akejkol'vek poziadavke na
doplnenie alebo vymazanie akéhokol'vek
vyhlasenia v navrhovanej prezentacii alebo
publikécii, ktoré boli pripravené v stlade s
tymto odsekom.

’

. Udaje:

. Studijné Zaznamy: Strany berti na vedomie

asthlasia, Zze vSetky prava, azaujmy
tykajuce sa zaznamov, vysledkov a adajov
zozbieranych alebo vytvorenych zo strany
DFN  Kosice a Skasajuceho v spojitosti s
touto neintervenénou Stadiou (dalej ako
.Studijné Ziznamy*) budlG vo vlastnictve
Spolo¢nosti alebo Sponzora, tak ako sa
medzi sebou dohodli. DFN Kogsice a
Skuasajaci posthpili Sponzorovi vsetky ich
prava a zaujmy, vratane vSetkych prav
dusevného  vlastnictva,  tykajlce  sa
Studijnych  ziznamov. DFN Kogice a
Skasajaci st opravneni pouzivat Studijné
Zaznamy podla potreby (i) za ucelom
realizacie Stadie: (ii) za ucelom pouzitia a
zverejnenia  Studijnych  Zaznamov  ako
sucasti publikdcii a prezentacii, avsak len v
stilade s Odsekom 10 tejto Zmluvy; alebo
(iii) pre interné, nekomeréné, vychovné
a/alebo vyskumné téely. Ni¢, ¢o je uvedené
v tomto Odseku 11(A) nesmie pozmenit
ziadne vlastnicke prava Sponzora alebo
Spolo¢nosti, tak ako je oddelene dohodnuté
medzi nimi. V stlade s podmienkami tejto
Zmluvy a dodato¢ne ku akymkol'vek inym
pravam, ktoré mozu tieto zmluvné strany
mat’ vo veci tychto Studijnych Zaznamov,
Spolo¢nost” a Sponzor majii yhradné pravo
zhromazd'ovat  Studijné Zaznamy z tejto
neintervenénej Stadie.

Zadrzanie: DFN a SkuaSajuci sG povinni
zadrzat Studijné Zaznamy takym sposobom
a na taki dobu ako vyzaduje Studijny
Protokol a platné pravne predpisy na Gzemi
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 liability 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  shall  return to the
Company all Confidential Information.

12. Doba trvania a vypovedanie:

A.Doba trvania: Tato Zmluva za¢ne plynat /

vstipi do platnosti za predpokladu, ze EK
schvali realizaciu Stadie. Zmluva bude
v plnej platnosti  do udalosti, ktora nastipi
skor (a) den ked’ bude dokonéend akikol'vek
ginnost podla Stadijného protokolu alebo (b)
datum ked’ Sponzor Stiidiu pozastavi.

B. Vypovedanie bez udania dovodu: Spolo¢nost’

je opravnena vypovedat tato Zmluvu s 30
diiovou vypovednou lehotou, ktord zaéne
plynit po doruceni pisomnej  vypovede
ostatnym Zmluvnym stranam. Vypovedanie
tejto Zmluvy nezbavuje Zmluvné strany
zavizkov alebo zodpovednosti, ktoré im
vznikli pred ukonCenim tejto zmluvy
vypoved'ou aje potrebné ich splnit’ po
datume vypovedania Zmluvy.

. Vypovedanie s uvedenim dévodu: Kazda zo

Stran je opravnena vypovedat zmluvu
okamzite ato  podanim oznamenia
ktorejkol'vek druhej Strane v pripade, Ze tato
druhd Strana porusila aktkol'vek povinnost
podla tejto Zmluvy atoto porusenie nebolo
napravené do Strnastich (14) dni odo dna,
ked” druhda Strana obdrzala pisomné
oznamenie (alebo do takej dodatoénej lehoty,
ktori povolila Strana, ktord neporusila
Zmluvu) Bez ohladu na predchadzajicu
vetu, tato Zmluva moze byt vypovedana
okamzite  ktoroukol'vek  Stranou  po
pisomnom oznameni ostatnym Strandm, a to
bez napravnej lehoty, v pripade porusenia
povinnosti  tykajicich sa  Dd&vernych
Informacii alebo osobnych tGdajov.

