ZMLUVA O ZDIELANi UDAJOV A VZORIEK

DATA AND MATERIAL TRANSFER AGREEMENT

uzatvorenad podla § 269 ods. 2 a nasl. zakona &. 513/1991 Zb.
Obchodny zakonnik v platnom zneni {dalej len ,0bchodny
zdkonnik”) (dalej len ,Zmluva”) medzi:

concluded pursuant to Section 269 (2) of Act no, 513/1991 of

Coll., the Commercial Code, as amended (hereinafter referred

to as the “Commercial Code”) {(hereinafter referred to as the
“Agreement”) between:

1. Poskytovatel UNIVERZITNA NEMOCNICA

/1. PASTEURA KOSICE

1. Provider of Q. ) UNIVERZITNA NEMOCNICA

&/ 1. PASTEURA KOSICE

vzoriek: sample:

Nazov: Univerzitnd nemocnica L. Pasteura Business name: Univerzitnd nemocnica L. Pasteura
Kosice Kosice

Sidlo: Rastislavova 43, 041 90 Kosice, Registered office: | Rastislavova 43, 041 90 KoSice,
Slovensko Slovakia

olo} 00 606 707 Company ID: 00 606 707

Zapisana v: Statistickom registri organizacii Entered in: Statistical Register of Organizations
vedenom Statistickym tradom maintained by the Statistical Office of
Slovenskej republiky the Slovak Republic

Zriadena: Zriad'ovacou listinou MZ SR ¢&. Established Charter of the Ministry of Health of
1842/1990-A/1-2 zo dfia 18.12.1990 under: the Slovak Republic no. 1842/1990-

A/i-2 dated December 18, 1990

DIC: 2021141969 VAT: 2021141969

IC DPH: $K2021141969 VAT Reg. No.: 5$K2021141969

Zastupena: MUDr. Luboslav Befia, PhD., MPH, Represented by: MUDr. Luboslav Bena, PhD., MPH,
riaditel Director

Statna pokladnica, Radlinského 32,
810 05 Bratislava

Bankové spojenie:

Bank: Statna pokladnica, Radlinského 32,

810 05 Bratislava

Cislo uctu: SKO06 8180 0000 0070 0028 0550 Bank account no.: | SK06 8180 0000 0070 0028 0550
SWIFT: SPSRSKBA SWIFT: SPSRSKBA
Kontaktné Gdaje: | ovww@unlp.sk Contact details: ovv@unlp.sk

(dalej len ,Poskytovatel vzoriek”)

{hereinafter referred to as “Provider

810 05 Bratislava

of sample”)
A and
2. Prijemca 2. Recipient of
vzoriek: sample:
Ndzov: Neuroimunologicky Ustav SAV, v.v.i. Business name: Institute of Neuroimmunology, SAS
Sidlo: Dubravska cesta 9, 845 10 Bratislava Registered office: | Dubravska cesta 9, 845 10 Bratislava
ICO: 31748333 Company ID: 31748333
Zapisana v: Registri verejnych vyskumnych Entered in: Registri verejnych vyskumnych
institdcii institdcii
Zriadena: Zakladacou listinou €. 00397/2022 zo Established Zakladacou listinou ¢. 00397/2022 zo
dria 11.2.2022 under: dna 11.2.2022
DIC: 2020921320 VAT: 2020921320
i€ DPH: SK2020921320, podla §7 VAT Reg. No.: SK2020921320, podla §7
ZastUpena: Doc. MVDr. Norbert Zilka, DrSc. Represented by: Doc. MVDr. Norbert Zilka, DrSc.
Bankové spojenie: | Statna pokladnica, Radlinského 32, Bank: Statna pokladnica, Radlinského 32,

810 05 Bratislava

Cislo Gétu: SK88 8180 0000 0070 0067 0372 Bank account no.: | SK88 8180 0000 0070 0067 0372
SWIFT: SPSRSKBA SWIFT: SPSRSKBA
Kontaktné udaje: | 02/5478 8100 Contact details: 02/54788100
(dalej len ,Prijemca vzoriek”) {hereinafter referred to as “Recepient
of sample”)

{Poskytovatel' vzoriek aPrijemca vzoriek spolu dalej len
,Zmluvné strany”)

(Provider of sample and Recepient of sample henceworth as
,Parties”)

1. Preambula

1. Preamble

1.1. Uelom tejto Zmluvy je poskytnutie dat avzoriek
Poskytovatelom vzoriek Prijemcovi vzoriek za uUlelom
realizacie projektu s ndzvom: Vplyv néaslednej starostlivosti
o pacientov s cievhou mozgovou prihodou na vysledny stav
pacientov pod protokolom ¢. 2024/EK/02026 (financované

1.1. The purpose of this Agreement is the provision of data and
samples by the Sample Provider to the Sample Recipient for
the purpose of implementing the project named: Impact of
follow-up care of stroke patients on patient health outcomes,




zgrantov VEGA 1/0380/19 a VEGA 1/0439/24) (dalej len
»Projekt” alebo ,$tudia“).

protocol 2024/EK/02026 funded by grants VEGA 1/0380/19
a VEGA 1/0439/24) (further only as ,,Project” or ,,Study”).

1.2, Zéakladné informacie: 1.2. Basic information:
1.2.1. Specifikdcia dat avzoriek (biologického 1.2.1. Specification of data and samples {biological
materialu): vzorky krvi (vratane plazmy, séra) a kiinické material): blood samples (incl. plasma, serum) and clinical
Udaje podla pristudného protokolu & 2024/EK/02026 data according to the relevant protocol no.
(na Ucely zmluvy déta a vzorky spolu dalej oznagované 2024/EK/02026 (for the purposes of the contract, data
aj ako ,Vzorky"); and samples together are referred to as "Samples");
1.2.2. Vzorky maju byt poskytnuté v obdobi od 1.2.2. The samples are to be provided in the period
2024 - 2029; from 2024 - 2029.
1.2.3. Pldnovand doba trvania projektu — 5 rokov; 1.2.3. Planned duration of the project — 5 years
1.2.4, Odplatnost: Zmluvné strany sa dohodli, Ze 1.2.4. Compensation: The parties agree that this
tato Zmluva je bezodplatna. Agreement is free of charge.
1.2.5. Identifikacia Hlavného investigatora 1.2.5. identification of the Principal Investigator of the
Poskytovatela vzoriek: Prof, MUDr. Zuzana Gdovinova, Sample Provider: Prof. MUDr. Zuzana Gdovinovd, CSc.,
CSc., FESO, FEAN FESO, FEAN
1.2.6. Identifikacia Hlavného investigatora 1.2.6. Identification of the Principal Investigator
Prijemcu vzoriek: Doc. MVDr. Norbert Zilka, DrSc. Sample Recipient: Doc. MVDr. Norbert Zilka, DrSc.
1.2.7. Identifikdcia  Pracoviska  Poskytovatela 1.2.7. [dentification of the Workplace of the Sample
vzoriek: Neurologicka klinika, Univerzitnd nemocnica Provider: Department of Neurology, L. Pasteur
L. Pasteura, Trieda SNP 1, KoSice, Slovensko University
1.2.8. Identifikacia Pracoviska Prijemcu vzoriek: Hospital, Trieda SNP 1, 04011 KoSice, Slovakia
Neuroimunologicky Ustav SAV, v. v. i., Dibravskd cesta 1.2.8. Identification of the Workplace of the Recipient
9, 845 10 Bratislava of the Samples: Neuroimunologicky Ustav SAV, v. v. i,
1.2.9. Prepravné naklady hradi: Dubravska cesta 9, 845 10 Bratislava
Neuroimunologicky tstav SAV, v.v.i. 1.2.9. Transport costs are covered by: Institute of

Neuroimmunology, SAS.
2. Rozsah posobnosti Zmluvy 2. Scope of the Agreement
2.1. Rozsah pbsobnosti tejto Zmluvy zahffia retrospektivny | 2.1. Scope of this Agreement is the retrospective

zber a vzdjomné zdielanie udajov a vzoriek medzi Zmluvnymi
stranami vrdmci Projektu podfa protokolu, ktory bol
Zmluvnym stranam dorudeny.

collection and trasfer of data between the Parties in this
Project, according to the protocol, which was delivered to the
Parties.

2.2. Udaje, ktoré sa maju ziskavat a zdielat su uvedené
vzozname datovych poloziek, ktory bol Poskytovatelovi
vzoriek a Hlavnému investigatorovi Poskytovatela vzoriek
pred podpisom tejto Zmluvy doruceny. Poskytovatel vzoriek
a Investigdtor Poskytovatela vzoriek sa zavdzujd v zmysle
uvedeného zoznamu datovych poloZiek postupovat.

2.2, The data to be collected and shared is set out in the
list of data items provided to the Provider of Sample and the
Principal Investigator of the Provider os Sample prior to the
signing of this Agreement. The Provider of Sample and the
Principal Investigator of the Provider os Sample undertake to
act in accordance with that list of data items.

2.3. Poskytovatel vzoriek odoberie a zozbiera biologicky
material od svojich pacientov, ktori tento biologicky material
prenechaju Prijemcovi vzoriek na realizovanie vyskumného
programu.

