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NON-INTERVENTIONAL STUDY

ZMLUVA O REALIZACII

AGREEMENT NEINTERVENCNEJ STUDIE
NOVO NORDISK SPONSORED NON- NEINTERVENCNA STUDIA
INTERVENTIONAL STUDY FINANCOVANA SPOLOCNOSTOU

NOVO NORDISK

STUDY ID: NN7415-4322

IDENTIFIKACNE CISLO STUDIE:
NN7415-4322

This Agreement shall become valid on the date of
its signature by all parties and will be effective one
day after the publication day according to § 47a
section 1 of Act no. 40/1964 Coll. the Civil Code as
amended, in the central registry of contracts at

WWW.Crz.gov.sk.

Tato zmluva nadobuda platnost diiom jej podpisania
véetkymi zmluvnymi stranami a ucinnost dhnom
nasledujicim po dni jej zverejnenia v zmysle § 47a
ods. 1 zakona ¢. 40/1964 Zb. Obciansky zakonnik v
zneni neskorsSich predpisov v centralnom registri

zmliv na www.crz.gov.sk.

By and Novo Nordisk Slovakia, medzi Novo Nordisk Slovakia,
between S.r.o spoloénostami s.r.o
ROSUM, Bajkalska 19B, ROSUM, Bajkalska 19B
821 01 Bratislava - 821 01 Bratislava -
mestska Cast Ruzinov, mestska  ¢ast  Ruzinov,
registered in Commercial zapisana v obchodnom
register of the District Court registri Okresného sudu
Bratislava I, Section: Sro, Bratislava I, Oddiel: Sro,
File Nr.: 45086/B Slovak Vlozka ¢.: 45086/B
Republic Slovenska republika
1€0: 36753050 1CO: 36753050,
DIC: 2022341310 DIC: 2022341310,
IC DPH: SK2022341310 IC DPH: SK2022341310
legally represented by:
Aleksandar Ciri¢, MD, MBA, zastipena:
based on the Power of Aleksandar Ciri¢, MD, MBA,
Attorney dated 15 February na zaklade plnej moci zo
2016 dfia 15.2.2016
bankové spojenie: ING bankové spojenie:
Bank N.V., ¢.actu: 90 0002 ING Bank N.V.
8717/730000 ¢.uctu: 90 0002 8717/7300
(hereinafter  referred to (dalej len ,zadavatel™)
“Sponsor”)
And Prof. MUDr. Angelika a Prof. MUDr. Angelika
Batorova, PhD. Batorova, PhD.
date of birth: . nar.:
residing at: trvaly pobyt:
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Klinika hematologie a
transfuziologie LF UK, SZU
a UNB
Nemocnica sv.
Metoda, UNB
Antolska 11
85107 Bratislava

Cyrila a

(hereinafter referred to as

“Physician”)

Klinika hematoldgie a
transfuzioldégie LF UK,
SZU a UNB

Nemocnica sv. Cyrila a

Metoda, UNB
Antolska 11
85107 Bratislava

(dalej len ,lekar")

Univerzitna nemochnica
Bratislava

Pazitkova 4

821 01 Bratislava

Legally represented by:
MUDr. Renata
Vandriakova, MPH. -

managing Director of UNB

And

Company registration no.: 31
813 861

Tax ID: 202 17 00 549

VAT: SK 202 17 00 549

IBAN: SK58 8180 0000 0070
0027 9808
BIC/SWIFT: SPSRSKBA

Bank name: Statna
pokladnica
Bank address: Radlinského

32, 810 05 Bratislava 15,
Slovak Republic

(hereinafter referred to as
“nstitution”)

a Univerzitna nemocnhnica
Bratislava

Pazitkova 4

821 01 Bratislava
Zastupena: MUDr. Renata
Vandriakova, MPH. -

Riaditelka UNB

1CO: 31 813 861
DIC: 202 17 00 549
IC DPH: SK 202 17 00 549

IBAN: SK58 8180 0000
0070 0027 9808
BIC/SWIFT: SPSRSKBA
N&zov Statna
pokladnica

Adresa banky: Radlinského
32, 810 05 Bratislava 15,
Slovenska republika

(dalej len ,zdravotnicke
zariadenie“)

banky:

In the following, Sponsor, Physician and
Institution/ are also referred to individually
as "Party" and collectively as "Parties".

V nasledujicom texte su zadavatel, lekar a
zdravotnicke zariadenie oznacovani jednotlivo
aj ako ,strana" a spolocne ako ,strany".

PREAMBLE PREAMBULA
WHEREAS  The Sponsor wishes to conduct | KEDZE zadavatel chce vykonat
a non-interventional study (the “Study” in | neintervenénd Studiu (dalej len ,Studia“)

Slovakia, related to haemofilia A and B,
pursuant to the Protocol entitled:

A prospective, multi-national, non-
interventional study in haemophilia A and
B patients with or without inhibitors
treated according to routine clinical
treatment practice (explorer™6). Protocol
ID: NN7415-4322 (the “Protocol”, attached
herein as Appendix 3);

v Slovenskej republike tykajucu sa hemofilie
A a B podla protokolu s nazvom:
Prospektivne, medzinarodné
neintervenéné klinické skasanie (NIS) u
pacientov s hemofiliou A a B s inhibitormi
alebo bez inhibitorov liecenych podla
beznej klinickej praxe (explorer™e6).
Identifikacné Cislo protokolu: NN7415-4322
(dalej len ,protokol", v tomto dokumente ako
priloha €. 3);

WHEREAS The Sponsor wishes to conduct
the Study in cooperation with the Physician at
the Institution;

KEDZE zadavatel chce vykonat studiu v
spolupraci s lekdrom v  zdravotnickom
zariadeni;
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WHEREAS  The Physician  and the | KEDZE lekdr a zdravotnicke zariadenie
Institution desire to participate in the Study | sa chci podielat na Stadii v sulade
under the terms and conditions of this | s podmienkami tejto Zmluvy.
Agreement.
4. DEFINITIONS 1. DEFINICIE
1.1 "Confidential Information" shall mean | 1.1 .Doverné informacie® znamenajl
all information, whether written, oral, véetky informacie, pisomné, ustne
or in any other form, pertaining to alebo v akejkolvek inej forme, ktoré
either Party’s business, whether sa tykaju obchodnej cinnosti strany,
developed or acquired hereunder and bez ohladu na to, ¢i ide o vytvorené
whether kept in its original form. alebo nadobudnuté informacie, a ¢i su
ponechané v pévodnej forme.
1.2 "CRF/eCRF" shall mean Case Report | 1.2 Skratky  ,CRF/eCRF" znamenaju
Form (CRF), or respectively electronic zaznamovy formular (castnika Stldie
Case Report Form (eCRF). (CRF) a elektronicky zdznamovy
formuldr ucastnika Stidie (eCRF).
1.3 "FPFV" shall mean First Patient First | 1.3 LFPFV*  znamenda prva navsteva
Visit. prvého pacienta.
1.4 “"Healthcare Organisation (HCO)" | 1.4 .Zdravotnicka organizacia (HCO)"
shall mean any legal person (i) that is je akakolvek pravnicka osoba (i),
a healthcare, medical or scientific ktora je zdravotnicke, lekarske alebo
association or organisation vedecké zdruZenie, ¢i organizacia
(irrespective  of the legal or (bez ohladu na pravnu alebo
organisational form) such as a organizacnu formu), napr. nemocnica,
hospital, clinic, foundation, university klinika, naddacia, univerzita alebo ina
or other teaching institution or vzdeldvacia institucia, & odborna
learned society (except for patient spolo¢nost (okrem organizacii
organisations within the scope of the pacientov v ramci rozsahu kddexu
EFPIA Patient Organisation Code) or organizacie pacientov Europskej
(ii) through which one or more HCPs federacie farmaceutického priemyslu
provide services. a zdruzeni (EFPIA)), alebo (ii) ktora
poskytuje sluzby prostrednictvom
jedného alebo viacerych HCP.
1.5 “Healthcare Professional (HCP)” | 1.5 .Zdravotnicky pracovnik (HCP)" je
shall mean any natural person that is kazda fyzicka osoba, ktora posobi
a member of the medical, dental, v oblasti lekarstva, zubného
pharmacy or nursing professions or lekarstva, farmacie alebo
any other person who, in the course oSetrovatelstva alebo akakolvek ina
of their professional activities, may osoba, ktora moéZe v ramci svojej
prescribe, purchase, supply, profesionalnej ¢innosti predpisovat,
recommend or administer a medicinal nakupovat, doddvat, odporuéat alebo
product. podavat lieky.
For the avoidance of doubt, the Aby sa prediSlo pochybnostiam,
definition of HCP includes: (i) any definicia HCP zahrna: (i) akéhokolvek
official or employee of a government tradnika alebo zamestnanca organu
agency or other organisation Statnej spravy alebo inej organizacie
(whether in the public or private (vo verejnom alebo v sukromnom
sector) that may prescribe, purchase, sektore), ktory moZe predpisovat,
supply or administer medicinal nakupovat, dodavat alebo podavat
products and, (ii) any person whose lieky, a (ii) akukolvek osobu, ktorej
primary occupation is that of a hlavhym povolanim je okrem iného
practising HCP irrespectively of any vykonavanie HCP bez ohladu na
other employment. akékolvek iné zamestnanie.
1.6 "Intellectual Property" shall mean any | 1.6 .Dusevné  vlastnictvo" znamena
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and all know-how, inventions, véetky mozné ,know-how", vynalezy,
improvements and discoveries, zlepSenia a objavy, patentovatelné
whether patentable or not, arising alebo nie, ktoré vyplyvaju zo Studie
from or related to the Study covered alebo sa tykaju studie, na ktoru sa
by this Agreement. vztahuje tdto Zmluva.

1.7 "LPFV" shall mean Last Patient First | 1.7 J,LPFV* znamena prva navsteva
Visit. posledného pacienta.

1.8 "LPLV" shall mean Last Patient Last | 1.8 ,LPLV" znamena poslednd navsteva
Visit. posledného pacienta.

1.9 “Personal Data” shall mean the| 1.9 ,Osobné (daje" znamenaju osobné
personal data as stipulated in udaje ako je dohodnuté v PRILOHE 8
APPENDIX 8 and APPENDIX 9. a v PRILOHE 9.

1.10 “Sensitive Personal Data” shall mean | 1.10 ,Citlivé osobné (daje" sU osobné
Personal Data genetic, biometric data tidaje odhalujice genetické Udaje,
and data concerning health or sex biometrické Udaje a Udaje tykajlce sa
life. zdravia alebo sexualneho Zivota.

1.11 "Study Materials" shall mean, unless | 1.11 .Materidly studie" si CRF/eCRF, ak
differently specified in the Protocol, nie je v protokole uvedené inak.
CRF/eCRF.