. Utinok vypovedania: Ak bude tato Zmluva

vypovedana z akéhokol'vek ddévodu, su
Strany  povinné  dodrzat  nasledovné
ustanovenia:

(i) Podrla toho, ktora skuto¢nost’ nastane
skor, ¢i uz dokoncenie Stidie alebo
vypovedanie tejto Zmluvy, si DFN
Kosice a Skusajici povinni vratit’
Spolo¢nosti vetky doverné informacie.
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13

(i) 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.

Compliance with effective legal regulations:

(i) V pripade, ze tiato Zmluva bude
ukoncend pred¢asne niektorou Stranou,
st Strany povinné dodrzat’ prislusné
povinnosti s ohladom na oznamenie,
pokial' také existuji, bez obmedzenia
informovat’ vSetky Etické komisie,
a vSetkych zamestnancov podielajicch
sa na Stadii, ktori sa Stadie za&astnili
v Case jej ukoncenia.

13. Dodrziavanie platnych pravnych predpisov:

. Independent

CUH KosSice, 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  KoS$ice 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.

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

14. Nezavisli

DFN Kosice, Skasajici, a Spolo¢nost st
povinni  dodrzovat v kazdom  pripade
prislusné pravne predpisy, vratane, ale nie
len tie zdkony, nariadenia, vyhlasky alebo
smernice tykajice sa  biomedicinskeho
vyskumu a to v rozsahu vhodnom pre vykon
prislusnych povinnosti podl'a tejto Zmluvy
a akychkol'vek jej Priloh. DFN Kogice
a Skdsajuci st taktiez povinni zaobstarat
a udrziavat', na vlastné naklady, akékol'vek
licencie,  povolenia  alebo  registracie
vyzadované na realizaciu Studie a vietkych
sluzieb podla tejto Zmluvy.

Dodavatelia: ~ Strany beri na

vedomie, ze tato Zmluva medzi nimi
nevytvara zavisly vzt'ah, ze DFN Kogsice a
Skusajici maji byt nezavisli dodavatelia
Spolo¢nosti, a ze ni¢ v tejto Zmluve nie je
zamierené na to, aby sa ktorakol'vek Strana
stala  agentom, pravnym  zistupcom,
dcérskou  spolo¢nostou,  podnikom  so
spolo¢nou majetkovou ucastou, partnerom,
zamestnancom alebo podriadenym druhej
Strany  ato  zakéhokolvek  ddvodu.
SkiSajici  nema byt  pokladany  za
zamestnanca Spoloc¢nosti alebo Sponzora,
aani  Spolocnost ¢ Sponzor nenest
zodpovednost’ za akékolvek povinnosti
zamestnavatela, vratane, ale nielen ¢o sa

tyka vypldcania miezd, dovolenkovych
odmien,  nemocenského,  déchodkovych
odvodov, miestnych a narodnych
zamestnaneckych  odvodov  a zraZkovych

dani, povinnosti v pripade nezamestnanosti.

odmeny  spolupracovnikov, a invalidného
poistenia  a poistenia v nezamestnanosti
vV mene Skusajiceho a ktorychkol'vek

zamestnancov poskytujicich sluzby podla
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15.

17.

A.

. Mutual Liability:

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 will 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.

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 liability 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, will be
limited to the aggregate compensation paid
to CUH Kosice and Investigator under this
Agreement to the extent permissible
according to Slovak Law.

Dispute Resolution: Governing Law:

Dispute Resolution. The Parties will use

15.

17.

. Spoloéna Zodpovednost’:

tejto Zmluvy.