2.3. The Provider of Sample will collect biological material
from its patients, who will donate this biological material to the
Recepient of Sample for the purpose of this research
programme.

2.4. Prijemca vzoriek prevezme ziskany materidl od
Poskytovatela vzoriek a zavdzuje sa ho pouiif vyluéne na
realizaciu vyskumného programu za podmienok stanovenych
v tejto Zmluve a Protokole.

24, Recepient of sample takes over the obtained material
from Provider of Sample and undertakes to use it exclusively
for the implementation of the research program under the
conditions set out in this Agreement and Protocol.

2.5.  Vyskumny program zahffia analyzy materidlu, ktoré
bude vykonavat Prijemca vzoriek pod dohladom Hlavného
investigatora Prijemcu vzoriek v zmysle Protokolu.

2.5. The research program includes analyzes of material
that will be carried out by Recepient of sample under the
supervision of the scientific representative of the Recepient of
sample Department in accordance with the Research Program
Protocol.

3. Priebeh vyskumu a zodpovednost

3. Conduct and Responsibilities

3.1. Poskytovatel' vzoriek je zodpovedny za ziskanie a
udrziavanie akejkolvek licencie, povolenia alebo podobne,
ktoré su potrebné na ucast v Projekte. Prijemca vzoriek ziskal
suhlas od svojej Etickej komisie a je ochotny poskytnut tento
suhlas na podporu Ziadosti Poskytovatela vzoriek. Zmluvné
strany v plnom rozsahu dodrziavaju vSetky platné narodné,
$tatne a miestne predpisy, pravne predpisy, smernice,

3.1. Provider of sample is responsible to obtain and
maintain any license, approval or similar, necessary for the
participation in the Project. Recepient of sample has obtained
approval by its competent Ethics Committee and is willing to
provide the same for reference to support application by
Provider of Sample. Parties shall fully comply with all applicable
national, federal, state, and local statutes, legislation,




| nariadenia a pravidld tykajuce sa Cinnosti stvisiacich s tymto
neintervenénym vyskumom, a to vratane: 1) smernice
Eurdpskeho parlamentu a Rady 2001/20/ES z 4. aprila 2001 a
jej vykonavacie vnutrostatne pravne predpisy, nariadenie
Eurépskeho parlamentu a Rady (EU) 2016/679 z 27. aprila
2016 o ochrane fyzickych o0s6b pri spracovani osobnych
tdajov a volnom pohybe takychto Gdajov, ktorym sa zruguje
smernica 95/46/ES (vieobecné nariadenie o ochrane Udajov
— GDPR), normy Good Clinical Practice, poZiadavky
prislusného ES, ako aj akékolvek iné zakony, pravidld alebo
nariadenia tykajlce sa pouZivania, prenosu alebo inej &nnosti
tykajucej sa zaznamov pacientov addvernosti osobnych
a lekdrskych Gdajov. Okrem toho, sa vyslovne rozumie ¥e
Poskytovatel vzoriek neposkytuje Ziadne zdruky ohladom
Udajov a3pecificky nenesie zaruky anegarantuje, Ze
poskytnuté Udaje a biologicky materidl budd spravne,
obchodovatelné alebo uZitotné pre akykolvek konkrétny
ucel. Poskytovatel vzoriek nemdZe a nenesie zodpovednost
za akékolvek naroky alebo $kody Prijemcu vzoriek
alebo tretich stran, v sdvislosti s pouZitim alebo ako vysledok
pouZitia udajov alebo biologického materidlu Prijemcom
vzoriek. Pokial to nebude spdsobené hrubou nedbanlivostou
alebo Umyselnym konanim Poskytovatela vzoriek, Prijemca
vzoriek sa zavdzuje, Ze bude Poskytovatela vzoriek vidy
chranit voci vietkym takymto $koddm alebo narokom. Pokial
ide o porudenie ochrany ddajov a osobnych, Prijemca vzoriek
je zodpovedny za akékolvek $kody, straty a pokuty
vyplyvajuce z jeho vlastného konania alebo nedodrzania
podmienok tejto Zmluvy a platnych pravnych predpisov o
ochrane Udajov azavdzuje sa odskodnit aochrénit
Poskytovatela vzoriek pred ktoroukolvek z takychto $kod. Pre
Ucely tejto doloiky sa ¢innosti alebo opomenutia
sprostredkovatelov tdajov, s ktorymi Prijemca vzoriekuzavrel
zmluvu, priradia Prijemcovi vzoriek.

directives, regulations, and rules pertaining to the activities
contemplated herein, including without limitation the
following: (i) Directive 2001/20/EC of the European Parliament
and of the Council of 4 April 2001 and its implementing national
legislation, Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of
personal data and on the free movement of such data, and
repealing Directive 95/46/EC (General Data Protection
Regulation — GDPR) the ICH GCP, requirements of the
competent EC and any other laws, rules, or regulations relating
to the maintenance, use, transmission or other activity
concerning patient records and confidentiality of personal and
medical data. Apart from this, it is expressly understood that
does not make any warranties regarding the DATA and
specifically does not warrant or guarantee that the DATA will
be accurate, be merchantable or useful for any particular
purpose. Provider of sampie cannot and shall not be held liable
for any claims or damages by Recepient of sample or any third
party, in connection with or as a result of the use of DATA or
biological samples by Recepient of sample. Unless and to the
extent caused by Provider of sample gross negligence or wilful
misconduct, Recepient of sample undertakes to hold harmless
Recepient of sample at all times against all of such damages or
claims. In regards to the DATA and personal data breaches,
Recepient of sample shall be responsible and liable for any
damages, losses and fines resulting from its own actions or
failures to adhere to the terms of this Agreement and
APPLICABLE DATA PROTECTION LAW and Recepient of sample
shall indemnify and hold harmless Provider of sample for any
of such damages. For the purposes of this sub clause, actions
or omissions of data processors contracted by Recepient of
sample, shall be attributed to Recepient of sample.

3.2.  Zmiuvné strany suhlasia s tym, Ze po predchadzajicom
pisomnom ozndmeni druhej zluvnej strane alebo jej
poverenym subjektom, bude v sllade s platnymi pravnymi
predpismi o ochrane Udajov vrétane, ale nie vyluéne v stlade
s GDPR, umoineny pristup ku vSetkym dokumentom
potrebnym na Ucely auditu a monitorovania a Ze zodpovedny
investigator bude k dispozicii na zodpovedanie otazok.

3.2. Parties agree that upon prior notice the other Party or
its designees will in accordance with applicable data protection
laws, including but not limited to GDPR, be granted access to
all documents necessary for auditing and monitoring purposes
and that the responsible Investigator be available for
questions.

3.3. Ak regulany orgdn oznami Poskytovatelovi vzoriek
alebo Prijemcovi vzoriek realizaciu auditu alebo iného
monitorovania tykajiceho sa $tudie, zmluvnd strana
bezodkfadne informuje druhd zmiluvnd stranu o takomto
oznameni  vratane  poskytnutia  képie  akejkolvek
koreSpondencie prijatej od takéhoto regulaéného organu v
stvislosti s auditom alebo vy$etrovanim a okamiite po prijati
vysledkov s tymito oboznami druhl zmluvnd stranu.

3.3. If a Regulatory Body notifies Provider of sample, or
Recepient of sample of an audit or other investigation of the
regarding the Study the Party first notified shall inform the
other Party promptly of such notification, including providing
a copy of any correspondence received from such Regulatory
Body with respect to the audit or investigation and provide the
audit response or any other comments by the Regulatory Body
to other Party immediately upon receipt.

ziskanych pre Studiu (dalej len ,Gidaje $tidie”) a biologického
materialu.

4, Finanéné podmienky 4. Financial Terms
4.1. Poskytovatel vzoriek nedostdva Ziadnu odmenu za | 4.1. Provider of sample receives no remuneration for the
ucast v studii. participation in the Study.
5. Vlastnictvo udajov a biologického materialu a ich 5. Ownership of and Use of Data and Biological
vyuZivanie; Dusevné vlastnictvo Material; Intellectual Property
5.1. Poskytovatel vzoriek je a zostava vlastnikom Udajov | 5.1. Provider of sample is and shall remain the owner of

the data obtained for the Study (“Study Data”) and of the
Biological Material.

5.2. Akékolvek dusevné vlastnictvo (vratane autorskych
prav a vynalezov), ktoré vytvorila ktordkolvek zo Zmluvnych
stran, patri tejto zmluvnej strane. V pripade spoloéného

5.2 Any Intellectual Property (including copyright and
inventions} created by either Party shall belong to that Party.
In case of a common creation of Intellectual Property by both




vytvorenia dudevného vlastnictva oboma Zmluvnymi
stranami sa Zmluvné strany spolo¢ne rozhodni o dalSom
vyuzivani a zodpovednosti ktorejkolvek zmluvnej strany.

Parties the Parties shall decide in common about the further
use and responsibilities of either Party.

5.3. Ziadna zmluvna strana nebude bez predchadzajiceho
pisomného suhiasu druhej zmluvnej strany pouzivat
vreklame, publicite alebo inak nézov, ochranni znamku,
logo, symbol alebo iny obraz druhej zmluvnej strany alebo jej
zamestnanca alebo zdstupcu tejto zmluvnej strany, pokial sa
to nevyzaduje podla platnych vlddnych zadkonov, pravidiel
a predpisov.