1.12 "Study Records" shall be defined as | 1.12 ,Zaznamy Stadie" sa definuju ako
documents stating results achieved or dokumenty, v ktorych sa uvadzaju
providing evidence of activities dosiahnuté vysledky, alebo ktoré
performed. Examples are poskytuji dékaz o vykondvanych
source/institution/clinic data and ¢innostiach. Ako priklady mozno
notes, agreements and regulatory uviest Udaje a poznamky zo zdrojov
approvals, informed consent /institlcii/klinik, dohody a povolenia
documents and others as applicable. regulatnych organov, dokumenty

informovanych suhlasov, pripadne
iné.

113 "Study Subject" shall mean a| 1.13 .Pacient studie" je pacient
Physician’s/Institution’s patient lekara/zdravotnickeho zariadenia,
participating in the Study, patients ktory sa zucastnuje Studie, pacienti,
who agreed to participate in the ktori na zaklade informovaného
Study, in accordance with their sthlasu suhlasili s Géastou v Stadii
informed consent, (unless IRB has (pokial' IRB neschvalila vzdanie sa
approved a waiver of such informed takého informovaného suhlasu).
consent).

1.14 "Termination Date" shall mean date | 1.14 ,Datum ukoncenia® znamend datum
of database lock, preliminary 22- ukonéenia databdzy, predbezne
Dec-2020, unless this Agreement is 22.12.2020, ak je tato Zmluva
terminated pursuant to Clause 13. ukonéend v sulade s ¢ldnkom 13.

2. INTRODUCTION 2. uvob

2.1 The Parties hereby agree that the | 2.1 Strany sa tymto dohodli, Ze lekar
Physician shall carry out the Study in vykona studiu v sdlade s protokolom,
accordance  with the  Protocol, platnymi  zadkonmi, nariadeniami,
applicable laws, regulations and smernicami a touto Zmluvou.
guidelines and this Agreement.

2.2 All appendices and amendments to | 2.2 VSetky prilohy a dodatky k tejto
this Agreement shall be deemed to dohode sa povaZzuju za neoddeliteind
be an integral part of this Agreement stcast tejto Zmluvy a po vzajomnej
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and may be updated from time to
time by mutual agreement.

dohode sa mozu priebezne
aktualizovat.

Any amendment to the Protocol must
be agreed upon by both the Physician
and Sponsor and be documented in
writing. Implementation of
amendments cannot take place until
approval by health authorities, as
applicable, and/or Ethics Committee
has been obtained unless required for
the safety of the Study Subjects or
for administrative reasons in
accordance with the GPP-IPSE.

Akykolvek dodatok k protokolu musi
schvalit lekar aj zadavatel a musi sa
zdokumentovat v pisomnej forme.
Dodatky sa nemézu implementovat,
kym ich neschvadlia zdravotnicke
urady (v pripade potreby) a/alebo
etickd komisia, ak sa to nevyZaduje
pre bezpecnost pacientov $tidie alebo
z administrativnych dévodov v stlade
s GPP-IPSE.

The Parties agree to adhere to all
applicable laws and regulations
pertaining to medical confidentiality
of the subjects. The Physician shall
not disclose to the Sponsor the
identity of the subjects or information
from which the identity of the subject
can be deduced without prior written
consent of the subject.

Strany sa dohodli, Ze bud( dodrziavat
vSetky platné zakony a nariadenia
tykajuce sa lekarskeho tajomstva
pacientov. Bez predchadzajluceho
pisomného suhlasu pacienta nesmie
lekar zadavatelovi prezradit totoZnost
pacientov alebo informacie, z ktorych
mozno odvodit totoZnost pacientov.

OBLIGATIONS OF THE
INSTITUTION AND THE
PHYSICIAN

POVINNOSTI ZDRAVOTNICKEHO
ZARIADENIA A LEKARA

Prior to the Study the Physician
must:

Pred studiou musi lekar:

1) obtain or, as agreed with the
Sponsor, assist the Sponsor in

obtaining all necessary
approvals from the Ethics
Committee and relevant

regulatory bodies, from the
relevant departmental head of
the Institution and from any
other authority that is
responsible for the
administration of the Institution;

a) ziskat alebo podla dohody so
zadavatelom pomahat
zadavatelovi ziskat  vSetky
potrebné povolenia od etickej
komisie a prislusnych
regulacnych organov, od
vedlceho prislusného oddelenia
zdravotnickeho zariadenia a od
akéhokolvek iného organu, ktory
je zodpovedny za riadenie
zdravotnickeho zariadenia;

b) observe his/her obligation to
apply for permission from the
relevant institution/authority, if
the case, to participate in the
Study and enter into this
Agreement;

b) dodrzat povinnost Ziadat
o povolenie prislusnu
inStitGciu/Uirad, a ak je to
potrebné, podielat sa na Studii
a uzatvorit tito Zmluvu;

c) be fully informed of the Protocol
and attend, or ensure a
delegate attends, all meetings
for the Study from time to time
as required by the Sponsor;

¢) byt plne pouceny o protokole a
priebezne sa zucastnovat na
vSetkych stretnutiach/Skoleniach
o Stadii  podla poziadaviek
zaddvatela alebo zabezpedit na
nich ulast delegata;

d) ensure all the Institution's
employees and collaborators
who are involved in the Study

d) uistit sa, Ze vSetci zamestnanci a
spolupracovnici zdravotnickeho
zariadenia, ktori sa podielaju na
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fully understand and adhere to Studii, plne chapu a dodrziavaju

the Protocol and the obligations protokol a povinnosti

of both the Institution and the zdravotnickeho zariadenia a

Physician; lekara;

e) obtain prior written approval e) ziskat predchadzajuci pisomny
from the Sponsor and the Ethics stihlas od zadavatela a etickej
Committee for any proposed komisie pre kazdy navrhovany
recruitment material to be used naborovy material, ktory sa ma
for the purpose of Subject pouzit pre Ucely  naboru
recruitment in the Study; pacientov do Studie;

f)  resolve any revenue issues in f)  vyriesit s zdravotnickym
respect of the Study with the zariadenim akékolvek financné
Institution and keep the otazky v suvislosti so studiou a o
Sponsor informed of such issues tychto zaleZitostiach a vyvoji ich
and the progress of resolution of rieSenia zadavatela stale
such issues; informovat.

3.2 During the Study each of the| 3.2 V priebehu Stadie musi  kazdy
Institution and Physician must: zo zdravotnickeho zariadenia a lekar:
a) conduct the Study in accordance a) vykonat Stidiu v sulade s

with the terms of this podmienkami  tejto Zmluvy

Agreement and: a v sulade:

i all applicable international i. SO vSetkymi platnymi
and local laws and medzinarodnymi aj
regulations, including but miestnymi zakonmi a
not limited to any nariadeniami, okrem iného
guidelines governing the aj so vSetkymi smernicami,
conduct of non- ktoré upravuju
interventional studies, the vykonavanie
guidelines and neintervencnych studii,
recommendations smernicami a
governing  safety  and odporucaniami, ktoré
pharmacovigilance; upravuju  bezpecnost a

farmakovigilanciu;

ii. the International Society ii. so smernicami pre spravnu
for Pharmacoepidemiology farmakoepidemiologicku
Guidelines for Good prax Medzinarodnej
Pharmacoepidemiology spolocnosti pre
Practices (ISPE-GPP); farmakoepidemioldgiu

(ISPE-GPP);

iii. the Protocol, any ii. s protokolom, vsetkymi
amendments, separate dodatkami, samostatnymi
manuals  and specific manualmi a Specifickymi
procedures provided by postupmi ustanovenymi
Sponsor  applicable for zadavatelom, ktoré sa
conducting the  Study, vztahuji na vykonanie
depending on which of the stadie, a tiez podla toho,
stated options ensures the ktord z uvedenych
greatest protection for the moznosti zabezpecuje
Study Subject. najvyssiu ochranu pacienta

Stidie.

b) ensure that all Study Materials b) uistit sa, Ze so vSetkymi
are handled correctly and stored materidlmi Studie sa zaobchadza
securely for the duration of the spravne, a ze su pocas trvania
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Study and any period thereafter Studie a akykolvek ¢as po nej sa
as required by law or this bezpecne uschovavaju v sullade
Agreement, whichever is later, so zadkonom alebo s touto
in accordance with the Protocol; Zmluvou, podla toho, ¢o nastane

neskor, a v stlade s protokolom;

c) do all possible efforts to ensure c¢) vynalozit maximalne Uusilie na
that the target of 2 eligible zabezpeclenie naboru 2
subjects are recruited for the vhodnych pacientov do stidie, a
Study and that data from all aby boli Udaje od vSetkych
eligible subjects are available on vhodnych pacientov k dispozicii
or before the Termination Date. do datumu ukoncenia alebo pred
Over-recruitment  of  Study nim. Nabor presahujuci potrebny
Subjects not previously pocet pacientov Studie, ktory
authorised in writing by the nebol  vopred  zadavatelom
Sponsor is forbidden and shall pisomne schvéleny, je zakazany
not be financially compensated; a nebude sa financne

kompenzovat;

d) have all available data entered d) mat vSetky dostupné Gdaje
in the CRF/eCRF 5 days after vlozené do CRF/eCRF do 5 dni
each visit. Physician shall po kazdej navsteve. Lekar musi
ensure that the Study Subject zabezpedit, aby sa do 5 dni po
record is updated with final kazdej navsteve zapisali do
information and signed as zaznamu pacienta Studie
applicable 5 days after each aktudlne informacie spolu s
visit; podpisom;

e) maintain accurate data e) v priebehu 3tadie udrziavat
collection and up-to-date spravny zber Gdajov a aktualne
records of all Study Materials zaznamy zo vSetkych materidlov
and Study related stadie a koreSpondencie
correspondences by the tykajlucej sa Studie od lekara,
Physician, the Institution's zamestnancov  zdravotnickeho
employees, the Sponsor and zariadenia, zadavatela a
any other person involved in the akejkolvek dalSej osoby, ktora je
Study, during the Study; zapojena do Studie;

f) submit written reports, in f) na vyZziadanie predlozit
accordance with all laws, zadavatelovi a etickej komisii
regulations and  guidelines pisomné spravy tykajuce sa
including the Ethics Committee vykonavanej studie v
standards, to the Sponsor and zdravotnickom zariadeni Y
the Ethics Committee regarding stilade so vSetkymi zakonmi,
the Study being conducted at nariadeniami a smernicami,
the Institution on request. vratane Standardov  etickej

komisie.

g) ensure safety reporting in g) zaistit nahlasovanie bezpecnosti
accordance with the v sulade s poziadavkami
requirements described in the uvedenymi v protokole;
Protocol;

h) retain Study Records in h) uschovavat zaznamy Studie v
accordance with the Protocol sulade s protokolom a pri takych
and under storage conditions podmienkach skladovania, ktoré
conducive to their stability and st vhodné pre ich stabilitu a
protection. The Physician and ochranu. Lekar a zdravotnicke
the Institution further agree to zariadenie dalej suhlasia, ze na
permit the Sponsor to ensure naklady zadavatela umoznia
that the records are retained for zadavatelovi zabezpecit
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a longer period if necessary, at uschovanie zaznamov dlhsi cas

the Sponsor's expense, under pre pripad potreby, v ramci

an arrangement that protects dohody, ktord chrani dévernost
the confidentiality of the records zaznamov  (napr. bezpecné

(e.g. secure off-site storage); uskladnenie mimo pracoviska);

i) provide to Sponsor timely i)  poskytn(t zadavatelovi vcasné
updates of their contact data; aktualizacie svojich kontaktnych

udajov;

j) if required, assist any Study j)  ak je potrebné, poskytnut
Patient with contacting pomoc pacientovi studie
Sponsor’s Data Protection kontaktovanim kontaktnej osoby
Responsible: Ing. Tomas Marek, zadavatela  zodpovednej za
tel: 02/5710 3011. ochranu osobnych udajov Ing.