Zdékaz ¢innosti / Trestnd bezahonnost: DFN
Kosice a Skusajlci pri najlepSom vedomi
vyhlasuji, Ze po nalezitom prevereni
spolupracovnikov pracujicich na Stadii,
zamestnanci DFN KoSicei a Skusajuci (i)
disponuju potrebnymi povoleniami
a stihlasmi za a¢elom poskytovania sluzieb v
ramei Stadie podla tejto Zmluvy, (ii) nikdy
im nebola zakdzana cCinnost, uloZeny
docasny zdkaz cCinnosti alebo neboli
vyhlaseni za nespOsobilych anie su
v sicasnosti predmetom vySetrovania zo
strany odborného Statneho organu alebo
in¢ho regulaéného organu v suvislosti so
zakazom ¢innosti alebo inym disciplinarnym
konanim, a (iii) v ramci vSetkych lekarskych
zdruzeni maji dobré postavenie. DFN
KoSice a SkaSajici budi bez meskania
informovat” Spolo¢nost’ pokial' DFN Kosice
alebo Skusajici alebo ind osoba, ktora sa
podiela na realizécii Stidie dostane zékaz
¢innosti alebo jej bude oznamené zalatie
konania alebo hrozba zadatia konania
o zédkaze Ccinnosti, odbornej nesposobilosti
alebo sankcii. V pripade takéhoto oznamenia
je Spolocnost’ opravnena ukongit G&ast’
danej osoby alebo s okamzitou platnost'ou
ukoncit’ tato Zmluvu.

Okrem pripadu
zodpovednosti vyplyvajlicej v stvislosti s (a)
poruSenim  zdkonov,  pravidiel alebo
nariadeni;  (b)  poruSenim  povinnosti
tykajicich sa dovernosti uvedenych v tejto
Zmluve; alebo (¢) Gmyselnym pochybenim
ktorejkol'vek strany, bude zodpovednost
DFN, Kosice Sktsajiceho a Spolo¢nosti za
akékol'vek porusenie tejto Zmluvy, alebo za
akykol'vek €in alebo vynechanie tejto strany
alebo jej, jeho/jej spoloénikov, konatel'ov,
Gradnikov, zamestnancov alebo agentov pri
vykone tejto Zmluvy, obmedzena na celkovi
odmenu  vyplatent DFN  KoSice a
Skasajicemu podla tejto Zmluvy v rozsahu
dovolenom podl'a slovenského prava.

Riesenie sporov; Prislusnost’ sadu:

A. RieSenie sporov. Strany vynalozia vsetko

KAMPER_CTA Dr. Potocnakova and Dr. Saligova fv_Julll
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18.

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.

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.

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.

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

18.

Gsilie na vysporiadanie vsetkych zaleZzitosti

v pripade  sporu priatel'skou  dohodou,
mimostidnym urovnanim sporu. V3etky
spory  arozdiely akéhokol'vek  druhu

suvisiace stouto Zmluvou, ktoré nie sa
Strany schopné vyriesit’ priatel'skou dohodou
je potrebné oznamit' rozhodcovskému stdu
tak ako je uvedené nizSie.

Proces. V3etky spory vyplyvajice z alebo v
stvislosti s touto Zmluvou bud( nakoniec
urovnané podla Pravidiel rozhodcovského
sidu Medzinarodnej Obchodnej Komory a
to troma (3) rozhodcami — jeden (1)
rozhodca odsuhlaseny kazdou zo stran, a treti
rozhodca bude zvoleny tymito dvoma
rozhodcami; avsak za predpokladu, Zze pocas
doby rozhodcovského konania tykajiceho sa
akéhokol'vek  sporu, budi obe strany
pokracovat v plneni svojich povinnosti tak

ako je uvedené v tejto  Zmluve.
Rozhodcovsky sid sa bude konat v
Bratislave, Slovenska republika, a bude

prebichat v anglickom jazyku. Rozsudok
rozhodcov bude kone¢ny a zavizny pre obe
strany.