5.3. Neither Party will, without the prior written consent
of the other Party, use in advertising, publicity, or otherwise,
the name, trademark, logo, symbol, or other image of the Party
or that Party’s employee or agent except as required under
applicable governmental laws, rules and regulations.

5.4.  Vysledky - Na poziadanie, bude vyskumny pracovnik
Prijemcu vzoriek povinny informovat vyskumného pracovnika
Poskytovatela vzoriek o vysledkoch vyplyvajlcich z Projektu.

5.4. Results - Upon request, investigator of Recepient of
sample shall keep investigator of Provider of sample informed
of the results arising from Project.

6. Dévernost informacii

6. Confidentiality

6.1. ,Doverné informdcie” znamenaju déverné informacie
kaidej zmluvnej strany, vynalezy, know-how alebo udaje
spristupnené podfa tejto Zmluvy alebo pri vedenf $tudie. Bez
ohlfadu na uvedené skuto¢nosti dbverné informaécie
nezahfiaju pseudonymizované ddaje vedené v Studii. Na
tcely tejto Zmluvy mdie byt kaidd zmluvna strana
»Odosielatefom” a/alebo ,Prijemcom” dévernych informacir.
Prijemca vyuZiva rovnaky stupen starostlivosti o dovernost
Udajov, aky pouziva, pokial ide ojeho vlastné déverné
informdcie podobného vyznamu. Bez predchadzajliceho
pisomného suhlasu Odosielatela Prijemca nezverejni ziadne
déverné  informacie  tretim  strandm s vynimkou
zamestnancov regulacnych orgdnov, ako sa vyfaduje na
zéklade platnych pravnych predpisov.

6.1. “Confidential Information” shall mean each Party’s
confidential information, inventions, know-how, or data
disclosed pursuant to this Agreement or in performance of the
Study.  Notwithstanding the foregoing, Confidential
Information does not include the pseudonymized Study Data.
For purposes of this Agreement, each Party may be a
“Submitter” and/or “Recipient” of Confidential Information.
Recipient shall employ the same degree of care to keep all
Confidential Information confidential as it employs with
respect to its own Confidential Information of like importance.
Without the prior written consent of the Submitter, Recipient
shall not disclose any Confidential Information to any third
parties, except the staff of Regulatory Bodies as required by
applicable law.

6.2. V3etky doverné informacie poskytnuté Odosielatelom
zostavaju vo vlastnictve Odosielatela. Na zdklade pisomnej
ziadosti Odosielatela sa vSetky takéto hmotné déverné
informdcie Odosielatela, ¢i uz v tlatenej alebo elektronicke;
podobe, bezodkladne vratia Odosielatelovi alebo znitia; za
predpokladu, Ze Prijemca si mdie ponechat jednu képiu
takychto dévernych informacii na bezpeénom mieste na Gcely
uréenia svojich povinnosti podla tejto Zmluvy.

6.2. All Confidential Information disclosed by Submitter
shall remain the property of Submitter. Upon the written
request of Submitter, all such tangible Confidential Information
of Submitter, whether in hard copy or electronic form, shall be
promptly returned to Submitter or destroyed; provided,
however, that Recipient may retain one copy of such
Confidential Information in a secure location for purposes of
identifying its obligations under this Agreement.

6.3. Povinnost  Prijemcu, pokial ide o dbévernost
anepouzivanie dévernych informdcii, stanovend v tejto
Zmluve, bude trvat pét (5) rokov po vymene tychto dévernych
informacii, ale nebude sa vztahovat na Ziadnu &ast dévernych
informacii, ktora:

a. je alebo sa stava verejnym alebo pristupnym Sirokej
verejnosti inak ako prostrednictvom konania alebo nekonania
Prijemcu; alebo

b. je ziskand Prijemcom od tretej strany, ktord ma zakonné
vlastnictvo tychto ddévernych informdécii anie je viazany
mlicanlivostou Odosielatelovi; alebo

c. bola Prijemcovi znama pred obdrianim, o om svedcia
pisomné zdznamy atieto informécie neboli ziskané ani
odvodené priamo ani nepriamo od informdcii ziskanych od
Odosielatela; alebo

d. su nezdvisle vyvinuté, objavené alebo knim Prijemca
dospeje bez pouzitia Dévernych informécii od Odosielatela.

6.3. The obligation of Recipient as to confidentiality and
non-use set forth in this Agreement shalf continue for five (5)
years following disclosure of such Confidential Information, but
shall not apply to any portion of the Confidential Information
that:

a. is or becomes public or available to the general public
otherwise than through the act or default of Recipient; or
b. is obtained by Recipient from a third party who is

lawfully in possession of such Confidential Information and is
not subject to an obligation of confidentiality or non-use owed
to Submitter; or

C. was previously known to Recipient prior to disclosure
to Recipient by Submitter under this Agreement, as is
evidenced by written records, and not obtained or derived
directly or indirectly from Submitter; or

d. is independently developed, discovered or arrived at
by Recipient without use of the Confidential Information.

6.4. Bezohladu navyssie uvedené, Prijemca moZe zverejnit
Déverné informacie na podklade zdkonnej poZiadavky,
nariadenia, pravidla, aktu alebo prikazu ktoréhokolvek
vlddneho organu, za predpokladu, %e Prijemca: (i) bude
Odosielatela o tejto skutoénosti bezodkladne informovat, aby
Odosielatel mohol podniknut kroky na ochranu Dévernych

6.4. Notwithstanding the foregoing, Recipient shall be
permitted to disclose Confidential Information pursuant to
arequirement of law, regulation, rule, act, or order of any
governmental authority or agent, provided that Recipient: (i)
gives Submitter prompt notice of such fact so that Submitter
may obtain a protective order or other appropriate remedy




informacii a/alebo sa méze vzdat dodrZiavania ustanoveni
tejto dohody o mlcanlivosti; (ii) plne spolupracuje
s Odosielatelom v stvislosti s Usilim Odosielatela dosiahnut
ochranu alebo iny prostriedok napravy; a {iii} zverejni, ak je
zverejnenie nevyhnutné, iba nevyhnuté Déverné informacie
vyZzadované na zdklade zakona, bez ohladu na to, ¢i Zadavatel
ziska ochranny prikaz alebo iné podobné opatrenie.
Poskytnuté Doverné informacie zostani déverné pre vietky
ostatné udely.

concerning any such disclosure and/or waive compliance with
the non-disclosure provision of this Agreement; (i) fully
cooperates with Submitter in connection with Submitter’s
efforts to obtain any such order or other remedy; and (iii)
discloses, where disclosure is necessary, only the minimum
Confidential Information legally required to be disclosed in
order to comply, whether or not a protective order or other
similar order is obtained by Submitter. The Confidential
Information supplied shall remain confidential for any other
purpose.

7. Ochrana tdajov

7. Data Protection

7.1. Prijemca vzoriek nepodnikne také Gkony s osobnymi
Gidajmi a biologickym materidlom pacientov, akymi su
spajanie, porovnavanie, spracovdvanie, pri ktorych by bolo
moiné odhalit identitu subjektu. Prijemca vzoriek ajej
vyskumny pracovnik sthlasia, Ze Gidaje a biologicky material
pacientov: (a) budu pouZité len na akademické Gcely ako je
opisané vo vyskumnom plane Prijemcu vzoriek a (b) nebudu
pouZité na iné Ucely, vratane komerénych ucelov.
Poskytovatel vzoriek bude biologické vzorky odosielat
Prijemcovi vzoriek, tento v pripade, Ze materidl odoile tretej
strane (dalej ako ,poverend tretia strana”) za Ucelom
realizicie vyskumného programu zodpoveda za nakladanie s
materidlom a za jeho pouZitie podia tejto Zmluvy v celom
rozsahu. Prijemca vzoriek je povinny zabezpelit, Ze poverend
tretia strana zachovd bezpecnost materidlu a suvisiacich
dokumentov v laboratériu a zabezpeli, Ze pristup k
materidlom a stvisiacim dokumentom bude mat iba Prijemca
vzoriek a/alebo poverena tretia strana, ich prisluini poverenf
spolupracovnici a zdstupcovia, ktori vstipili do pravne
zavaznych vztahov/povinnosti s Prijemcom vzoriek alebo s
poverenou tretou stranou za podmienok zodpovedajlcich
tym, ktoré boli stanovené touto Zmluvou v stvislosti s
materidlom, suvisiacimi dokumentmi, ddajmi, pravami
duSevného vlastnictva a dévernymi informaciami. Prijemca je
povinny zabezpecit, aby poverend tretia strana zariadila, ze
materidl bude uskladneny, spristupneny a spracovany v
sulade so zdkonom ¢. 317/2016 Z.z. o poziadavkich a
postupoch pri odbere a transplantacii ludského organu,
fudského tkaniva a fudskych buniek a o zmene a doplneni
niektorych zakonov (transplantaény zadkon), resp. v silade
s obdobnou vnitrastdtnou pravnou dpravou €lenského $tatu
EU, ktoré poskytuje rovnaké standardy v danej oblasti. Aviak,
ako vynimka spomenutého, takyto predchadajici sthlas
nevyzaduji  poskytovatelia  servisovania v kontexte
Standardnych finanénych operdcii Prijemcu vzoriek, akymi su
strany zabezpecCujlice ICT infrastruktiru. Prijemca vzoriek
dohliadne na to, Ze kaidy sprostredkovatel dat, ktory ma
pristup kdatam je inStruovany pripojenim sdhlasu na
spracovanie osobnych Udajov podla poziadaviek zmienenych
v GDPR. Zmluvné strany budd dodrziavat nariadenia
o ochrane udajov {vratane GDPR). Daliie zaobchadzanie
s osobnymi ddajmi, najmd sudajmi o pacientoch, je
predmetom Prilohy ¢. 1 a Prilohy €. 2 k tejto Zmluve.