Tomas Marek, tel:02/5710 3011.

3.3 In the cooperation with Sponsor the | 3.3 Pri spolupraci so zadavatelom plati
following shall apply: nasledujlice:

a) The Institution and Physician a) pocas bezného pracovného casu
must allow any person a s oznamenim jeden pracovny
nominated by the Sponsor den vopred musia zdravotnicke
during regular business hours zariadenie a lekar umoznit
and with one Business Day akejkolvek osobe vymenovanej
notice in advance access to the zadavatelom pristup:
following:

i. subject records relating to i. k zdznamom pacientov,
the Study; ktoré sa tykaju Studie;

ii. the Institution and facilities ii. do zdravotnickeho
where the Study is being zariadenia a zariadenia,
conducted; and kde sa stadia vykonava; a

iii. any Study Materials. ii. k akymkolvek materidlom

Stadie.

3.4 Regulatory or other authorities shall | 3.4 Priamy a okamzity pristup k tymto
be allowed direct and immediate istym informacidm musi byt povoleny
access to the same information. aj regulacnym alebo inym organom.
b) Subject to Clause 9 of this b) Vzhladom na cldnok 9 tejto

Agreement, the Institution and Zmluvy nesmie zdravotnicke

the Physician must not, without zariadenie ani lekar bez

the prior written approval of the predchadzajlceho pisomného

Sponsor, disclose any sihlasu zadavatela Ziadnej tretej

Confidential Information to any osobe oznamovat akékolvek

third person other than for the doverné informacie, iné, ako su

proper conduct of the Study and potrebné pre riadne vykonanie
in accordance  with  this Stidie. Ak sa takéto informacie

Agreement provided that such poskytnu, ich prijemcovia su v

recipients are  bound by sulade s touto Zmluvou

obligations of confidentiality and zaviazani micanlivostou a ich
non-use to Sponsor which are nevyuzivanim voci zadavatelovi,
equal to the terms of this ¢o sa zhoduje s podmienkami

Agreement. Physician shall tejto Zmluvy. Lekar sa musi

ensure that said recipients be uistit, Ze uvedeni prijemcovia su

fully aware of the obligations of si plne vedomi toho, Ze su
confidentiality of this Agreement viazani mléanlivostou podlia tejto
and shall be responsible for any Zmluvy a za akékolvek
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breach of these provisions by
such recipient.

porusenie tychto ustanoveni
takymto prijemcom bude
zodpovedny lekar.,

c¢) Institution and Physician
acknowledge and agree that in
accordance with the Protocol,

c) Zdravotnicke zariadenie a lekar
beri na vedomie a suhlasia s
tym, Ze v sulade s protokolom,

i the Study is being
conducted as part of a
multi-centre non-

interventional Study,

i bude stiudia vykonana ako
sucast multicentrickej
neintervencénej studie,

ii. that the number of non- i. o pocte pracovisk
interventional Study sites neintervencnej stidie bude
will be decided solely by rozhodovat vyhradne
Sponsor, zadavatel,

iii. that these sites may enroll iii. tieto pracoviskd mobzu
Study Subjects in mutual zaregistrovat pacientov

competition, and

studie vo vzajomnej sutazi,

iv. that Sponsor reserves the
right to end Study Subject
enrolment under this
Agreement when the
desired number of Study
Subjects for all non-
interventional Study sites

has been reached.
Institution and Physician
agree that further

enrolment of subjects must
not take place after Study
Subject enrolment has
been ended by Sponsor.

a
iv. zadavatel si vyhradzuje
pravo ukoncit registraciu

pacienta Studie v stlade s
touto Zmluvou, ak uz bol

dosiahnuty pozadovany
pocet pacientov Stldie pre
vietky pracoviska
neintervenénej Studie.

Zdravotnicke zariadenie a
lekar sudhlasia s tym, ze po

ukonceni registracie
pacientov Studie
zadavatefom sa nesmie
konat dalSie zaradenie

pacientov do sStudie.

d) If electronic systems are used in
the Study, it may be required to
file these site specific data at
the Study site. If the Sponsor
provided media is found not
readable during the retention
period, a new copy can be
provided by the sponsor.

d) Ak su v Studii pouzité
elektronické systémy, mozZe sa
pozadovat uschovanie tychto
udajov Specifickych pre
pracovisko na pracovisku Studie.
Ak sa zistilo, Ze zadavatelom
poskytnuté meédium bolo pocas
uschovavania necitatelne,
zadavatel méze poskytnit novu

kopiu.

4, OBLIGATIONS OF THE SPONSOR 4. POVINNOSTI ZADAVATELA

4.1 Sponsor shall conduct the Study in | 4.1 Zadavatel! musi vykonat $tudiu v
accordance with the terms of this sulade s podmienkami tejto Zmliuvy a
Agreement and all applicable vSetkymi platnymi medzindrodnymi a
international and local laws and miestnymi zakonmi a nariadeniami,
regulations, including guidelines vratane smernic, ktoré upravuju
governing the conduct of non- priebeh neintervencnych studii.
interventional studies.

4.2 The Sponsor agrees to provide: 4.2 Zadavatel suhlasi s tym, Ze poskytne:
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a) the Study Materials necessary
for the conduct of the Study as
specified in the Protocol;

a) materidly $tidie nevyhnutné na
vykonanie  Studie, ako je
stanovené v protokole;

b) reasonable training and
supervision during the conduct
of the Study.

b) primerané Skolenie a dohlad
pocas vykonavania studie.

acknowledge that Personal Data
(including Sensitive Personal Data)
relating to the Physician and the
Institution and the site staff:

5. PERSONAL DATA 5. OSOBNE UDAJE

5.1 Information related to site and site | 5.1 Informacie tykajuce sa pracoviska a
staff received in relation to the Study prijatych pracovnikov na pracovisko
may include data (such as but not mozu vo vztahu k studii zahrnat Gdaje
limited to surname, forename, (ako sU okrem iného priezvisko,
initials, title, degree/qualifications, meno, inicialy, titul,
contact details including business hodnost/kvalifikacia, kontaktné udaje
postal address, postal code, country, vratane postovej adresy spolo¢nosti,
email address, telephone number(s) poétového smerového Cisla, Statu,
and fax number(s), associated clinics mailovej adresy, telefonneho Cisla
and/or hospitals, position/role in the (Cisiel) a Ccisla (Cisiel) faxu,
organisation, memberships, pridruzenych klinik a/alebo nemocnic,
therapeutic specialties/interests, pozicie/ulohy v organizacii, clenstva,
board certifications) which constitute terapeutickych Specializacii/zaujmov,
Personal Data/Sensitive  Personal osvedcenia komisii), ktoré
Data and is subject to specific predstavuju  osobné  U(daje/citlivé
national legislation relating to the osobné uUdaje a podliehaju zvlastnym
processing, storage, transfer and use narodnym pravnym predpisom, ktoré
of such data. sa tykaju spracovania, skladovania,

prenosu a pouZzitia takychto tdajov.

5.2 Sponsor  will take appropriate | 5.2 Zadavatel prijme primerané opatrenia
measures to protect the na ochranu ddvernosti a zabezpecenia
confidentiality and security of all vietkych osobnych U(dajov, ktoré
Personal Data that it receives from dostane od lekara a zdravotnickeho
the Physician and the Institution in zariadenia v slvislosti so Studiou.
connection with the Study.

5.3 Physician and the  Institution | 5.3 Lekar a zdravotnicke zariadenie beru

na vedomie, Ze osobné Udaje
(vratane citlivych osobnych u(dajov)
tykajuce sa lekara a zdravotnickeho
zariadenie a pracovnikov pracoviska:

a) will be held until deemed not
useful by Sponsor or, if
applicable, until relevant
revocation of consent as per
clause 5.4 below, on one (1) or
more databases for the
purposes of determining the
Physician’s and the Institution's
involvement in future research
and in order to comply with any
regulatory requirements;

a) bude zadavatel uschovavat
dovtedy, kym ich neprestane
povazovat za uzitoéné alebo, ak
je to potrebné, do prislusného
odvolania sthlasu podla clanku
54 v jednej (1) alebo vo
viacerych databazach na ucely
urcenia ucéasti lekara a
zdravotnickeho  zariadenia v
budicom vyskume a za ucelom
dodrZania vsetkych zdakonnych
poziadaviek;

b) may be disclosed or transferred
to the Sponsor, Sponsor’s
Affiliates worldwide, to
representatives and contractors

b) mdézu byt zverejnené alebo
posunuté zadavatelovi,
pobo¢kam zadavatela na celom
svete, zastupcom a investorom,
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working on behalf of the
Sponsor group including outside
Europe and to regulatory
authorities across the world;

ktori pracuju v mene skupiny
zadavatela, vratane krajin mimo
Eurdépy, a regulacnym organom
v ramci celého sveta;

c) The Physician and the
Institution shall ensure that all
necessary consents are in place
to give effect to this clause.

c¢) Lekar a zdravotnicke zariadenie
zabezpecdia vSetky potrebné
stihlasy, aby tento clanok
nadobudol platnost.

5.4 The Physician acknowledges that | 5.4 Lekar berie na vedomie, Ze ma pravo:
he/she has the right:

a) to access the Personal Data held a) na pristup k osobnym udajom,
about him/her by or on behalf of ktoré si o fnom/nej drzané
Sponsor and to ascertain the zadavatelom alebo v mene
purposes for which it is zadavatela a zistit ucel ich
processed subject to certain spracovania, ktory podlieha
criteria being met. plneniu urcitych kritérii.

b) contact the Sponsor, via the b) kontaktovat zadavatela
normal contact point, in order to prostrednictvom bezného
ask for his/her Personal Data kontaktného miesta za U(celom
not to be used (revocation of Ziadosti, aby sa jeho/jej osobné
consent). In case such consent udaje nepouzili (odvolanie
is revoked, Sponsor will only stihlasu). Pri takomto odvolani
retain the Physician’s name, sthlasu zadavatel' uschova len
address and phone number, as meno, adresu a telefonne cislo
well as data obtained as part of lekdra a aj Gdaje ziskané v ramci
the operation of this Study. vykondvania tejto Studie.