PrisluSnost” stdu. Tato Zmluva bude
interpretovana  a vykladana v salade so
vetkymi  platnymi pravnymi predpismi
Slovenskej republiky.  Uradnym jazykom
tejto Zmluvy je slovensky jazyk. V pripade,
ze bude vyzadovany preklad tejto Zmluvy
v inom jazyku a nastane rozpor pri vyklade
anglickej aslovenskej verzie, je slovenska
verzia zdkladom a je rozhodujica voci inej
Jjazykovej verzii.

Rézne: Tato Zmluva a vSetky jej prilohy
tvoria celkovii dohodu medzi Stranami
a vsetky predchadzajiice dojednania,

vyhlasenia, dohody a vyrozumenia sa fiou
nahradzuji. Nie je mozné uzatvorit’ Ziadne
dohody dopliujice podmienky tejto Zmluvy
s vynimkou pisomnych dokumentov riadne
podpisanych splnomocnenymi zastupcami
Stran. Akékol'vek oznamenia vyzadované
podla tejto Zmluvy je potrebné vykonat (i)
doporucenou  postou prvej triedy,
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Page 15 of 33



receipt requested, (ii) courier service, or (iii)
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 this 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), 11 (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) kuriérnou
sluzbou, alebo (iii) overenou kdpiou
doruc¢enou Stranam na ich adresy uvedené
vysSie. V3etky oznamenia, stanoviska,
hlasenia, a ostatnd komunikacia si G&inné
diniom dorucenia na adresu prijemcu uvedent
vy$iie. Ziadna chyba na strane kazdej zo
Stran a ziadne omeSkanie pri vykone prava
alebo pravneho prostriedku podla tejto
Zmluvy nesmie sluzit' ako zrieknutie sa tohto
prava. Podla tejto Zmluvy nie je ziadna zo
Stran nesmie udelit druhej Strane pravo
alebo licenciu, ¢i uz vyslovne alebo ako
dosledok, s vynimkou tych, ktoré st presne
uvedené v tejto Zmluve. Vsetky podmienky
a vyhlasenia obsiahnuté v tejto Zmluve su
samostatné. A pokiall by  akékol'vek
ustanovenie  tejto  Zmluvy malo byt
povazované za neplatné alebo nevykonatel'né
prisluSnym studom, je tato Zmluva vykladana
ako keby takéto neplatné vyhlasenie alebo
nevykonatelnd podmienka neboli jeho
sicastou. Tato Zmluva je zavizna
a uzatvorenda v prospech kazdej Strany tejto
Zmluvy ajej nastupcov aopravnenych
postupnikov, za predpokladu, ze tato Zmluva
nesmie byt postipena zo strany DFN a
Skasajicim bez predchadzajiceho
pisomného sthlasu Spolo¢nosti,. Bez ohl'adu
na akékol'vek ustanovenia odporujice
ustanoveniam uvedenym v tejto Zmluve,
Odseky 7 (Mlc":anlivpst’), 10 (Zvel'ejllenie
a publikacie), 11 (Udaje), 12D (Ucinok
vypovedania), 16 (Zodpovednost), 17
(Riesenie sporov, Prislusnost’ stdu) a 18
(R6zne) maji pretrvat’ vypovedanie tejto
Zmluvy. Tato Zmluva moze byt vyhotovena
v troch (3) alebo viacerych vyhotoveniach,
pricom kazdé vyhotovenie moze byt
pokladané za original, avSak vSetky
vyhotovenia spolu maji predstavovat’ jeden
a ten isty dokument.
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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
tito Zmluvu, ktora vstupuje do platnosti
Dnom jej podpisu poslednou zo
zmluvnych strdn a G¢innost nadobudne
nasledujicim diiom po dni zverejnenia
tejto  Zmluvy v Centralnom registri
zml(y..