7.1. Recepient of sample shall not carry out any
procedures with the DATA and BIOLOGICAL SAMPLES, such as
linking, comparison, processing, with which the identity of a
SUBIJECT could be derived. The Recepient of sample and the
Recepient of sample’S SCIENTIST agree that the DATA and
BIOLOGICAL SAMPLES: (a) are to be used only for the academic
purposes as described in Recepient of sample’S RESEARCH
PLAN and (b) will not be used for other, including commercial
purposes. UNLP will send biological samples to Recepient of
sample, which, in the event that it sends the material to a third
party {(hereinafter referred to as the "authorized third party")
for the purpose of implementing the research program,
Recepient of sample is responsible for handling the material
and for its use in accordance with this Agreement in its
entirety. Recepient of sample shall ensure that the authorized
third party maintains the security of the material and related
documents in the laboratory and shall ensure that only
Recepient of sample and/or the authorized third party, their
respective authorized associates and representatives who
have entered into the legally binding relationships/obligations
with Recepient of sample or with an authorized third party
under conditions corresponding to those set forth in this
Agreement in relation to the material, related documents,
data, intellectual property rights and confidential information.
The recipient is obliged to ensure that the authorized third
party arranges that the material is stored, made available and
processed in accordance with Act no. 317/2016 Coll. on the
requirements and procedures for the collection and
transplantation of a human organ, human tissue and human
cells and on the amendment of certain laws {transplantation
law), resp. in line with similar domestic legislation in an EU
Member State that provides the same standards in the
field..However, as an exception to the foregoing, such prior
approval shall not be required for service providers in the
context of the standard business operations of Recepient of
sample, such as parties who supply ICT infrastructure
maintenance. Recepient of sample will safeguard that any data
processors who have access to the DATA are instructed by a
binding agreement to process the personal data in accordance
with the requirements stated in the GDPR. The parties shall
adhere and comply with data protection regulations (including
but not limited to GDPR). The further handling of personal
data, especially patient data, is the scope of Annex 1 and of
Annex 2 to this Agreement.

8. Trvanie a Ukonéenie Zmluvy

8. Term & Termination of Agreement

8.1. Tato Zmluva nadobuda platnost driom jej podpisania
zmluvnymi stranami a ucinnost diiom nasledujicim po dni jej
zverejnenia v Centralnom registri zmliv Slovenskej republiky.

8.1. This Agreement becomes valid on the day of the
signing by both parties and becomes effective on the day of its
publication in the Central register of agreements of Slovak
republic.
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8.2. Zmluva sa uzatvara na dobu urcitl a to do (i) skonéenia
vedeckého planu/stidie alebo do (i) 10 (desiatich) rokov odo
dfia nadobudnutia jej Ucinnosti, vzavislosti od toho, ktord
skutoénost nastane skdr. Prijemca vzoriek sa zavazuje
Poskytovela vzoriek pisomne informovat o skonéeni trvania
Zmluvy.

8.2 The Agreement shall be for a fixed term until the
earlier of (i) the completion of the Scientific Plan/Study or {(ii)
ten (10) years from the Effective Date. The Recipient of sample
undertakes to inform the Provider of Sample in writing of the
termination of the Contract.

8.3. Po skondeni trvania tejto Zmluvy pravo Prijemcu
vzoriek na pouzivanie Vzoriek adoévernych informécii
automaticky zanikne. Prijemca vzoriek je vtakom pripade
povinné Vzorky bezodkladne znifif/vymazat. Na Ziadost
Poskytovatela vzoriek musi Prijemca vzoriek uvedené
zni¢enie/vymazanie Vzoriek bezodkladne pisomne potvrdit.

8.3. Upon termination of this Agreement, the Sample
Recipient's right to use the Samples and Confidential
Information shall automatically terminate. In such event, the
Sample Recipient shall immediately destroy/delete the
Samples. At the request of the Sample Provider, the Sample
Recipient shall immediately confirm in writing the said
destruction/deletion of the Samples.

8.4. Ktordkolvek zmluvnd strana méie vypovedaf tuto
Zmluvu z akéhokolvek dovodu alebo bez udania dévodu po
tridsiatich (30) drioch od pisomného ozndmenia druhej
zmluvnej strane.

8.4. Either Party may terminate this Agreement for any
reason or no reason upon thirty (30) days written notice to the
other Party.

8.5. Platnost ustanoveni, ktoré sa svojou povahou nadalej
uplatiujd aj po uplynuti platnosti tejto Zmluvy, trvd aj po jej
ukonceni.

8.5. Provisions which, by their nature, shall continue to
apply after the term of this Agreement shall survive expiry or
termination of this Agreement.

9. Riadiaci zakon

9. Governing Law

9.1. Zmluvné strany sa najprv pokuisia urovnat vietky
spory, ktoré vzniknu v stvislosti s vykonom alebo vykladom
tejto  Zmluvy alebo v sdvislosti sfiou prostrednictvom
rokovani v dobrej viere, predtym, ako sa obratia na prisluiné
sudy v mieste Zalovanej strany, ktoré stdy majd wyluénd
pravomoc.

9.1. The Parties shall first attempt to settle any and all
disputes arising out of or in connection with or relating to the
execution, interpretation or performance of this Agreement
through good faith negotiation before resorting to the
competent courts at the place of the defending party which
courts shall have exclusive jurisdiction.

10. Vseobecné ustanovenia.

10. General Provisions

10.1. V3etky pravne oznamenia okrem faktur, ktoré vyda
ktorakolvek zmluvnd strana druhej zmluvnej strane, sa
vyhotovuju v pisomnej forme osobne alebo doporuéenou
alebo certifikovanou postou s povinnostou ndvratky, alebo
inou metddou, ktora je primerane schopnd preukdzat ich
prijatie abude adresovand zmiuvnym stranam na ich
pristu§nych adresach:

Prijemca vzoriek:

Neuroimunologicky tstav Slovenskej akadémie vied, v. v. i.
Dubravska cesta 9,

845 10 Bratislava

Poskytovatel vzoriek:

Univerzitnd nemocnica L. Pasteura Ko3ice
Rastislavova 43

041 90 Kosice

Slovenska republika

alebo na int adresu, ktord méze zmluvna strana v budicnosti
ozndmit druhej zmluvnej strane. Kazdé ozndmenie je G¢inné
od datumu jeho prijatia.

10.1.  All legal notices, aside from invoices, to be given by
either Party to the other shall be made in writing by hand
delivery or by registered or certified mail, return receipt
requested or by other method reasonably capable of proof of
receipt thereof and addressed to the Parties at their respective
addresses first set forth above to the attention of:

Recepient of sample:

Institute of Neuroimmunology, Slovak Academy of Sciences
Dubravska cesta 9,

845 10 Bratislava

If to Provider of sample:

Univerzitnd nemocnica L. Pasteura KoSice
Rastislavova 43

041 90 Kosice

Slovak republic

or to such other address as a Party may designate from time to
time to the other. Any notice shall be effective as of its date of
receipt.

10.2. Tuto Zmluvu moino zmenit len formou uzatvorenia
pisomného dodatku podpisaného obidvoma Zmluvnymi
stranami. To plati aj pre zmenu tejto dolozky.

10.2.  This Agreement may be changed only by a written
amendment signed by both Parties. This equally applies to the
change of this clause.

10.3. Vpripade, Ze sa niektoré z ustanoveni tejto Zmiuvy
z akéhokolvek dovodu povazuje za neplatné, nezakonné
alebo nevymahateiné vakomkolvek ohlade, takato
neplatnost, nezakonnost alebo nevymahatelfnost neovplyvni
Ziadne iné ustanovenia tejto Zmluvy avdetky ostatné
ustanovenia zostanu v plnej platnosti a Géinnosti. Zmluvné
strany sa v tom pripade v dobre viere dohodnu na platnom

10.3. Inthe event that any one or more of the provisions in
this Agreement shall, for any reason, be held to be invalid,
illegal or unenforceable in any respect, such invalidity, illegality
or unenforceability shall not affect any other provisions of this
Agreement, and all other provisions shall remain in full force
and effect. The Parties shall negotiate in good faith a provision

that is valid, legal and enforceable and that comes closest to
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avykonatelnom zneni daného ustanovenia, ktoré sa
priblizuje pébvodnému zadmeru Zmluvnych stran.

the original intent of the Parties.