5.5 The Physician as a person concerned | 5.5 Lekdr ako dotknutd osoba tymto
hereby confirms that prior to the potvrdzuje, Ze pred poskytnutim
provision of personal data to the osobnych udajov zadavatelovi
Sponsor under this Agreement, v zmysle tejto Zmliuvy mu boli zo
he/she has been provided by the strany zadavatela poskytnuté
Sponsor with information under informéacie v zmysle v ¢lanku 13 a 14
Article 13 and 14 of the General Data Nariadenia o ochrane osobnych
Protection Regulation (the GDPR), as udajov  (GDPR), ato v
specified in APPENDIX 9 of this zmysle PRILOHY 9 k tejto Zmluve.
Agreement.

5.6 The Physician and the Institution will | 5.6 Pri vypracovavani a podavani sprav
comply with all relevant laws relating §tudie budl lekdr a zdravotnicke
to the protection and use of Personal zariadenie dodrziavat vSetky prislusné
Data and Sensitive Personal Data zakony, ktoré sa tykaju ochrany a
privacy in its conduct and reporting of vyuzitia sikromnych osobnych Gdajov
the Study. a citlivych osobnych tdajov.

5.7 The Physician and the Institution | 5.7 Lekar a zdravotnicke zariadenie
shall take all technical and prijmu vSetky technické a
organizational measures to prevent organizacné opatrenia, aby sa
unauthorized or unlawful processing, zabranilo neopravnenému alebo
accidental loss, destruction of, nezakonnému spracovaniu, nahodnej
damage to, or disclosure of such strate, zniCeniu, poskodeniu alebo
data. zverejneniu tychto udajov.

6. DISCLOSURE REQUIREMENTS 6. ZVEREIJNENIE POZIADAVIEK

6.1 Starting 2016, European Federation | 6.1 Potinajuc rokom 2016, clenské
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of Pharmaceutical Industries and spolocnosti Eurdpskej federacie
Associations (“EFPIA”), and the farmaceutického priemyslu a zdruzeni
Sponsor (Novo Nordisk) is required to (,EFPIA"“), a teda zadavatel (Novo
make public details of payments and Nordisk) ma za povinnost zverejnit
transfer of value or in kind ("ToV") podrobnosti o vykonanych platbach a
made to healthcare professionals prevode hodnoty alebo naturalii
("HCPs") and healthcare ("ToV”) zdravotnikom (,HCP") a
organizations ("HCOs") whose zdravotnickym organizaciam
primary practice, principal (,HCO"), ktorych primarna prax,
professional address or place of hlavné miesto vykonavania povolania
incorporation is in Europe during the alebo miesto zaloZenia bolo pocas
previous calendar year. predchadzajuceho kalendarneho roka
v Eurépe.

6.2 The Physician and Institution are | 6.2 Lekar a zdravotnicke zariadenie su
hereby informed that information tymto pouceni o tom, Ze informacie o
about the Institution is collected, inStitlcii sa zhromazduju, pouzivaju,
used, stored, transferred and uchovavaju, prenasaju a zverejniuju
disclosed (collectively “Processed”) (sthrnne ,Spracuvaju“) zadavatelom
by or on behalf of the Sponsor. This alebo v jeho mene. Su tu okrem
includes, but is not limited to, iného zahrnuté informacie ako meno,
information such as name, business obchodna adresa, kontaktné (daje,
address, contact details, nature of povaha vztahu so zaddavatelom,
relationship with the Sponsor, tax dafiové Eislo, jedine¢ny identifikacny
number, unique identifier, and any tdaj a akékolvek prevody hodnoty
transfers of value (including but not (vratane, ale nie vylu¢ne tykajlce sa
limited to payments) from the platieb) zdravotnickemu zariadeniu od
Sponsor to the Institution. zadavatela.

6.3 Institution agrees to provide the | 6.3 Zdravotnicke zariadenie suhlasi, Zze
Sponsor, with all details and bude zadavatelovi poskytovat vsetky
information reasonably required by podrobnosti a informacie, ktoré
the Sponsor for the purpose of zadavatel odévodnene pozaduje pre
observing the Sponsor’s compliance dodrziavanie poziadaviek zo strany
with the requirements for zaddvatela na uzatvaranie, sledovanie
contracting, tracking and disclose a zverejhovanie prevodu hodnot
transfer of values to Institution. zdravotnickemu zariadeniu.

6.4 To the extent the Institution/Practice | 6.4 V rozsahu v akom zdravotnicke
is sharing and providing information zariadenie  zdiela a poskytuje
about employees of the Institution to informacie o zamestnancoch
the Sponsor, the Institution zdravotnickeho zariadenia
acknowledges that the employees zaddavatelovi, zdravotnicke zariadenie
have been informed hereof and has tymto potvrdzuje, Ze zamestnanci boli
been provided with all information informovani o tejto skutolnosti a Ze
required under applicable laws, im boli poskytnuté vSetky informacie
including the information set out in vyzadované podia prislusnych
Article 13 and 14 of the General Data predpisov, vratane informacii v
Protection Regulation (the GDPR). zmysle v c¢lanku 13 a 14 Nariadenia
The Institution/ will indemnify the o ochrane osobnych udajov (GDPR).
Sponsor and any affiliate of the Zdravotnicke zariadenie odSkodni
Sponsor for any and all potential zadavatela alebo akukolvek pobocku
claims, expenses, losses and zadavatela za akékolvek a vsetky
damages or liabilities incurred by the potencidlne naroky, vydavky, Skodu
Sponsor or an affiliate of the Sponsor alebo zavazky, ktoré vzniknu
arising from the Institution’s breach zadavatelovi alebo pobocke
of its obligations to provide zadavatela pa dovodu porudenia
information to the employees. svojich  povinnosti  zdravotnickeho

zariadenia poskytut tieto informacie
zamestnancom.

7. PAYMENT | 7. PLATBA
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7.1 Each payment shall be made on the | 7.1. KaZdéd platba sa vykond na zaklade
basis of an invoice stating all relevant faktiry, v ktorej budi uvedené vsetky
details regarding number of Study relevantné informacie tykajlce sa poctu
Subjects and time spent. ANY pacientov Studie a mnozstva
PAYMENT PAYABLE BY SPONSOR strdveného ¢asu. KAZDU PLATBU
IS DUE FORTYFIVE (45) DAYS ZADAVATEL UHRADI DO
AFTER RECEIPT OF A CORRECT STYRIDSATPAT (45) DNi, KED
AND PROPER INVOICE PREPARED DOSTANE SPRAVNU A NALEZITU
IN ACCORDANCE WITH THE FAKTURU VYSTAVENU V SULADE S
SPONSOR INVOICING POKYNMI ZADAVATELA OHLIADOM
INSTRUCTIONS SET OUT 1IN FAKTURACIE, KTORE SU UVEDENE
APPENDIX 7. THE PARTIES V PRILOHE 7. STRANY BERU NA
ACKNOWLEDGE THAT  THIS VEDOMIE, ZE TENTO TERMIN
PAYMENT DEADLINE HAS BEEN SPLATNOSTI BOL SPRAVODLIVO A
ACTIVELY NEGOTIATED AND PRIMERANE AKTIVNE DOHODNUTY
AGREED BETWEEN THE PARTIS A ODSUHLASILI HO OBIDVE
AS FAIR AND REASONABLE. For STRANY. Aby sa predislo
the avoidance of doubt, all bank fees pochybnostiam, vsetky bankoveé
related to receipt of interbank poplatky tykajlice sa prijmu
transfers must be borne by the medzibankovych prevodov musi niest
recipient. Furthermore, each invoice prijemca. Kazda faktira musi navyse
shall include full details regarding the obsahovat vsetky Udaje o bankovom
bank account to which the payment Gcéte, na ktory sa ma platba odoslat.
shall take place.

7.2 The sponsor will pay the whole| 7.2 Zadavatel' vyplati dohodnutd odmenu
agreed amount of the payment (100 v 100 % vyske na Gcet institucie na
%) according to this Agreement to zaklade tejto Zmluvy. Dohodnuta
the Institution. This amount does not odmena nezahria odmenu pre
contain the payment for the Physician Lekdra a nim urceny pracovny tim.
and other site staff. Payment for the Odmenu pre Lekara a jeho tim sa
Physician and other site staff is part zadavatel zavazuje riesit v separatnej
of a separate agreement. zmluve.

8. STUDY TIME SCHEDULE 8. CASOVY HARMONOGRAM STUDIE

8.1 This Agreement is concluded for | 8.1 Zmluva sa uzatvara na dobu urditu.

certain time period. For the whole
Study the following dates are in
force:

Pre celt Studiu platia tieto datumy:

Esimated FPFV: 17 March 2019. This date of
FFPV applies only to the stated Study site.

Predpokladany datum FPFV (prva navsteva
prvého pacienta): 17. marec 2019. Uvedeny
datum FPFV je platny len pre dané pracovisko
Studie.

LPFV: 11 November 2019

LPFV (prva navsteva posledného pacienta):
11. november 2019

LPLV: 20 July 2020

LPLV (posledna navsteva posledného

pacienta):
20. jul 2020
8.2 The date of the FPFV can be delayed | 8.2 Datum FPFV mézZe zadavatel odlozit,
by the Sponsor; however, in such no v takom pripade bude datum LPFV
case date of LPFV shall still be valid. aj nadalej platny. Datum LPFV modze
LPFV . can only be delayed by odlozit iba zadavatel v sulade so
Sponsor, in accordance with its svojimi  vnutornymi  schvalovacimi
internal approval procedures. postupmi.
8.3 If the Physician has not included 1 | 8.3 Ak po 24 tyzdnoch od FPFV [v sulade
Patient after 24 weeks from FPFV [in so stratégiou naboru] lekar nezaclenil
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accordance with the recruitment 1 pacienta do Studie, zadavatel moze

strategy], it may be decided by the rozhodnit o prerozdeleni pacientov

Sponsor to re-allocate Study Subjects Studie na iné pracoviska a pracovisko

to other sites and the site may be sa moze zrusit.

closed.

9. CONFIDENTIAL INFORMATION 9. DOVERNE INFORMACIE

9.1 The information obtained during the | 9.1 Informacie ziskané polas
conduct of this Study is considered vykonavania tejto Stidie sa povazuju
Confidential Information and will be za ddverné a zadavatel ich pouZije na
used by Sponsor for safety purposes. bezpecénostné ucely.