OUTCOME EURl mwz B }
) LO
Signature/Podpis: :

Name/tlacenym: MIChS’“C BULLIARD

Title/Titul: Senior Duecton Clmlcal Operations
Date/Datum: \‘(’2\ \ k,\ \C ' ‘

Signature/Podpis: -
Name/tlacenym: Manuela DA SILVA

Title/Titul: Associate Business & HR Director

Date/Datum: Qf\ ﬁv&}:r?(-} /L\

Children’s University Hospital KoSice/Detska fakultna nemocnica KoSice

Signature/Podpis: /6\ M

Name/ tla¢enym:.Peter Krcho

Title/Titul: MUDr.,PhD.
Date/Datum: o{f 0% ()2,0//

- ' U
IWVESTICATOR / YN
Dr. Ludmila Potocnakova
Signature/Podpis: //L/Z&M’IF\
Name/ tlacenym: 7)0 /0 C/bff%@[/ﬁ

Title/ Titul: M@/"
Date/Datum: OZZ.— \/ .Y ?077

Outcome Legal Dept

Approved by: N M
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Dr. Jana Saligova )
Fal,

Signature/Podpis:
Name/ tladenym: (ALY //’l /)
Title/ Titul: /7407

Date/Datum: 22. VL7 PO i
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EXHIBIT A

STUDY PROTOCOL

[To be attached.]

PRILOHA A

STUDLINY PROTOKOL

[Bude doplneny - prilozeny.|
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EXHIBIT B

COMPENSATION SCHEDULE

For CUH KosSice

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

Follow-up CRF-
year 1,2, 3

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

Follow-up CRF-
year 8, 9, 10

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

Re-consenting

Fee
€

45

38

41

45

49

Frequency

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

Comments

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. CUH KoSice Compensation for the maternal sub-registry

Task

Consent

Baseline*

Follow-up*

Infant CRF at
birth

Infant follow-
up | month
post natal CRF

Fee

€
15

37

41

45

45

Frequency

Per patient

Per patient

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

1x

Ix

Comments

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

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

Follow-up CREF- year I,
2,3

Follow-up CRF- year 4,
5326, 7

Follow-up CRF- year 8,
9,10

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

Re-consenting

Fee €

255

212

234

255

276

102

Frequency

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

Comments

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

Baseline* 213 Per patient Liaise with ob/gyn, CRF
completion

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

Infant CRF at birth 255 Ix Liaise with ob/gyn, CRF
completion
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PRILOHA B

HARMONOGRAM ODMIEN Pre Detska fakultnii nemocnicu KoSice

Odmena DFN Kosice pre KAMPER a tehotensky register tak ako je uvedené nizsie v Tabul'ke
1 a 2. Klinického Pracoviska odmenovany Stvrtroéne na zéklade tloh a vyplnenych CRF
dotaznikov pacientov za predchadzajici Stvrtrok. Zéklad a honorar za dodatocné vyplnenie
CRF dotaznika budi vyplatené pri periodickosti uvedenej v tabulkiach nizsie.

Tabul’ka 1. Odmena DFN KoSice pre KAMPER

Uloha Honor Periodickost’ Komentare
ar €
Zaklad 45 Za jedného pacienta Odsuhlasenie: 1 hodina

Vyplnenie dotaznika CRF: 2 hod.

Dodato¢né vyplnenie 38 Za jedného pacienta a navstevu, az  Vyplnenie dotaznika CRF: 1.5 hod.
CRF-rok 1,2, 3 do max. 3 navstev, nahrada za rok
Dodato¢né vyplnenie 41 Za jedného pacienta a navstevu, az  Vyplnenie dotaznika CRF: 1.5 hod.
CRF -rok 4,5,6,7 do max. 3 navstev, nahrada za rok Vratane inflacnej valorizacie
Dodato¢né vyplnenie 45 Za jedného pacienta and pacientaa Vyplnenie dotaznika CRF: 1.5 hod.
CRF -rok 8. 9. 10 navstevu, az do max. 3 navstev, Vritane infladnej valorizacie
nahrada za rok