10.4. Této zmluva je vypracovand v piatich dvojjazyénych
vyhotoveniach (anglicko-slovensky). V pripade konfliktu je
pre plnenie a vyklad rozhodujica Slovenska jazykova verzia
Zmluvy. Poskytovatel vzoriek obdrzi tri vyhotovenia
a prijemca vzoriek dve vyhotovenia.

10.4.  This agreement is written in five bilingual (English and
Slovak) copies. In case of conflict, the Slovak language version
shall prevail. The sample provider shall receive three copies
and the sample recipient two copies.

10.5. Nedelitelnou sucastou tejto Zmluvy je priloha €. 1 -
ochrana tUdajov a priloha ¢. 2 —$pecifické terminy spracovania
udajov.

10.5. The Annex | {Data protection) and the annex I
(Specific data processing terms) are an inseparable part of this
Agreement.

11.  Prehladsenie Investigatora

11. Investigator's Statement

11.1. Svojim podpisom ako Investigdtor potvrdzujem, Ze
som bol riadne obozndmeny s obsahom tejto Zmluvy.

11.1. By my signature as the Investigator, | confirm that |
have been duly informed of the contents of this Agreement.

11.2. Beriem na vedomie vSetky moje zakonné aj zmluvne
dohodnuté povinnosti a podmienky podla tejto Zmluvy
a zavdzujem sa ich ddsledne plnit,

11.2. | acknowledge all my legal and contractual obligations
and conditions under this Agreement and undertake to
perform them faithfully.

11.3. Sdhlasim stym, Ze zabezpelim, aby zamestnanci
méjho zamestnavatela (prislusnej zmluvnej strany) boli
informovani oich povinnostiach podla tejto Zmluvy a aby
tieto povinnosti désledne plnili.

11.3. 1 agree to ensure that the employees of my employer
(therelevant Party) are informed of their obligations under this
Agreement and to perform those obligations diligently.

11.4. Prehlasujem, Ze budem bezodkladne iniciovat u svojho
zamestnadvatela (prisluSnej zmluvnej strany), na pracovisku
ktorého sa budui pinit povinnosti vzmysle tejto Zmluvy,
ukoncenie platnosti Zmluvy, ak by mohlo v pripade jej
pokracovania d&jst k ohrozeniu pacientov alebo k inej $kode.

11.4. | declare that | will immediately initiate with my
employer (the relevant Party), at whose workplace the
obligations under this Contract will be performed, the
termination of the Contract if, if it continues, patients may be
endangered or other harm may resulit.

11.5. Potvrdzujem, Ze som bol riadne oboznameny
sinternymi predpismi svojho zamestnavatela (prisludnej
zmluvnej strany), ktoré sa tykaju pinenia povinnosti na jeho
pracoviskach vrozsahu podfa tejto Zmiuvy, ktoré sa
zavdzujem dodrziavat.

11.5. | certify that ! have been duly informed of the internal
regulations of my employer (the relevant Party), concerning
the performance of duties of them workplace to the extent of
this Agreement, which | undertake to comply with.

Precital a zobral na vedomie Hlavny investigator Poskytovatel'a vzoriek /
Read and acknowledged by Principal investigator of Provider of sample

Miesto / Place V Kosiciach / In Kosice

Datum / Date

(}5 Uz)/ ﬁvi{

;

Podpis / Signature

Meno a priezvisko / Name and surname:

Prof. MUDr‘ZuzanééGdévinové, CSc., FESO, FEAN

Funkcia / Position:

Hiavny mvestlgatgor Poskytovatela vzoriek /
Principal |nvest|§ator of Provider of sample

Precital a zobral na vedomie Hlavny investigétor Prijemcu vzoriek /
Read and acknowledged by Principal investigator of Recepient of sample

Funkcia / Position:

Miesto / Place V Bratislave / In Bratislava
Datum / Date 7 L -0k~ 2024
Podpis / Signature
Meno a priezvisko / Name and surname: L™ Doc. MVDr. Norbert Zilka, D€y, > %

Hlavny investigator Prijemcu vzoriek?/
Principal investigator of Recepient of sample

Kazdy zo zastupcov Zmluvnych stran prehlasuje, Ze ma prévo,
pravnu spdsobilost a opravnenie k uzavretiu tejto Zmiuvy a e
vykonavanie tejto Zmluvy bolo povolené zmluvnou stranou,

IN WITNESS WHEREOQF, the Parties have caused this Agreement
to be executed in multiple counterparts by their duly




v ktorej mene ako zastupca Zmluvu podpisal. Na dékaz toho, | authorized representatives to be effective as of the date
¢o je uvedené v tejto Zmluve pripdjaju opravneni zastupcovia | indicated above.
Zmluvnych stran svoje podpisy.

Nasleduje podpisova strana Zmluvy/Signature page follows of the Agreement




Podpisova strana Zmluvy/Signature page of the Agreement

Za Poskytovatela vzoriek /
On behalf of the Provider of sample:

Miesto / Place

V Kosiciach / In Kosice

Ditum / Date

10 -05- 2024

Podpis / Signature

Meno a priezvisko / Name and surname:

MUDr. tuboslav Befa, PhD., MPH

Funkcia / Position:

Riaditel / Director

Ndazov/ Business name

Univerzitnd nemocnica L. Pasteura KoSice

Za Prijemcu vzoriek /

On behalf of the Recepient of sample:

Miesto / Place

V Bratislave / In Bratislava

Datum / Date

2 4 -0k- 2024

—
o SLO g,
-

Podpis / Signature

1 . ‘%%"
g/i& [ . % %\

&
g |

Meno a priezvisko / Name and surname:

== %L
Doc. MVDr. Norbert Zilka, DrSe~" -/ &

Funkcia / Position:

Riaditel‘/Directok@ S zé%?ff

Nazov/ Business name

Neuroimunologicky dstav SA/g. y. . .

e —




Priloha €. 1 k Zmiluve
Ochrana udajov

Annex 1 to the Agreement
Data Protection

1. Strany a predmet spracovania, tGéel

1. Parties and Subject of processing, Purpose

1.1, Stranami tejto prilohy su Poskytovatel vzoriek
a Prijemca vzoriek (pre Ucely tejto prilohy spolu dalej len
»Strany”).

1.1. Parties to this Annex are the Provider of sample and
Recepient of sample. {collectively for the purposes of this
Annex, the "Parties").

1.2 Strany dodrziavaju nariadenia o ochrane Udajov
(vratane, ale nie vyluéne GDPR). V tejto prilohe sa ustanovuje
daldia Specifikicia spoluprace v zmysie ochrany osobnych
Udajov. V pripade nezrovnalosti medzi touto prilochou a
hlavnou Zmluvou ma prednost tato priloha.

1.2. The parties shall adhere and comply with data
protection regulations (including but not limited to GDPR).
This Annex provides for the further specification of the
cooperation in terms of data protection. In case of
discrepancies between this Annex and the main agreement,
this Annex shall prevail.

1.3. Uéelom spracovania Gdajov je viest $tudiu vratane jej
prislusnej dokumentdcie. Udaje zGéastnenych pacientov
vratane osobitnych kategérii oschnych (dajov spracuvaju obe
strany v rozsahu potrebnom na udel spracovania. Konkrétne
udaje ucastnikov Studie, ktoré sa majli spracovat, su
Specifikované v platnej verzii protokolu $tudie.

1.3. The purpose of the processing is to conduct a study
including its relevant documentation. Data of the participating
patients, including special categories of personal data, are
processed by both parties to the extent necessary for the
processing purpose. The more detailed type of data of the
study participants to be processed is specified in the study
protocol in the respectively valid version.

2, Trvanie prilohy, osobitné privo na vypovedanie
zmluvy, pravo na zadrZanie

2. Duration of the Annex, special right of termination,
right of retention

2.1. Kazdd strana mdze vypovedat hlavni Zmluvu a tuto
prilohu €. 1 kedykolvek bez predchadzajiceho upozornenia
(»mimoriadne ukoncenie”), ak sa druhd strana dopusti
zdvainého alebo pokralujiceho porudovania pravnych
predpisov 0 ochrane Udajov alebo podmienok tejto prilohy.
Z3vainé porusSenie sa povaZuje za porusenie vtedy, ak jedna
strana nesplnila vébec alebo nesplnila do znadnej miery
povinnosti uvedené v tejto prilohe, najmi dohodnuté
technické a organizacné opatrenia.

2.1. Either party may terminate the main contract and this
Agreement at any time without notice ("Extraordinary
Termination") if the other party commits a serious or
continuing breach of data protection legislation or the terms
of this Annex. A serious breach shall be deemed to have
occurred in particular if one party fails to fulfil or has failed to
fulfil to a considerable extent the obligations specified in this
Annex, in particular the agreed technical and organizational
measures.

2.2, Strany su opravnené, bez vplyvu na zmiuvné zavizky,
neposkytovat alebo neposkytovat Ziadne dalsie osobné Gdaje
druhej strane, ak existuju pochybnosti o prédvnom zaklade pre
takyto krok. K tomu mdZe ddjst najmi vtedy, ak zmenené
pravne alebo skutkové okolnosti vedu k novému pravnemu
postudeniu, napr. prvd alebo zmenend poZiadavka
odbvodnenia podia ¢lanku 44 anasl. GDPR alebo poufité
vyhlasenie o suhlase neod6vodhuje spracovanie Udajov.
Takéto okolnosti mézu vznikndt aj z tradnych alebo sudnych
prikazov, ako aj z nariadeni organov dohladu. V takom pripade
strany spolupracuji na objasneni pravneho zdkladu a na
vytvoreni ustanovenia/pravnych zékladov, ktoré su najbliziie
k realizacii vedeckého cielu.