9.2 All information supplied by Sponsor in | 9.2 Véetky zadavatelom  poskytované
connection with this Study shall at all informacie v suvislosti s touto Studiou
times during the term of this ostani po cely cas trvania tejto
Agreement and thereafter remain the Zmluvy, a cely ¢as po nej vyhradnym
sole property of Sponsor and is to be vliastnictvom zadavatela a povazuju
considered Confidential Information. sa za ddverné. Strany prijmu vSetky
The Parties shall take all reasonable primerané opatrenia, aby nedoslo k
steps to ensure that any Confidential zverejneniu akychkolvek dévernych
Information shall not be disclosed, informacii, ¢i priamo alebo nepriamo,
whether directly or indirectly, to third tretim strandm bez predchadzajliceho
parties without the prior written pisomného suhlasu druhej strany,
consent of the other Party, which ktorej suhlas nema byt bezddévodne
consent shall not be unreasonably odmietnuty, s vynimkou:
withheld, except:

a) for the purpose contemplated, a) zamyslaného Gcelu, na zaklade
pursuant to and in accordance podmienok tejto Zmiluvy a v
with the terms of this stlade s nimi;

Agreement;

b) with the consent of the other b) v pripade suhlasu druhej strany
Party and then only to the a potom len v rozsahu
extent specified in such stanovenom takymto suhlasom;
consent; and a

c) to the extent as may be c) do rozsahu, ktory moze byt
required by law or in accordance pozadovany zakonom  alebo
with the order of a court of v sulade S rozhodnutim
competent jurisdiction, prislusného sudu, nariadenim,
regulation, effective government platnou vladnou politikou alebo
policy or by any regulatory ktorymkolvek regulacnym
authority arising out of this organom vyplyvajucim z tejto
Agreement or relating to or in Zmluvy alebo tykajucim sa, di
connection with the other Party, stvisiacim s druhou stranou za
provided that the Party so predpokladu, Ze vyZadujluca
required must give the other strana musi druhu  stranu
Party prompt written notice and okamzite pisomne upovedomit a
make a reasonable effort to vynalozit primerané Usilie na
obtain a protective order. ziskanie ochranného prikazu.

9.3 The restrictions on disclosure of | 9.3 Obmedzenia tykajuce sa
Confidential Information described zverejiiovania opisanych dévernych
above shall not extend to information informacii sa nevztahuju na
which: informacie, ktore:

a) is, at the time of the disclosure a) su podla tejto Zmluvy v case
hereunder in the public domain, zverejnenia verejne zndme alebo
or subsequently enters the sa stan( verejne znamymi bez
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public domain through no
breach of this Agreement,

porusenia tejto Zmluvy,

b) can be shown by the receiving
Party to have been in its
possession at the time of
disclosure hereunder,

b) moze prijimajlca strana
preukazat, Ze v ¢ase zverejnenia
boli v jej vlastnictve,

c) is lawfully acquired by the
receiving Party from a third
party under no obligation of
confidentiality to the disclosing
Party,

c) zakonne nadobudla prijimajuca
strana od tretej strany bez
povinnosti zachovat micanlivost
voci zverejiujucej strane,

d) is independently developed by
an employee of the receiving
Party or its Affiliates without
reference to or reliance upon
Confidential Information
disclosed by the other Party, or

d) nezavisle vyvinul zamestnanec
prijimajucej strany alebo jej
poboCiek bez referencie alebo
spoliehania sa na doverné
informacie zverejnené druhou
stranou, alebo

e) is required to be disclosed by
law, or by order of a court of
competent jurisdiction;
provided, however, that the
receiving Party shall provide the
disclosing Party with notice as
soon as possible enabling the
disclosing Party to contest such
potential use or disclosure.

e) sa musia zverejnit podla zdkona
alebo na zaklade rozhodnutia
prislusného  sudu; ale za

predpokladu, Ze prijimajlca
strana co najskér  poda
zverejnujucej strane
oznamenie, ¢im umozni
zverejiiujicej strane napadnut

tito moZnost ich pouzitia alebo
zverejnenia.

10. INTELLECTUAL PROPERTY 10. DUSEVNE VLASTNICTVO

10.1 All Intellectual Property created and | 10.1 Akékolvek dusevné vlastnictvo
provided by the Sponsor shall remain vytvorené a poskytnuté zadavatelom
the sole property of the Sponsor. ostava vyluénym vlastnictvom

zadavatela.

10.2 The Physician and the Institution [ 10.2 \/ slvislosti so Studiou musi lekar
shall promptly disclose to the alebo zdravotnicke zariadenie
Sponsor all inventions and zadavatela okamzite informovat o
discoveries made by the Physician véetkych  svojich  vynalezoch a
related to the Study and assign the objavoch a lekar alebo zdravotnicke
exercise of property rights to the zariadenie postupit vykon
Sponsor. Remuneration for such majetkovych prav k vynalezom a
assignment pursuant the previous objavom zadavatelovi. Odmena za
sentence of this Clause of this postipenie podla predchadzajlcej
Agreement is included in the vety tohto &lanku Zmluvy je zahrnuta
payment under Clause 7 of this v platbe podla ¢lanku 7 Zmluvy.
Agreement.

10.3 The Physician shall have a royalty- | 10.3 Lekar ma bezplatné pravo pouzit
free right to use the results for non- vysledky na nekomercné vyskumné a
commercial research and teaching vzdelavacie Ucely.
purposes.

11. REPORTS AND PUBLICATIONS 11. SPRAVY A PUBLIKACIE

11.1 Preparation and publication of | 11.1 Priprava a publikdcia informacii

information obtained during the

ziskanych podas vykondvania Studie
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conduct of the Study shall be carried sa bude realizovat v sulade
out in accordance with the Protocol. s protokolom.
12. INDEMNITY STATEMENT 12. VYHLASENIE O ZODPOVEDNOSTI
12.1 Sponsor carries product liability | 12.1 Zadavatel nesie pravnu zodpovednost
assumed under the special laws, acts v sulade s osobitnymi zakonmi,
and/or guidelines for conducting pravnymi predpismi a/alebo
post-approval non-interventional smernicami na vykonavanie
studies in the country where the neintervenénej Studie po schvaleni

Study is conducted, unless others lieku v krajine, v ktorej sa Studia

have shown negligence. vykondva, ak sa nepreukazala

nedbalost zo strany inych.

13. TERM AND TERMINATION 13. TRVANIE A UKONCENIE
13.1 This Agreement shall become valid on | 13.1 Tato zmluva nadoblda platnost diiom
the date of its signature by all parties jej podpisania vSetkymi zmluvnymi
and will be effective one day after the stranami a uéinnost driom

publication day according to § 47a nasledujicim po dni jej zverejnenia v

section 1 of Act no. 40/1964 Coll. zmysle § 47a ods. 1 zakona C.

Civil Code as amended, in the central 40/1964 Zb. Obéiansky zakonnik v

registry of contracts at zneni  neskorsich predpisov Vv

www.crz.gov.sk, since it is a legally centralnom registri zmluv na

published  contract  within  the www.crz.gov.sk, nakolko ide o

meaning of § 5a section 1 of Act no. povinne zverejiiovantd zmluvu Vv

211/2000 Coll. on Free Access to zmysle § 5a ods. 1 zdkona C.

Information and amending certain 211/2000 Z.z. o slobodnom pristupe

laws as amended. The Sponsor k informacidam a o zmene a doplneni

agrees with the publication of this niektorych zakonov v zneni

Agreement. This Agreement shall neskorsich predpisov.Zadavatel

terminate without further notice upon suhlasi so zverejnenim tejto Zmluvy

completion of the Study in podla predchddzajicej vety. Uinnost
accordance with the Protocol, until zmluvy sa skonéi bez dalSieho

22-Dec-2020 the latest |. Clauses ozndmenia po skonceni Studie v

3.2 let. b), g), h), i), 9 and 14 shall stlade s protokolom, najneskor vSak

survive the termination of this 22. decembra 2020. Clanky 3.2

Agreement. pism. b), g), h), i), 9 a 14 zostanu v

platnosti aj po ukonceni tejto Zmluvy.
13.2 The Sponsor may terminate this| 13.2 Zadavatel moze tito Zmluvu ukonéit:

Agreement as follows:

a) if Physician or Institution a) ak lekar alebo zdravotnicke
negligently fails to perform or zariadenie v suvislosti s touto
performs negligently any Zmluvou z nedbanlivosti
material work in accordance nevykondva alebo vykonava
with this Agreement and such nedbanlivo akukolvek fyzicku
failure continues and is not pracu a toto zlyhanie trva a nie
removed in a period of thirty je odstrdnené v lehote tridsat
(30) days after receipt of (30) dni od dorucenia
written notice of the Sponsor; pisomného upozornenia od

zadavatela;

b) if Physician for administrative or b) ak lekar 2z administrativnych
other reasons becomes unable alebo z akychkolvek inych
to recruit Study Subjects for the dévodov nedokaze ziskat
Study; pacientov do Stadie;

c) with immediate effect, if the c) s okamzitou platnostou, ak
Sponsor  and/or _ regulatory zaddvatel' a/alebo  regulacny
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authority recognise that any
safety concerns necessitate
discontinuation of the Study;

zadujme
potrebné

organ uznd, zZe v
bezpecnosti je
ukoncenie Studie;

d) if continuation of the Study

d) podanim pisomného oznamenia

becomes unfeasible for the lekdrovi jeden (1) mesiac

Sponsor for efficacy reasons, by vopred, ak je pokracovanie tejto

giving Physician one (1) month's studie pre zadavatela

prior written notice; neuskutocnitelné z  ddvodov
efektivnosti;

e) In the event of termination of e) Ak  zadavatel' ukondi tdato
this Agreement by the Sponsor Zmluvu podla ¢lanku 13.2b), c),
pursuant to Clause 13.2b), c), alebo d), =zadavatel =zaplati
or d), above, the Sponsor shall lekarovi za vSetky spravne

pay Physician for all services
properly performed in
accordance with this Agreement
until the point in time of the
expiry of the notice of
termination, if relevant. Upon
receipt of a termination notice
Physician shall cease any work
not deemed necessary by the
Sponsor for the orderly close
out of Study or for the fulfilment
of regulatory requirements.

vykonané sluzby v stlade s
touto Zmluvou az do okamihu
skoncenia platnosti ozndmenia o
ukonceni, ak je to relevantné.
Po dorudeni ozndmenia o
ukonceni lekar zastavi akukolvek
pracu, ktora zadavatel
nepovazuje za nevyhnutni pre
riadne uzatvorenie Stidie alebo
splnenie regulaénych
poziadaviek.

13:3 The Physician and the Institution may | 13.3 Lekdr a zdravotnicke zariadenie mozu
terminate this Agreement as follows: tito Zmluvu ukondit:

a) if Sponsor negligently fails to a) ak zadavatel v suvislosti s touto
perform or performs negligently Zmluvou z nedbanlivosti
any material work in accordance nevykonava alebo vykonava
with this Agreement and such nedbanlivo akukolvek fyzickd
failure continues and is not pracu a toto zlyhanie trva a nie
removed in a period of 30 days je odstranené v lehote 30 dni od
after receipt of written notice of dorucenia pisomného
the Physician; upozornenia od lekara;

b) if the Physician becomes b) ak sa lekar stane dlhodobo
incapacitated or terminates praceneschopnym alebo ukonci
his/her relationship with the svoj vztah so zdravotnickym
Institution and a replacement zariadenim a po primeranom
suitable to and agreed by the usili zo strany zdravotnickeho
Sponsor cannot, after zariadenia sa nendjde vhodny
reasonable efforts by the nahradnik, s ktorym by suhlasil
Institution, be found. zadavatel.

13.4 The Physician is obliged to inform the | 13.4 Lekar je povinny ozndmit ukonéenie Studie na

Institution about the end of Study within »Referat klinickych studii v UNB Bratislava,

15 days to the following address ,Referat Pazitkova 4, 821 01 Bratislava" najneskér

klinickych stadii v UNB Bratislava, do 15 dni.