Dodato¢né vyplnenie 49 Za jedného pacienta a navstevu, az  Vyplnenie dotaznika CRF: 1.5 hod.
CRF -rok 11,12, 13, do max. 3 navstev, nahrada za rok Vritane infla¢nej valorizécie
14, 15
Znovuodstihlasenie 18 Ak bude potrebny
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Tabul’ka 2. Odmena DFN za tehotensky register

Uloha
Sthlas

Zaklad*

Dodatoéné vyplnenie *

Vyplnenie CRF za
novorodenca pri
narodenf

Vyplnenie CRF za
novorodenca
dodato¢ne 1 mesiac po
CRF dotazniku po
narodeni

Honor  Periodickost’

ar€

15 Za jedného pacienta

37 Za jedného pacienta

4] Za jedného pacienta a naystevu,

az do max. 9 navstev, nahrada pocas
priebehu tehotenstva

45 I1x

45 Ix

Komentare

Spolupréca s gynekologom /
porod. asistentom, kompletizicia
CRF dotaznika

*Naviac k Standardnému zakladu /
dodatocna kompletizdcia CRIF
dotaznika

Spolupraca s gynekologom / porod.
asistentom, kompletizacia CRF
dotaznika

* Naviac k Standardnému zakladu /
dodatoénd kompletizdcia CRF
dotaznika

Spolupriaca s gynekologom /
porod. asistentom, kompletizicia
CRF dotaznika

Spolupréca s detskym lekdrom,
kompletizacia CRF dotaznika
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HARMONOGRAM ODMIEN

Odmena skasajiceho pre KAMPER a tehotensky register tak ako je uvedené nizsie

v Tabulke 1 a 2. SkuSajici budii odmefiovani Stvrtroéne na zaklade tloh a vyplnenych CRF
dotaznikov pacientov za predchadzajici Stvrtrok. Odmena Skasajiceho bude vyplatena
rovnako Dr. Cudmile Poto¢iidkovej a Dr. Saligovej Zaklad a honorér za dodatoéné vyplnenie
CREF dotaznika budt vyplatené pri periodickosti uvedenej v tabul’kach nizsie.

Tabul’ka 1. Odmena skisajiceho pre KAMPER

Uloha Honor  Periodickost’ Komentire
ar €
Zaklad 255 Za jedného pacienta Odstihlasenie: 1 hodina

Vyplnenie dotaznika CRF: 2 hod.

Dodatoc¢né vyplnenie 212 Za jedného pacienta a navstevu, az ~ Vyplnenie dotaznika CRF: 1.5 hod.
CRF-rok 1,2,3 do max. 3 navsteyv, nahrada za rok

Dodato¢né vyplnenie 234 Za jedného pacienta a navstevu, az ~ Vyplnenie dotaznika CRF: 1.5 hod.
CRF -rok 4,5, 6,7 do max. 3 navstev, nahrada za rok Vratane inflatnej valorizacie
Dodatoéné vyplnenie 255 Za jedného pacienta and pacientaa  Vyplnenie dotaznika CRF: 1.5 hod.
CRF -rok 8,9, 10 navstevu, az do max. 3 navstev, Vratane inflacnej valorizacie

nahrada za rok

Dodatoéné vyplnenie 276 Za jedného pacienta a navstevu, az  Vyplnenie dotaznika CRF: 1.5 hod.
CRF -rok 11, 12, 13, 14, do max. 3 navstev, nahrada za rok Vritane inflacnej valorizacie
15
Znovuodstihlasenie 102 Ak bude potrebny
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Tabul’ka 2. Odmena skisajuceho za tehotensky register

3 I L ! {LGEIE
Spoluprica s gynekolégom / porod.
asistentom, kompletizacia CRF
dotaznika

*Naviac k Standardnému zakladu /
dodatocna kompletizacia CRIF
dotaznika

I

Vyplnenie CRF za ; 3 Spoluprica s gynekologom /
novorodenca pri pbrod. asistentom,

rarodent kompletizacia CRF dotaznika
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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 INFORMOVANEHO

[Bude doplneny - prilozeny.|
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A.