2.2, The parties are entitled, without influence on the
contractual obligations, not to provide or transmit any further
personal data to the other party if and to the extent that there
are doubts about a legal basis for this. This may arise in
particular if changed legal or factual circumstances lead to a
new legal assessment, e.g. the first or changed requirement of
justification pursuant to Art. 44ff GDPR or a declaration of
consent used does not justify the processing. Such
circumstances may also arise from official or court orders as
well as publications of the supervisory authorities. In such case
the Parties work together on the clarification of the legal basis
and finding a provision/legal basis that comes closest to the
scientific goal.

3. Zodpovednosti

3. Responsibilities

3.1. Ak nie je dalej dohodnuté inak, kazdd strana
zabezpeli dodriiavanie zdkonnych ustanoveni, najmi
zdkonnosti operdcii spractvania udajov, ktoré vykondva.
Kazdd strana je zodpovednd za spracovanie, ktoré sama
vykonala. Ukony a spractivanie spracovatelmi udajov jednej
strany sa pripisuju tejto strane.

3.1. Unless otherwise agreed below, each of the party
ensures compliance with the statutory provisions, in particular
the legality of the data processing operations it carries out.
Each party is responsible for the processing carried out by
itself. Actions and processing by data processors of one party
shall be attributable to this party.

3.2. Strany prijmu vSetky potrebné technické a
organizatné opatrenia na zabezpelenie primeranej drovne
ochrany udajov podla ¢l. 24, 32 GDPR a na zabezpeé&enie prav
dotknutych osdb, najméa podla llI. kapitoly GDPR, kedykolvek
v zakonnych lehotéch.

3.2. The parties shall take all necessary technical and
organizational measures to ensure an adequate level of
protection of the data pursuant to Art. 24, 32 GDPR and to
ensure the rights of the data subjects, in particular according
to |Il. Chapter GDPR, within the statutory periods at any time.

3.3. Prijemca vzoriek je vyluéne zodpovedny za technické
a organizacné opatrenia tykajtice sa odoslanych dat. To zahfiia
aj zodpovednost za prenos Udajov spifajuci poziadavky ¢lanku
32 GDPR.

3.3. Recepient of sample is solely responsible for the
technical and organizational measures related to the
submitted data. This also includes the responsibility for a
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transmission path complying with the requirements of Art. 32
GDPR.

3.4. Poskytovatel vzoriek je vyluéne zodpovedny za
spracovanie vietkych udajov v ramci zdravotnej starostlivosti,
najma v zdravotnej karte pacienta.

3.4. The Provider of sample is solely responsible for the
processing of all data within the scope of treatment, in
particular in the patient file.

3.5. Okrem toho je Prijemca vzoriek zodpovedny za
spracovanie ddajov v §tudii a ndsledné spracovanie tdajov.
Udaje sa nebudu zdielat s tretimi stranami bez suhlasu
Poskytovatela vzoriek s tymto konkrétnym pouzitim ddajov.

3.5. Furthermore, the Recepient of sample is responsible
for the data processing in the study and the subsequent data
processing, provided that no sharing of data with third parties
will take place without the consent of the Provider of Sample
to that particular use of the data.

pre dotknuté osoby. Poskytovatel vzoriek postipi otazky, na
ktoré nie je moiné odpovedat alebo spracovat Prijemcovi
vzoriek, ktory odpoved posle dotknutym osobdm; takato
situdcia musi byt realizovand v pseudonymizovanej forme s
pouzitim identifikaéného €isla $pecifického pre dant $tudiu.
Poskytovatel vzoriek nie je zodpovedny za riadne spracovanie
zo strany Prijemcu vzoriek, ani nedlzi poradenstvo v tejto veci.
Kaidd strana by vSak mala informovat druhd stranu, ak sa
domnieva, Ze druha strana kona protipravne.

3.6. Existujlice zdkonné povinnosti zostavaju nedotknuté. | 3.6. Existing statutory responsibilities shall remain
unaffected.
4, Kontaktné miesto, ktoré zabezpeduje priva 4, Point of contact, ensuring the rights of data
dotknutych oséb subjects
4.1, Poskytovatel vzoriek pésobi ako kontaktné miesto | 4.1. The Provider of sample shall act as a contact point for

the data subjects. The Provider of sample forwards inquiries
which cannot be answered or processed to the Recepient of
sample and the Recepient of sample's answer to the data
subjects; this should be done in pseudonymised form using the
study-specific identification number. The Provider of sample is
not responsible for the proper processing by the Recepient of
sample, nor does it owe advice on this matter. However, each
party should inform the other if it believes that the other party
is acting unlawfully.

4.2, Okrem toho su obe strany nezavisle zodpovedné za
implementaciu a dodrZiavanie prav dotknutych oséb, pokial
ide o Udaje spractivané nimi alebo ich spracovatelmi udajov.

4.2, In addition, both parties are independently
responsible for the implementation and adherence of the data
subjects rights with regard to the data processed by them or
their data processors.

5. Povinnosti tykajlce sa spracovania

5. Obligations regarding processing

5.1. Strany sa musia navzdjom okamiite a Uplne
informovat, ak zistia chyby alebo nezrovnalosti v stvislosti s
nariadeniami  oochrane  Udajov  poéas  skumania
spracovatelskych &innosti a/alebo prechadzania vysledkov.

5.1. The parties must inform each other immediately and
completely if they discover errors or irregularities with regard
to data protection regulations during the examination of the
processing activities and/or the order results.

5.2. Strany vedd zdznamy o svojich individudlnych
spracovatelskych Cinnostiach v zmysle ¢lanku 30 ods. 1 GDPR.
Navzajom si pomahaju pri vypracovani takéhoto zdznamu.

5.2. The Parties shall keep a record of its individual
processing activities within the meaning of Art. 30 ( 1) GDPR.
They shall assist each other in drawing up such a record.

5.3. Strany maju povinnost informovat svoj prislusny
dozorovy orgédn, respektive dotknuti osobu v pripade
porusenia osobnych Gdajov. Tato povinnost vyplyva z €lanku
33 a34 GDPR.

5.3. The Parties have in respect to its individual processing
steps, the information obligations resulting from Art. 33, 34
GDPR towards their respective supervisory authority
respectively the data subject affected by a violation of the
protection of personal data.

5.4. Ak sa vyZaduje postdenie vplyvu na ochranu tGdajov
v stlade s €lankom 35 GDPR, vykona sa v rdmci zodpovednosti
Prijemcu vzoriek a prislusné dokumenty sa spristupnia
Poskytovatelovi vzoriek. Poskytovatel vzoriek musi v takom
kroku poskytnut Prijemcovi vzoriek podporu.

5.4. If a data protection impact assessment in accordance
with Art. 35 GDPR is required, it shall be carried out under the
responsibility of the Recepient of sample and the relevant
documents shall be made available to the Provider of sample.
The Provider of sample has to support the Recepient of
sample.

6. Zodpovednost

6. Liability

6.1. Clanok 82 GDPR zostéva nedotknuty. Tato priloha &.
1 neoddvodniuje Ziadne ndroky dotknutych oséb alebo inych
tretich stran, ani nepredstavuje spoloénu alebo nerozdielnu
zodpovednost stran.

6.1. Art. 82 GDPR shall remain unaffected. This agreement
does not justify any claim by data subjects or other third
parties nor shall it constitute a joint or several liability of the
Parties.

6.2 Vramci  vndtorného vztahu je kaZzdd strana
zodpovedna druhej strane za $kodu spdsobend spracovanim,
za ktoré je zodpovedna. To plati aj pre pokuty uloiené v
ddsledku okolnosti, za ktoré bola tato strana zodpovedna.