Pazitkova 4, 821 01 Bratislava".

14, GOVERNING LAW AND DISPUTE 14. ROZHODNE PRAVO A RIESENIE

RESOLUTION SPOROV

14.1 Parties will use commercially | 14.1 Strany vynaloZia obchodne primerané
reasonable efforts to settle all Usilie, aby sa vsetky zaleZitosti
matters in dispute amicably. All vyrieSili zmierom. VsSetky spory
disputes arising out of or in vyplyvajice ztejto Zmluvy alebo
connection with this Agreement will suvisiace s touto Zmluvou budd
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be settled by relevant courts in

vyrieené pred prislusSnymi sddmi

Slovakia. Slovenskej republiky.

14.2 The Sponsor shall be entitled to seek | 14.2 Zadavatel je opravneny poZadovat
temporary and permanent injunctive docasny a trvaly sudny prikaz na
relief against any threatened or akomkolvek prislusnhom sude proti
actual breach of this Agreement or akémukolvek hroziacemu alebo
the continuation of any such breach aktudlnemu poruseniu Zmluvy alebo
in any court of competent pretrvavaniu takéhoto porusenia.
jurisdiction.

14.3 This Agreement shall be construed | 14.3 Tato Zmluva sa musi vykladat a
and interpreted pursuant to the Laws interpretovat podla zakonov
of Slovakia. Slovenskej republiky.

15. GENERAL 15. VSEOBECNE INFORMACIE

15.1 Any notice, report, request, approval, | 15.1 Akékolvek oznamenie, sprava,

consent, invoice, payment or other
communication required or permitted
to be given under this Agreement
shall be in writing and shall for all
purposes be deemed to be fully given
and received if delivered in person or
sent by registered mail, or by
facsimile transmission (with an
appropriate transmission receipt) to
the respective Parties at the following
addresses:

Ziadost, schvalenie, suhlas, faktura,
platba alebo ind komunikacia,
vyzadovana alebo povolend, ktora je
dand na zaklade tejto Zmluvy, musi
mat pisomnt formu a za kazdych
okolnosti sa musi povazovat za riadne
podanti a prijatd, ak je dorucena
osobne alebo zasland doporucenou
zasielkou alebo faxom (s prislusnym
potvrdenim o doruéeni) prisluSnym
stranam na nasledujuce adresy:

If to the Sponsor: Novo Nordisk Slovakia
slrlol

Ak zadavatelovi: Novo Nordisk Slovakia

S.r.0.

ROSUM, Bajkalska 19B
821 01 Bratislava - mestska ¢ast RuZinov

ROSUM, Bajkalska 19B
821 01 Bratislava - mestska €ast Ruzinov

Contact person: MUDr. Adam Hl6ska, MPH

Kontaktnd osoba: MUDr. Adam HIlo6ska,

MPH

fax: +421 2 5710 3000

fax: +421 2 5710 3000

Email: axhl@novonordisk.com

Email: axhl@novonordisk.com

If to the Physician:
Prof. MUDr. Angelika Batorova, PhD.

Klinika hematolégie a transfuziolégie LF
UK, SZU a UNB

Nemocnhica sv. Cyrila a Metoda, UNB
Antolska 11

85107 Bratislava

Ak lekarovi:
Prof. MUDr. Angelika Batorova, PhD.

Klinika hematolégie a transfuzioloégie LF
UK, SZU a UNB

Nemocnica sv. Cyrila a Metoda, UNB
Antolska 11

85107 Bratislava

Fax:+4212 6353 1454

Fax:+4212 6353 1454

Contact: batorova@hotmail.sk

Kontakt: batorova@hotmail.sk

If to the Institution:

Univerzitna nemocnica Bratislava
Pazitkova 4

821 01 Bratislava

Ak zdravotnickemu zariadeniu:
Univerzitna nemocnica Bratislava
Pazitkova 4

821 01 Bratislava

Contact: sekretariat@ru.unb.sk

Kontakt: sekretariat@ru.unb.sk
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15.2 Based on agreement of both Parties, | 15.2 Akakolvek jednoduchd komunikacia
any simple communication between medzi stranami (napr. oznamenie,
Parties (e.g. notice, report, request, sprava, ziadost, schvalenie, atd.),
approval, etc.) may be sent by e-mail moéze byt na zdklade dohody stran
communication to e-mail addresses zasland aj e-mailovou komunikéciou
above (with an appropriate (s prislusnym potvrdenim o doruceni
transmission receipt of the other od druhej strany) na vy$Sie uvedené
Party). e-mailové adresy.

15.3 During the course of this Study there is | 15.3 PoCas Studie nebude nutnd hospitalizacia
no need for hospitalisation of the Study Pacientov studie.

Subjects.

15.4 Laboratory assessments will not be required | 15.4 Laboratérne vySetrenia v Stadii  nebudd
in the Study. vykondvane.

16. ASSIGNMENT 16. POSTUPENIE PRAVA

16.1 This Agreement shall not be| 16.1 Ziadna strana nesmie postupit tato
assigned, in whole or in part, by Zmluvu, v celku alebo jej ¢ast, bez
either Party without the prior written predchadzajlceho pisomného sthlasu
consent of the Parties hereto. zmluvnych stran.

16.2 Sponsor shall have the right at any | 16.2 Zadavatel ma pravo ktorejkolvek
time to assign or transfer any or all of z jeho pobociek kedykolvek postupit
its rights and obligations under this alebo previest niektoré alebo vsetky
Agreement to any of its Affiliates. For jeho prava a povinnosti vyplyvajlce z
this purposes, the above Clause 16.1 tejto Zmluvy. Pre tieto Gcely sa clanok
will not apply. Assignment of the 16.1 vyssie neuplatni. Postipenie prav
rights and obligations of the Sponsor a povinnosti zadadvatela (pripadne
(potentially authorised splnomocneného zastupcu zadavatela)
representative) arising out of this vyplyvajucich zo zmluvy musi byt
Agreement must be the approved by podmienené  pisomnym  suhlasom
the Institution as written notice. Institicie.

16.3 For the purpose of this Agreement | 16.3 Pre Gcely tejto Zmluvy sa pobockou
Sponsor's Affiliate mean any zadavatela rozumie kazda firma,
corporation, company, partnership, spolo¢nost,  partnerstvo,  spolo¢ny
joint venture or other entity which podnik alebo ind pravnickd osoba,
Controls, is Controlled by, or is under ktord riadi, je riadend alebo je pod
common Control with a person or spoloénym riadenim fyzickou alebo
entity. “Control” means the pravnickou osobou. ~Riadenie"
ownership of more than fifty percent znamena  vlastnictvo viac  ako
(50%) of the issued share capital or patdesiatich percent (50 %)
the legal power to direct or cause the vydaného akciového kapitdlu alebo
direction of the general management pradvomoc riadit ¢ nasmerovat
and policies of the party in question. vSeobecny manazment a politiky
For the avoidance of doubt, none of danej strany. Aby sa predislo
Novo A/S, Novozymes A/S nor any pochybnostiam, Novo A/S,
entity, which controls, is Controlled Novozymes A/S a ani Ziadna osoba,
by, or is under common Control with ktora riadi, je riadend, alebo je pod
such entities, other than entities spoloénym riadenim tychto
within the Novo Nordisk group of pravnickych oséb, okrem pravnickych
companies, will be deemed to be an 0s6b v skupine spoloénosti Novo
“Affiliate” of the Sponsor. Nordisk, sa nebude povazovat za

L,pobocku" zadavatela.
17. INDEPENDENT CONTRACTOR 17. NEZAVISLY DODAVATEL
17.1 In the performance of the Study | 17.1 Pri_vykondvani Studie podla tejto
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hereunder:

Zmluvy:

a) Physician shall be deemed to be
and shall be an independent
contractor and, as such,
Physician shall not be entitled to
any benefits applicable to
employees of the Sponsor.

a) Lekar sa povazuje za
nezavislého dodavatela a bude
nezavislym dodavatelom a ako
taky nema narok na Ziadne
vyhody, ktoré sa vztahuji na
zamestnancov zadavatela.

b) The Parties acknowledge that
the relationship between them
is that of independent

contractors, and not that of
employer and employee, nor
principal and agent, nor
partners in a joint venture, nor
any similar relationship
whatsoever. Neither Party shall
exercise control over the

business of the other Party, and
neither Party is granted any
right or authority to assume or
to create any obligation or
responsibility, express or
implied, on behalf of, or in the
name of the other Party, or in
any other way to act on behalf
of, or to bind, the other Party.

b) Strany beri na vedomie, zZe
vztah medzi nimi je vztah
nezavislych dodavatelov, a nie
vztah zamestnavatela a
zamestnanca alebo zastupovanej
strany a sprostredkovatela, ani
nie su partnermi v spolocnom
podnikani a vObec nie je medzi
nimi podobny vztah. Ziadna
strana nevykonava kontrolu nad
podnikanim druhej strany a
Ziadna strana neudelila pravo
alebo pravomoc prevziat alebo

vytvorit  akikolvek povinnost
alebo zodpovednost, vyslovnu
alebo predpokladant, v

zastupeni alebo v mene druhej
strany, alebo akymkolvek inym
spdsobom  konat v zasttpeni
druhej strany alebo zavézovat
druhu stranu.

18. SIGNATURE 18. PODPIS

18.1 Each Party warrants that it has the | 18.1 Kazdad strana sa zarucuje, ze ma
authority to enter into this pravomoc uzatvarat tato Zmluvu.
Agreement.

18.2 IN WITNESS HEREOF, the Parties | 18.2 NA DOKAZ TOHO strany uzavreli

have executed and delivered this
Agreement.

a odovzdali tuto Zmluvu.
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Date / Datum: /9 g2 2077 Date / Datum: (15 07, 701
On behalf of Physician/ V zastupenl Lekara: On behalf of Institution / V zastGpeni
Zdravotnickeho zariadenia:

Name / Meno: prof. MUDr. Angelika

Batorova, PhD. Univerzitna nemocnica Bratislava
Title / Funkcia: Physician / Lekar Name / Meno: MUDr. Renata Vandriakova,
MPH.