(h

(2)

PRILOHA E

OCHRANA UDAJOV A POZIADAVKY

EXHIBIT E
DATA PRIVACY AND SECURITY
REQUIREMENTS
Obligations of CUH KoSice and

Investigator

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.

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

(1) Have in place appropriate and
reasonable technical and
organizational security measures
(consistent  with the
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;

(i)  Comply with all applicable privacy

and data  protection legal
regulationss to which they are
subject;

type of

A.

NA BEZPECNOST

Povinnosti DFN KoSice a SkaSajiceho

(1) DFN  KoSice (ktoré, za uacelom tejto

(2)

Prilohy E, zahfia aj Skué3ajiceho
a akychkol'vek  dalsich  vyskumnych
pracovnikov a akychkol'vek
zamestnancov  zainteresovanych  do

Stidie — Zoznam zamestnancov tvori
Prilohu ktejto  Zmluve) je povinné
Spracovavat’ Osobné udaje len podla
inStrukcii Spolo¢nosti a v sulade s touto
Zmluvou a platnymi zakonmi
o0 bezpecnosti a ochrane Gdajov.
Spolo¢nost” tymto nariad’'uje DFN Kosice
a Skasajicemu, a DFN Kosice a
Skusajaci tymto sthlasi, Spracovavat
Osobné Gdaje len do miery potrebnej na
plnenie povinnosti DFN Kosice a
Skuasajiceho podla tejto Zmluvy.

Pri- Spracovdvani Osobnych udajov st

DFN  KoSice a Sku3ajici  neustale

povinni:

(1) Disponovat’ vhodnymi
a odovodnenymi opatreniami
tykajlcimi sa technickej

a organizaCnej  bezpecnosti (v
silade s druhom spracovavanych
Osobnych tdajov), a tieto opatrenia
na poziadanie predlozit’
Spolo¢nosti, za Gelom ochrany
Osobnych  udajov  poskytnutych
Klinickému stredisku a
Skusajicemu  voci  akémukol'vek
Porugeniu bezpeénosti Udajov;

(ii) Dodrziavat’ vsetky platné pravne
predpisy tykajice sa ochrany
osobnosi  a bezpe¢nosti  Gdajov,

podla ktorych sa maja riadit’;
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(i)

(iv)

)

(vi)

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;

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;

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;

Not disclose Personal Data to any
third party unless with respect to
each such disclosure: (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
KosSice and Investigator have
received Company’s prior written

(i)

(iv)

v)

(vi)

Okamzite informovat’ Spolo¢nost’

o akomkol'vek Poruseni
bezpecnosti  Udajov a poskytnut
pomoc a spolupracu  Spolo¢nosti

ohl'adne akéhokol'vek zverejnenia
zainteresovanym  stranam  a iné
napravné prostriedky podla
poziadaviek  Spolo¢nosti  alebo
podla poziadaviek akéhokol'vek
zakona o ochrane osobnosti
a bezpecnosti tdajov;

Vratit' alebo zni¢it' (pri vybere
Spolo¢nost’) vSetky Osobné tdaje
podla tejto Zmluvy, vratane
vSetkych jej origindlov a kopii, po
vyprsani alebo pred¢asnom
vypovedani tejto Zmluvy, alebo
v pripade, Ze uz viac neexistuje
legitimny obchodny dévod na
tschovu tychto Osobnych udajov,
alebo na pokyn Spolo¢nosti ato
vSetko  vsulade so zdkonom
o ochrane osobnych udajov;