6.2. Within the internal relationship, each party shall be
liable to the other party for the damage caused by the
processing for which it is responsible. This shall also apply with
regard to fines imposed as a result of circumstances for which
this party was responsible.
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Priloha €. 2 Zmluvy
SPECIFICKE TERMINY SPRACOVAVANIA UDAJOV
(Prevadzkovatel-(Poskytovatel vzoriek) —
Spracovatel (Prijemca vzoriek))

Annex 2 of the Agreement
SPECIFIC DATA PROCESSING TERMS (Controller
(Provider of sample)-Processor (Recepient of
sample))

1. Podklady

1. Background

1.1. Prijemca vzoriek uchovéva a spravuje Databdzu a
Udaje v nej obsiahnuté pocas trvania tudie.

1.1. Recepient of sample holds and maintains the
Database and the Data contained therein for the duration of
the study.

2. Definicie

2. Definitions

2.1. V tejto prilohe 2, maju pojmy s velkymi pismenami
vyznam definovany v tidiovej zmiuve $tiudie. Daliie slovd s
velkymi pismenami majl tento vyznam:

2.1. In this Appendix 2, capitalised terms shall have the
meaning defined in the Study Agreement of the Study.
Additional capitalised words shall have the following meaning:

Prevadzkovatefa len na ulely uvedené v dohode alebo na
zéklade dodatocnej dohody medzi Spractvatelom a
Prevadzkovatelom.

a. Incident a)staznost alebo Ziadost o a. Incident a) a complaint or request for
informacie od pacienta v information by a patient with
suvislosti  so  spracovanim regard to the processing of Data
Udajov Spracovatelom; by the Processor;

b)vysetrovanie alebo konfiskacia b) an investigation or
Udajov  vlddnymi Gradnikmi confiscation of Data by
alebo podozrenie, Ze k tomu government  officials or a
mbie doéjst niekedy v suspicion that such may occur at
buddcnosti; a/ alebo some point in the future; and/or
c)porusenie ochrany osobnych c) a personal data breach as
udajov v zmysle ¢lanku 4.12 o meantin Article 4.12 of the GDPR.
GDPR. b. Sub- Any non-subordinate third party
Processor  hired by the Processor to help
b. Dodatoény Akakolvek nepodriadend process Data.
spracovatel tretia strana najata ¢. Processor The Processor within the
Spracovatefom na pomoc meaning of Article 4.8 of the
pri spracovani Udajov. GDPR. The Steering Committee
c.  Spracovatel Spracovatel v zmysle has designated the Coordinator
¢lanku 4.8 GDPR. Riadiaci as the processor.
vybor uréil Koordinatora za d. Controller Each contracted party (UNLP)
Spracovatela. making its Data available to the

d. Prevadzkovatel  Kaidd zmluvnd strana Study and submitting it in the
(UNLP) spristupfiujica database.
svoje  Udaje §tudii  a
ukladajuca ich do databdzy.

3. Spracovavanie tdajov 3. The processing of the Data
3.1. Spracovatel spracuivava Udaje Y mene | 3.1. The Processor shall only process Data on behalf of the

Controller for the purposes outlined in the Agreement or as
additionally agreed otherwise between the Processor and the
Controller.

3.2. Bez toho, aby boli dotknuté ustanovenia ¢lanku 3.1,
Spracovatel méze spracovavat Udaje, ak to vyzaduje zakonné
ustanovenie (vratane sudneho prikazu alebo pravnych
rozhodnuti, ktoré si na iom zaloZené). V takychto pripadoch
Spracovatel v rozsahu povolenom zdkonom informuje
prislusného Prevadzkovatela (Prevadzkovatelov) o
zamyslanom spracovani udajov a o zakonnom ustanoveni
pred spracovanim. Sprostredkovatel by mal minimalizovat
rozsah vynuteného spracovania v maximalnej moznej miere.

3.2. Without prejudice to the provisions of Article 3.1, the
Processor shall be allowed to process Data if it is required to
do so by a statutory provision (including the court order or
administrative decisions based on it). In such cases, the
Processor shall to the extent permitted by law, notify the
relevant Controller(s) of the intended processing of the Data
and of the statutory provision prior to the processing.
Processor shall minimise the extent of the enforced processing
to the maximum extent possible.

3.3. Spracovatel spracovéva Udaje riadnym spdsobom, v
stlade s poziadavkami, ktorym podiieha podia GDPR a podia
vnutro$tatneho prava na ochranu osobnych udajov zmluvnej
strany v rozsahu, ktory je spracovatelfovi znamy.

3.3. The Processor shall process the Data in a proper
manner, in accordance with the requirements to which it is
subject under the GDPR and to the extent known to the
Processor, the national privacy law of the contracted party.

3.4. Pri spracovani Udajov Spracovatel primerane
zabezpedi, aby jeho postupy neporusovali pravne predpisy v
oblasti zdravotnej starostlivosti.

3.4. In processing the Data, the Processor shall reasonably
ensure that its procedures shall not violate health care
legislation.
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4, The security and monitoring of Data

4, Bezpednost a monitorovanie udajov
4.1. Na ochranu Udajov pred stratou, neopravnenou
kontrolou, poskodenim alebo akoukolvek inou formou

nezakonného spracovania a na zarucenie dostupnosti dajov
v pripade splatnosti Spracovatel zavedie vhodné a d&inné
technologické a organizacné opatrenia, ktoré beric do uvahy
st¢asny stav techniky a naklady s tym spojené, maju byt v
silade s povahou Udajov, ktoré sa maju spracovat. Tieto
bezpelnostné opatrenia zahffiaji:

a) opatrenia uréené na zarucenie toho, aby k Udajom
mali pristup iba oprdvneni zamestnanci na uvedené Géely;

b) opatrenia tykajlce sa Spracovatela, ktory poskytuje
svojim zamestnancom a Dodatoénym spracovatelom pristup
k  Udajom iba  prostrednictvom individuglnych
personalizovanych Gctov, primerane zabezpedenych, a ktoré
poskytujud svojim pouZivatelom pristup iba k tym Udajom, ku
ktorym ma potrebny pristup prislu§na opravnena osoba;

c) opatrenia urfené na ochranu Udajov pred
nedmyselnym alebo nezékonnym zni¢enim, nedmyselnou
stratou alebo zmenami a neopravnenym alebo nezakonnym
uchovavanim, spracovavanim, pristupom alebo zverejnenim;
d) opatrenia zamerané na identifikdciu nedostatkov,
pokial ide o spracivanie Udajov v systémoch pouzivanych na
poskytovanie sluZieb Prevadzkovatelovi (Prevadzkovatelom);
e) opatrenia uréené na zarulenie toho, aby Udaje boli
rozumnym spésobom oddelené od Udajov, ktoré Spracovatel
spractva vo vlastnom mene alebo v mene tretich stran;

f) iné opatrenia dohodnuté medzi Prevddzkovatelom
{(Prevadzkovatelmi) a Spracovatefom.

4.1. To protect the Data from loss, unauthorised
inspection, damage or any other form of unlawful processing,
and to guarantee the availability of the Data when due, the
Processor shall implement appropriate and effective
technological and organisational measures, which, considering
the current state of the art and the costs associated with it,
shall be in accordance with the nature of the Data to be
processed. These security measures shall include the
following:

a) measures designed to guarantee that only authorised
employees can access the Data for the purposes outlined;

b) measures involving the Processor only granting its
employees and Sub-Processors access to Data through
individual named accounts, with the use of said accounts being
adequately logged and with the accounts concerned only
granting their users access to those Data whose access is
necessary for the legal person concerned;

c) measures designed to protect the Data from
unintentional or unlawful destruction, unintentional loss or
changes and unauthorised or unlawful retention, processing,
access or disclosure;

d) measures designed to identify weaknesses with
regard to the processing of Data in the systems used to provide
services to the Controller(s);

e) measures designed to guarantee that Data are
separated in a sensible manner from the Data the Processor
processes on its own behalf or on third parties' behalf;

f) other measures agreed between the Controller(s)
and the Processor.

4.2, Bezpelnostné opatrenia Spracovatela musia byt v
stlade s poZiadavkami GDPR. Okrem toho Sprostredkovatel
zaviedol vhodnu, pisomne dokladovani bezpeénostnu
politiku pre spracovanie Udajov.

4.2, The Processor's security measures shall comply with
the requirements of the GDPR. Furthermore, the Processor
has implemented an appropriate, written security policy for
the processing of the Data.

4.3. Na Ziadost Prevadzkovatela a za predpokladu, ze
takéto osvedlenie existuje, Sprostredkovatel predioZi
osvedCenie vydané nezdvislou a kompetentnou tretou
stranou, z ktorého vyplyva, Ze metddy Spracovatela su v
sulade s poZiadavkami vyplyvajlicimi z tohto €lanku 4.

4.3, Upon the request of Controller and provided that
such certificate is in place, the Processor shall submit a
certificate issued by an independent and competent third
party that shows that the Processor's methods comply with
the requirements arising from this article 4.

4.4, Kazdy Prevadzkovatel je oprdvneny monitorovat
(alebo nechat monitorovat) dodrZiavanie tohto ¢&lanku 4
Spracovatelom a takyto Prevadzkovatel méie kontrolovat
spracovatelove metddy spracovania, ale nie ¢astejsie ako raz
ro€ne, ak Prevadzkovatel nema dévodné pochybnosti o tom,
ze Udaje sa nespracuvévajl v silade s tymto alebo inym
uplatnitelnym pravom.

4.4, Each Controller is entitled to monitor (or have
monitored) the Processor's compliance with this article 4 and
shall enable such Controller to inspect the Processor's
processing methods, but no more frequent than once per year,
unless such Controller has reasonable doubts that the Data are
not processed in accordance with this or applicable law.

4.5, Ak Prevddzkovatel v reakcii na takuto kontrolu da
Spracovatelovi primerany pokyn, aby upravil alebo
aktualizoval svoju bezpecnostni politiku, Spracovatel musi
adekvétne tomu vyhoviet.

4.5, If, in response to such inspection, the Controller
reasonably instructs the Processor to adjust or update its
security policy, the Processor shall reasonably comply.

4.6. Spracovatel zabezpedi, aby osoby opravnené
spracovavat osobné (daje v jeho mene sa zaviazali k
micanlivosti alebo aby mali primerant zakonnd povinnost
zachovévat micanlivost.