Title /Funkcia: Riaditelka UNB

Date / Datum: 5)', T - A ‘}
On behalf of Sponsor / V zastlpeni
Sponsora:

Novo Nordisk Slovakia s.r.o. ]

Name / Meno: Aleksandar Cirié, MD,
MBA

Title / Funkcia: na zaklade plnej moci /
based on Power of Attorney

Appendixes: Prilohy:

1)Power of attorney for Aleksandar Ciri¢, dated 15 February 2016/PInd moc pre Aleksandar
Ciri¢, substitu¢ne splnomocneného zastupcu Novo Nordisk Slovakia s.r.o0. zo dna 15.2.2016
2)Ethics committee approval/Stanovisko etickej komisie zo dfia 17. januara 2019

3)Protocol/Protokol Studie v anglickom jazyku (version/verzia 1.0, 29-May-2018)

4)Protocol synopsis/Synopsa protokolu v slovenskom jazyku (verzia 1.0, 29-NOV-2018)

5)Informed Consent Form/Informdcia pre ucastnika a formuldr sidhlasu s déastou
(version/verzia 1.0-sk, 04-DEC-2018)

6)Informed Consent Form/Informacia pre (castnika a formuldr sGhlasu s (céastou pre
rodicov/zdkonnych zastupcov neplnoletého pacienta (version/verzia 1.0-sk, 04-DEC-2018)
7)Payments/Platby

8)Joint controller agreement/Dohoda o spoloénom prevadzkovatelovi

9)Notice of personal data processing/Ozndmenie o spracovani osobnych Gdajov
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| APPENDIX 1: POWER OF ATTORNEY | PRILOHA C. 1: PLNA MOC
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APPENDIX 2: ETHICS COMMITTEE
APPROVAL

PRILOHA C. 2: STANOVISKO ETICKEJ
KOMISIE
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| APPENDIX 3: PROTOCOL | PRILOHA C. 3: PROTOKOL
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[ APPENDIX 4: PROTOCOL SYNOPSIS | PRILOHA C. 4: SYNOPSA PROTOKOLU |

ZMLUVA O REALIZACII NEINTERVENCNE] STUDIE / NON-INTERVENTIONAL STUDY AGREEMENT Strana 25 z 44
ed. 7.1/APR 2018

W



APPENDIX 5: INFORMED CONSENT PRILOHA €. 5: INFORMACIA PRE
FORM FOR PATIENT UCASTNIKA A FORMULAR SUHLASU S
Ucastou
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APPENDIX 6: INFORMED CONSENT
FORM FOR PARENTS/LEGALLY
AUTHORIZED PERSONS

PRILOHA €. 6: INFORMACIA PRE

UCASTNIKA A FORMULAR SUHLASU S
UCAsSTOU PRE RODICOV/ZAKONNYCH
ZASTUPCOV NEPLNOLETEHO PACIENTA
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APPENDIX 7: PAYMENT

PRILOHA C. 7: PLATBA

a)

Payment shall only cover
eligible Study Subjects and
shall only be owed for Study
Subjects with fully completed
CRF/eCRF.

a) Platba bude pokryvat len
opravnenych pacientov stiddie
abude sa vztahovat len
pacientov  Stidie s riadne
vyplnenymi CRF/eCRF.

The Institution shall be entitled to receive
the following fees for the work provided
under the present Agreement:

Zdravotnicke zariadenie je opravnené prijimat
poplatky za pracu poskytnutl v sulade s touto
Zmluvou:

Payment for each fully completed CRF/eCRF

Platba za kazdy riadne a kompletne vyplneny

* frequency and number of interim study
visits (n) are not specified by the protocol,

per Study Subject: CRF/eCRF na pacienta Studie bude
nasledovna:
Visit Amount in EUR
Excluding VAT Navsteva Suma v EUR
Visit 1 (Screening) 35,00 bez DPH
Interim study visit x n* 25,00 Navsteval (Screening) 35,00
Navsteva pocas Studie x n* | 25,00
End of Study Visit 15,00
Navsteva na konci Studie 15,00

* frekvencia a poCet (n) navstev pocas Studie
nie su predpisané protokolom Studie, navstevy

associated with the Protocol.

visits are performed according to the prebiehaji podla beznej klinickej praxe
standard clinical practice
The payment includes all procedures | Platba zahfia vSetky postupy spojené

s protokolom=

If Study Subjects drop-out of the Study,
payment will be calculated on the basis of
the visits performed.

Ak pacienti stadie vypadnu zo Studie, platba
sa vypoéita na zaklade absolvovanych
navstev,

euros to cover administrative
costs.

b) Invoices will be issued every 6 b) Faktury sa vystavia kazdych 6
months for the CRF/eCRF fully mesiacov v pripade riadne
completed during the previous vyplneného CRF/eCRF pocas
month and payment of predchadzajiceho mesiaca a
invoices made in accordance faktiry sa vyplatia v sulade s
with Clause 7 in the ¢lankom 7 tejto Zmluvy. Platba
Agreement. Payment for the za vSetkych pacientov za
last visits for all subjects will posledné navstevy sa zrealizuje
be paid as soon as all queries hned, ako sa vyrieSia vsSetky
have been solved and data are otdzky a Udaje budu jasné.
clean.

c) The Institution will be paid 70 c) Zdravotnickemu zariadeniu bude

vyplatenych 70 eur na pokrytie
administrativnych nakladov.

All payments shall be made by Sponsor to
the following bank account(s):

VSetky platby zadavatel vykona v prospech
nasledujuceho bankového uctu (Uctov):

For Institution/Pre zdravotnicke zariadenie:

IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT: SPSRSKBA

Bank name/Nazov banky: Statna pokladnica
Bank address/Adresa banky: Radlinského 32, 810 05 Bratislava 15
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d) All invoices shall be sent to e) VSetky faktiry sa musia
Sponsor as follows: zadavatelovi odoslat
nasledovne:

Novo Nordisk Slovakia s.r.o., ROSUM, | Novo Nordisk Slovakia s.r.o., ROSUM,
Bajkalska 198, 821 01 Bratislava - mestské | Bajkalska 19B, 821 01 Bratislava - mestska
cast Ruzinov, ICO: 36 753050, DIC: |c&ast Ruzinov, I(":vO: 36 753050, DIC:
SK2022341310, IC DPH: SK2022341310, | SK2022341310, IC DPH: SK2022341310,
Bank: ING Bank N.V., Bank account: 90 | bankové spojenie: ING Bank N.V., & Gcétu: 90
0002 8717/7300 0002 8717/7300
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APPENDIX 8:

JOINT CONTROLLER

PRILOHA C. 8: DOHODA O SPOLOCNOM

specifies the Parties’ data protection
obligations which arise from the
processing of Personal Data by the
Parties in connection with the Trial
conducted pursuant to the
Agreement. The Parties agree to
perform the Study in accordance with
the 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) and the Act No. 18/2018

AGREEMENT PREVADZKOVATELOVI
SCOPE ROZSAH POSOBNOSTI
1. This Joint Controller Agreement 1. Tato dohoda 0 spolo¢nom

prevadzkovatelovi upravuje povinnosti
zmluvnych strén tykajice sa ochrany
osobnych udajov, ktoré vznikaja pri
spracivani  osobnych  ddajov v
suvislosti so skusanim, vykonavanym
na zaklade zmluvy. Zmluvné strany sa
zavazuju, Ze stidia bude vykondvana v
silade s nariadenim  Eurépskeho
parlamentu a Rady (EU) 2016/679 z
27. aprila 2016 o ochrane fyzickych
0s6b pri spractvani osobnych (dajov a
o volnom pohybe takychto udajov,
ktorym sa zruSuje smernica 95/46/ES
(vSeobecné nariadenie o ochrane
Gdajov) a zdkonom ¢. 18/2018 Z. z. o
ochrane osobnych udajov v platnom

Agreement:

Coll. on Personal Data Protection as zneni.
amended.
DEFINITIONS DEFINICIE
2. For the purpose of this Joint Controller | 2. Na ucely tejto dohody o spoloénom

prevadzkovatelovi:

a." Data Protection Legislation” means

applicable data protection laws,
including the 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

a. ,pravne predpisy na ochranu osobnych
Udajov" s prislusné pravne predpisy
na ochranu osobnych udajov, vratane
Nariadenia Eurdpskeho Parlamentu a
Rady (EU) 2016/679 z 27. aprila 2016
o ochrane fyzickych osob pri spractvani
osobnych (dajov a o volfnom pohybe
takychto Udajov, ktorym sa zrusuje
smernica 95/46/ES (vSeobecné
nariadenie o ochrane Udajov), zakon ¢.
18/2018 Z. z. o ochrane osobnych

Regulation), Act No. 18/2018 Coll. Gdajov a vsSetky prislusné pravne
about data protection and any predpisy, ktorymi sa tieto
applicable laws implementing it implementuji, alebo akékolvek ich
and or any later amendments neskorsie zmeny a doplnenia;

hereof;

“Institution” means the Principal b. ,zdravotnicke zariadenie" je Lekar (ak

Investigator (unless he/she is
employee of the Institution) and
Institution collectively.

nie je zamestnancom zdravotnickeho
zariadenia) a zdravotnicke zariadenie
spolocne.

Any other term used in this Joint Controller
Agreement shall have the meaning ascribed
to them in the Data Protection Legislation.

Kazdy iny pojem pouzivany v tejto dohode o
spoloénom prevadzkovatelovi ma vyznam,
ktory sa mu pripisuje v pravnych predpisoch
na ochranu osobnych udajov.
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JOINT CONTROLLERSHIP SPOLOCNE PREVADZKOVANIE

3. According to Data Protection Legislation | 3. V zmysle pravnych predpisov na ochranu
joint controllership is when two or more osobnych Gdajov, o spolocné
data controllers jointly determine the prevadzkovanie ide, ak dvaja alebo
purposes and means of processing of viaceri prevadzkovatelia spoloéne urdia

Personal Data. The Parties agree that Ucely a prostriedky spractivania osobnych

they are joint controllers in respect of tdajov. Zmluvné strany suhlasia, ze v

the Personal Data processed under the suvislosti s osobnymi Gdajmi

Agreement. In assessing this, the spracuvanymi v zmysle zmluvy su

Parties have emphasized that: spolo¢nymi prevadzkovatelmi. Pri

posudzovani tejto skutocnosti zmluvné
strany zdoraznuju, ze:

a. The Parties process the Personal a. Zmluvné strany spractvaju osobné
Data for Trial recruitment purposes tudaje na GcCely naboru do skusania,
the scope of which the Parties ktorého rozsah urcuju strany spoloéne;
determine together;

b. The Parties jointly determine the b. Zmluvné strany spoloéne  urdia
means of the processing in respect prostriedky spracivania vo vztahu
of the Trial; k skasaniu;

c. The Parties share a pool of c. Zmluvné strany  zdielaju  subor
Personal Data that they process osobnych (dajov, ktoré spractvaju
independently of each other. nezavisle od seba.