Nedovolit’ ziadnemu funkcionarovi,

konatel'ovi, zamestnancovi,
agentovi, pri¢lenenej osobe,
dcérskej spolo¢nosti alebo
akejkol'vek fyzickej alebo

pravnickej osobe konajlicej v mene
DFN Kosice alebo Skusajiceho
Spracovavat Osobné udaje pokial’
dané Spracovanie nie je v sulade
s touto Zmluvou, aje potrebné na
vykon povinnosti DFN Kosice
alebo Skuasajiceho podla tejto
Zmluvy;

Nezverejnit’ Osobné udaje ziadnej
tretej strane pokial’ s ohladom na
kazdé takéto zverejnenie: (A) je
zverejnenie potrebné na vykon
povinnosti  DFN  Kosice a
Skusajiceho podla tejto Zmluvy;
(B) takato tretia strana nie je
viazana tymi istymi ustanoveniami
a povinnostami uvedenymi v tejto
Zmluve; (C) DFN Kosice a
Skasajtci 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 ~ will  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

(vii) Poskytnat

predchadzajioci  pisomny  sthlas
Spolo¢nosti; a (D) DFN KoSice a
Skasajuci  budi  aj  nad’alej
zodpovedni za akékol'vek porusenie
povinnosti  uvedenych v tejto
Zmluve aakékol'vek porusenie
zakona o dovernosti a bezpe¢nosti
Gdajov tretou stranou sa poklada
za porusenie v rovnakom rozsahu,
ako keby DFN Kosice a Skuasajuci
sposobili takéto porusenie;

oddvodnent
a okamziti pomoc Spolo¢nosti pri
zodpovedani akychkol'vek ziadosti,
staznosti alebo inej komunikécie
obdrzanej od jednotlivca, ktorého
Osobné tdaje boli spracované v
DFN Kosice alebo Skuasajucim; a

(viii) Pokial’ DFN Kosice sidli na tuzemi

Eurépskeho hospodarskeho
priestoru (European Economic Area
- “EEA”), apokial Spolo¢nost’
odovodnene poziadala o dodrzanie
akychkol'vek platnych zakonov
o bezpecnosti tdajov, DFN Kosice
a Skuasajuci vyhotovia vzdjomne
dojednant verziu navrhu zmluvy,
ktory bude Eurdpska komisia (na
zaklade Clanku 26 (4) Smernice
95/46/EK) pokladat’ za vhodny
a dostato€ne chraniaci bezpeénost
Gdajov v suvislosti s akymkol'vek
prevodom Osobnych tGdajov mimo

of the EEA. Eurépsky hospodarsky priestor —
EEA.
B. Definitions B. Definicie

(1) “Personal Data™ means any information | (1) “Osobné Gdaje” znamend akékol'vek

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

informacie, ktoré moézu byt pouzité na
identifikaciu, zistenie polohy.
kontaktovanie jednotlivca ako meno,
adresa, rodné Ccislo, telefonne ¢islo,
emailova adresa, ¢islo  socidlneho
poistenia, zamestnanie, informacie o jeho
financnej alebo zdravotnej situacii; alebo
akékol'vek iné informacie tykajlice sa
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)

3)

is combined with any of the above.

“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.

“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.

jednotlivea v kombinécii s akymkol'vek
udajom uvedenym vyssie.

(2) “Spracovanie™ (vratane “Spracovanie” a
“Spracovavané™) znamena akuikol'vek
nasledovni  operaciu  vykonani  na
Osobnych udajoch, vratane ale nie
vyhradne  tykajicu  sa  zbierania,
organizacie, zalohovania, pozmenenia,
pouzitia, zverejnenia alebo znicenia.

(3) “Porusenie bezpecnosti udajov” znamena
akukol'vek ¢innost’ alebo tlohu, ktora by
ovplyvnila bezpecnost’, dovernost’, alebo
integritu Osobnych tdajov, ako je strata,
zneuzitie tychto tdajov alebo ich
nepovolené zverejnenie, nahliadnutie,
zmena alebo pouzitie.
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