4.6. The Processor shall ensure that persons authorised to
process the Personal Data on its behalf, have committed
themselves to confidentiality or are under an appropriate
statutory obligation of confidentiality.

5. Monitorovanie, povinnost poskytnut informacie a
manaiment incidentov

5. Monitoring, obligation to provide information and
incident management
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r;l. Ak dbéjde k Incidentu, doslo k nemu v minulosti alebo
sa incident mbze stat, Spracovate! v rozumne moZnom
rozsahu vykona Cinnosti potrebné na ¢o najskordiu napravu
Skody spbsobenej Incidentom alebo minimalizuje nasledky v
maximalnom moZnom rozsahu.

5.1. When an Incident occurs, has occurred or may be
about to occur, the Processor shall to the extent reasonably
possible, undertake the activities necessary to undo the
damage caused by the Incident as soon as possible or minimise
the consequences to the maximum extent possible.

5.2, Okrem toho Spracovatel bez zbyto¢ného odkladu
informuje prisludného Prevaddzkovatela (Prevadzkovatefov) a
poskytne vietky relevantné informécie o:

a) povahe incidentu;

b) Udajov, ktorych sa to tyka (mohlo tykat);

c) skuto&né a pravdepodobné nasledky Incidentu; a

d) opatrenia, ktoré boli alebo budu prijaté na vyrie$enie

Incidentu alebo na minimalizdciu nasledkov alebo $kody v
maximalnej moinej miere.

5.2. In addition, the Processor shall notify the relevant
Controller(s) without undue delay and to provide any relevant
information on:

bh.) the nature of the Incident;

c.) the Data that {may) have been affected;

d.) the actual and likely consequences of the
Incident; and

e.) the measures which have been or will be taken

to resolve the Incident or to minimise the consequences or
damage to the maximum extent possible.

5.3. Spracovatel konzultuje s pristusnym
Prevddzkovatelom (Prevddzkovatelmi) dalsie opatrenia, ktoré
sa maju prijat v suvislosti s Incidentom a s cielom zabranit
dalsim Incidentom.

5.3. The Processor shall consult the relevant Controller(s)
on further arrangements to be undertaken with respect to the
Incident and to prevent future Incidents.

5.4. Spracovatel kedykolvek spolupracuje s prislu§nym
Prevdadzkovatelom (Prevadzkovateimi), riadi sa primeranymi
pokynmi prislusného Prevadzkovatefa (Prevadzkovatelov) a
umoziuje  prisluSnému  Prevadzkovatefovi  (prislunym
Prevadzkovatelom)  vykonat  primerané  vydetrovanie
Incidentu, formulovat reakciu na Incident a prijat vhodné
nasledné kroky vratane informovania Uradu na ochranu
osobnych ddajov Slovenskej republiky a/ alebo dotknutej
osoby.

5.4. The Processor shall cooperate with the relevant
Controller (s) any time, shall follow the reasonable instructions
of the relevant Controller (s) and shall enable the relevant
Controller (s) to conduct an appropriate investigation of the
Incident, formulate a response to the Incident and take
appropriate subsequent steps, including notifying the The
Office for Personal Data Protection of the Slovak Republic and/
or the data subject.

5.5. Spracovatel musi mat vidy zavedené pisomné
proceduralne usmernenia tykajlce sa rieSenia Incidentov a na
poZiadanie  poskytne  prislusnému  Prevadzkovatelovi
(prislusnym Prevadzkovatelom) kopiu takychto
procedurdinych usmerneni.

5.5. The Processor shall at all times have written
procedural guidelines in place covering the handling of
Incidents and shall furnish the relevant Controller (s) with a
copy of such procedural guidelines upon the request.

5.6. Upozornenia podla tohto ¢ldnku 5 su adresované
predsedovi prislusného Prevadzkovatefa (Prevadzkovateiov)
alebo  akejkolvek inej osobe urlenej prisludnym
Prevadzkovatelom (Prevadzkovatelmi).

5.6. Alerts under this article 5 shall be addressed to chair
of the relevant Controller (s) or any other designee indicated
by the relevant Controller (s).

5.7. Spracovatel neposkytne tretim strandm Ziadne
informacie o Incidentoch, s vynimkou pripadov, ked je to od
Spracovatela zo zakona povinné alebo sa zmluvné strany na
tom dohodli.

5.7. The Processor shall not provide third parties any
information on Incidents, except in cases where the Processor
is legally required to do so or the Parties have otherwise
agreed.

6. Povinnost spoluprace

6. Obligation of cooperation

6.1. Spracovatel plne spolupracuje s  prislu§nym
Prevadzkovatefom (Prevddzkovatelmi) s cielom umonit
prislusnému Prevadzkovatelovi(-om) pinit si povinnosti podfa
vSeobecného nariadenia o ochrane Udajov. Spracovatel a
prisludny(-i) Prevadzkovatel(-ia) sa dohodnt na postupoch na
dodrziavanie prav dotknutych oséb podla vieobecného
nariadenia o ochrane Udajov.

6.1. The Processor shall fully cooperate with the relevant
Controller(s) to enable and the relevant Controller (s) to fulfil
their obligations under the GDPR. The Processor and relevant
Controller (s) shall agree on procedures to comply with the
rights of data subjects under the GDPR.

pisomného sthlasu Prevadzkovatela(-ov), pokial tak nie je
vyslovne uvedené v protokole $tudie.

7. Najimanie dodatocnych spracovatelov 7. The hiring of Sub-Processors
7.1, Spracovatel nesmie zadat spracovavanie Udajov | 7.1. The Processor shall not outsource the processing of
Dodatoénému  spracovatelovi bez  predchadzajliceho | Datato a Sub-Processor without prior written permission from

the Controller(s), unless explicitly specified in the Study
Protocol.

7.2. Ak Prevadzkovatel sthlasi s najimanim Dodatoéného
spracovatela,  Spracovatel uzavrie s  Dodatocnym

zodpovedny za
spracovatefom, ako

spracovavanie udajov
keby spracovdvanie

zostdva plne
Dodatoénym
vykondval sdm.

spracovatelom dohodu na zdklade vzoru BOZ. Spracovatel

7.2, If the Controller agrees to the hiring of a Sub-
Processor, the Processor will enter into a processor agreement
with the subprocessor based on the BOZ template The
Processor shall remain fully responsible for the processing of
the Data by the Sub-Processor as if it has performed the
processing itself.
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7.3. Spracovatel nesmie prenasat Ziadne osobné Udaje do
krajiny mimo Eurdpskeho hospodérskeho priestoru(EHP),
pokial' Prevadzkovatel vyslovne pisomne nepovolil takyto
prenos.

7.3. The Processor shall not transfer any Personal Data to
a country outside the European Economic Area (EEA), unless
the Controller has expressly authorized such transfer in
writing.

uplatiiovani aj po ukonceni platnosti tejto prilohy 2, sa maju
uplatdovat aj po ukonéeni platnosti tejto prilohy 2. Takéto
ustanovenia zahfiaji tie, ktoré vyplyvaji z ustanoveni
upravujucich dévernost, zodpovednost, rieenie sporov a
rozhodovacie pravo.

8. Trvanie a ukonéenie 8. Duration and termination
8.1. Tato priloha 2 nadobida Gginnost difom Géinnosti | 8.1. This Appendix 2 shall enter into force on the effective
Zmluvy a kondi sa ukoncenim Zmluvy. date of the Agreement and terminate upon termination of the
Agreement.
8.2. Zavazky, ktoré zo svojej podstaty, pokraduji v | 8.2. Obligations which, by their very nature, are meant to

continue to apply even after the termination of this Appendix
2 shall continue to apply after the termination of this Appendix
2. Such provisions shall include those which arise from
provisions governing confidentiality, liability, dispute
resolution and applicable law

8.3. Po uplynuti pévodnej doby platnosti $tidie alebo po
skorSom ukonceni v silade s dohodou Spracovatel
prediskutuje s Prevadzkovatelom uskutoénitelnost a moznost
pokracovat v Studii s Udajmi Prevédzkovatela alebo zni¢i idaje
Prevadzkovatela.

8.3. Upon expiration of the initial term of the Study or
upon earlier termination in accordance with the Agreement,
the Processor shall discuss with the Controller the feasibility
and possibility of continuing the Study with the data of
Controller or to destroy the Data of Controller.

nevyhnutne potrebné pre Stddiu a platné pravne predpisy.

9. Doba uchovavania, obnova a zniéenie Udajov 9, Retention period, restoration and destruction of
Data
9.1. Spracovatel neuchovdva Udaje dlhsie, ako je | 9.1. The Processor shall not retain the Data longer than

strictly necessary for the Study and applicable law.

10. Prava dusevného vlastnictva

10. Intellectual property rights

10.1. Ak si Udaje (ich zhromaidovanie) chranené
akymikolvek pravami dusevného vlastnictva, Spracovatelovi
sa tymto udefuje povolenie na spracovanie Udajov, ako je
uvedené v zmluve o $tadii.

10.1. If the (collection of) Data is protected by any
intellectual property rights, the Processor is herewith granted
permission to process the Data as foreseen in the Study
Agreement.
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