This Joint Controller Agreement s Cielom tejto dohody o spolo¢nom

designed to enable the Parties to meet prevadzkovatelovi je umoznit zmluvnym

the requirements for joint controllership stranam plnit poZiadavky na spolocné
pursuant to the Data Protection prevadzkovanie podla pravnych predpisov

Legislation. The Joint Controller na ochranu osobnych U(dajov. Dohoda o

Agreement determines the Parties’ spolo¢nom prevadzkovatelovi uréuje

respective responsibilities for zodpovednost  jednotlivych  zmluvnych

compliance with the obligations under stran za Ucelom dodrziavania povinnosti,
the Data Protection Legislation, in vyplyvajucich z pravnych predpisov na
particular as regards the exercise of ochranu osobnych Udajov, najméa pokial

data subjects’ rights and the obligation ide o vykon prav dotknutych oséb a

to provide the information required to povinnost poskytovat informacie, ktoré sa

be given to data subjects pursuant to maju  poskytnut dotknutym osobam
the Data Protection Legislation. v zmysle pravnych predpisov na ochranu
osobnych Gdajov.
RESPONSIBILITIES POVINNOSTI
4. The Institution shall be responsible for | 4. Zdravotnicke zariadenie zodpoveda za
any and all processing performed by the akékolvek spracovanie vykonané

Institution and any and all processing zdravotnickym zariadenim a za akékolvek

performed prior to the Personal Data spracovanie vykonané predtym, ako sa

being transferred to Sponsor’'s systems osobné U(daje prevedu do systémov
as part of the Trial under the zadavatela, ako sucast skuSania podla

Agreement. Further, the Institution shall dohody. Zdravotnicke zariadenie je dalej

be responsible for any and all processing zodpovedné za akékolvek a kazdé

of the Personal Data performed by the spracuvanie osobnych (dajov, ktoré

Institution, where the Institution vykonava zdravotnicke zariadenie s tym,

independently determines the purposes Ze samostatne urcuje Gcel a spdsob

and means of the processing. spracuvania.
5. Sponsor shall be responsible for any and | 5. Zadavatel  je zodpovedny za kazdé
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all processing performed by Sponsor spracovanie vykonané nim samotnym po
after the Personal Data has been tom, ako boli osobné Udaje prevedené do
transferred to Sponsor’s systems. systémov zadavatela.

6. The Parties acknowledge and agree that | 6. Zmluvné strany uznavaju a suhlasia s
they are each responsible for being able tym, Ze kazdad z nich je zodpovedna za
to document compliance with the Data to, Zze je schopna zdokumentovat sulad
Protection Legislation and this Joint s pravnymi  predpismi na  ochranu
Controller Agreement towards the osobnych Udajov a touto dohodou o
relevant data protection authorities. The spolo¢nom prevadzkovatelovi voCi
Parties acknowledge and agree that they prislusnym organom na ochranu
are each responsible for ensuring a legal osobnych  Udajov. Zmluvné strany
basis which complies with applicable uznavaju a sihlasia s tym, Ze kazda z
Data Protection Legislation for nich je zodpovedna za zabezpecenie
processing of Personal Data performed pravneho zakladu pre spracovanie
by the Party itself. In particular but not osobnych (dajov, ktoré je vykonavane
excluding any other things, the touto stranou, aza sulad s pravnymi
Institution shall ensure to have a proper predpismi na ochranu osobnych udajov.
legal basis for disclosing the Personal Zdravotnicke zariadenie najma, nie vsak
Data described in Annex 1 to Sponsor. vyluéne, zabezpedi primerany pravny

zaklad na odovzdanie osobnych udajov
uvedenych v Dodatku €. 1 zadavatelovi.

7. The Parties acknowledge and agree that | 7. Zmluvné strany uzndvaju a suhlasia s
they are each responsible for processing tym, ze kazda z nich je zodpovedna za
Personal Data in accordance with the spracovanie osobnych udajov v sulade so
principles for processing Personal Data zdsadami spraclivania osobnych udajov
setout in the Data Protection uvedenymi v pravnych predpisoch na
Legislation, insofar as the Data ochranu osobnych Gdajov, vo vztahu k
Protection Legislation applies to the spracuvaniu, za ktoré je zodpovedna ta
Party’s areas of responsibility set out in ktora zmluvna strana v zmysle zmluvy.
the Agreement.

8. The Institution shall be responsible for | 8. Zdravotnicke zariadenie je zodpovedné
ensuring the following rights of the data za zabezpecenie tychto prav dotknutych
subjects: 0s0b:

a. Information duty when collecting a. Informacna povinnost pri
Personal Data from a data subject; zhromazdovani osobnych (dajov od
and dotknutej osoby; a
b. Information duty when Personal b. Informacna povinnost pri
Data is collected from a third zhromazdovani osobnych G(dajov od
party. tretej strany.
For the avoidance of doubt, this Aby sa prediSlo pochybnostiam plati, Ze
means that the Institution shall be zdravotnicke zariadenie je zodpovedné za
responsible for providing the data poskytnutie informacii dotknutej osobe o
subject with information about the zhromazdovani a spracuvani jej osobnych
Parties’ collection and processing of Gdajov zmluvnymi stranami podla tejto
the Personal Data under this Joint dohody o spolocnom prevadzkovatelovi.
Controller Agreement. Such Takéto informdcie musia byt v sulade
information must comply with the s pravnymi predpismi na ochranu
Data Protection Legislation, and osobnych (dajov a musia obsahovat
contain in particular the identification najma informacie tykajluce sa identifikacie
of the parties, period of validity, stran, predmetu dohody, doby platnosti
provisions relating the exercise of data dohody, ustanoveni upravujlcich vykon
subject rights, obligations of the prav dotknutej osoby, povinnosti stran
Parties to provide the information and poskytovat informacie a kontaktné miesto
contact point for data subjects. pre dotknuté osoby.
9. Further, each Party is responsible for | 9. Dalej, ka?dd zmluvnd strana je
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ensuring the applicable rights of the zodpovednd za zabezpecenie prislusnych

data subjects pursuant to the rules in prav dotknutych os6b podla pravnych
the Data Protection Legislation. predpisov na ochranu osobnych ldajov.
However, Sponsor’s responsibility for Zodpovednost zadavatela za
ensuring the rights of the data subjects zabezpecCenie takych prav dotknutych
does not enter into force until the osob vSak nenastane, kym mu
Institution has transferred the Personal zdravotnicke zariadenie neposkytne
Data to Sponsor. osobné udaje.

10. Each Party shall implement appropriate | 10. Kazda zmluvna strana zabezpeci vhodné

technical and organizational security technické a organizacno-bezpecnostné
measures to protect the Personal Data opatrenia na ochranu osobnych udajov
against  accidental or  unlawful pred nahodnym alebo neopravnenym
destruction, loss or alteration and zni¢enim, stratou alebo zmenou a pred
against unauthorized disclosure, abuse neopravnenym zverejnenim, zneuZitim
or other processing in violation of the alebo inym spracivanim v rozpore s
provisions laid down in the Data ustanoveniami uvedenymi v pravnych
Protection Legislation. predpisoch na ochranu osobnych Gdajov.

11. The Institution acknowledges and | 11. Zdravotnicke zariadenie uznava a suhlasi

agrees that the Institution is solely s tym, Ze je vyluéne zodpovedné za
responsible for ensuring that zabezpecenie toho, aby sa na
appropriate security measures as spracovanie, ktoré sa uskutociuje
described in Clause 10 are in place for v systémoch zdravotnickeho zariadenia,
processing that takes place in the zaviedli primerané bezpecnostné
Institution’s systems. opatrenia, ako st opisané v ¢lanku 10.

12. The Parties acknowledge and agree | 12. Zmluvné strany uzndvaji a suhlasia s

that they are each responsible for tym, Ze kazdd z nich je zodpovedna za
having in place procedures for how to zavedenie postupov na rieSenie pripadov
handle security breaches, access narusSenia bezpecnosti, Ziadosti o pristup
requests and information duty. a splnenie informacnej povinnosti.

13. Each Party shall, to the extent|13. Kazda zmluvna strana v potrebnom a

necessary and relevant, implement and relevantnom rozsahu implementuje a
comply with appropriate data bude dodrziavat prislusné zasady a
protection policies and procedures, postupy ochrany osobnych dajov
including but not limited to Sponsor’s vratane, nie vsak vyhradne, IT
IT security policies. bezpeénostnych politik zadavatela.

14. Each Party shall be responsible for | 14. Kazda zmluvna strana je zodpovedna za

complying with the obligation of data dodrziavanie Specificky navrhnutej
protection by design and by default ochrany osobnych udajov aza
under applicable Data Protection dodrziavanie Standardnej ochrany
Legislation. osobnych Udajov podla platnych pravnych

predpisov na ochranu osobnych tdajov.

15. Each Party shall be responsible for | 15. Kazdd zmluvna strana je zodpovedna za

conducting and being able to document vykondvanie a schopnost dokumentovat
a data protection impact assessment if posudenie vplyvu ochrany udajov, ak to
this is required under the Data vyzaduju pravne predpisy na ochranu
Protection Legislation. osobnych udajov.

16. Each Party shall ensure that its’'| 16. Kazdd zmluvna strana zabezpeli, aby sa

employees or other persons authorized jej zamestnanci alebo iné osoby
to process Personal Data under this opravnené na spraclvanie osobnych
Joint Controller Agreement have Gdajov podla tejto dohody o spolotnom
committed themselves to the obligation prevadzkovatelovi zaviazali dodrziavat
of confidentiality or are under an povinnost micanlivosti alebo aby boli
appropriate statutory  obligation  of v postaveni  podliehajicom  prislusnej
confidentiality. The Institution must zakonnej povinnosti zachovavat
also limit the access to Personal Data micanlivost. Zdravotnicke zariadenie musi
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to employees or other persons for
whom access to the personal data is
necessary to fulfill the Institution’s
obligations towards Sponsor as part of

tiez obmedzit pristup k osobnym tdajom
iba na tych zamestnancov, ¢i iné osoby,
pre ktoré je pristup k osobnym udajom
potrebny na splnenie zavazkov

providing the Services. zdravotnickeho zariadenia vodi
zadavatelovi v ramci poskytovania

sluzieb.
THIRD PARTY PROCESSORS AND  SPROSTREDKOVATELIA OSOBNYCH
PROCESSING ACTIVITIES UDAJOV (TRETIE STRANY)

A SPRACOVATEL'SKE CINNOSTI

17.

Both Parties are entitled to use third
party processors as part of the joint
processing.

17. Obe zmluvné strany sU opravnené
vyuzivat sprostredkovatelov (tretie
strany) ako stcast spolo¢ného
spracuvania.

18.

Either Party shall ensure that any of
their third-party processors having
access to Personal Data will comply
with the Data Protection Legislation,
including but not limited to ensuring:

18. Kazda zo zmluvnych stran zabezpeci, aby
sprostredkovatelia (tretie strany), Igtori
maju pristup k osobnym udajom, splnali
podmienky ustanovené v pravnych
predpisoch na ochranu osobnych Gdajov,
najma zarucia, aby:

to only make use of third party
processors who are able to provide
sufficient guarantees that the

third-party processor will
implement appropriate technical
and organizational security

measures in order to meet the
requirements of the Data
Protection Legislation;

a. vyuzivala iba sprostredkovatelov
(tretie strany), ktori su schopni
poskytnit dostatoéné zaruky, Ze su
schopni vykonat prislusné technické
a organiza¢no-bezpecnostné
opatrenia s cielom splnit
poziadavky pravnych predpisov na
ochranu osobnych udajov;

to ensure that a valid data
processing agreement between the
Party and the third-party processor
is in place meeting the
requirements in the Data
Protection Legislation; and

b. sa uzatvorila zmluva o spracuvani
osobnych uUdajov medzi zmluvnou
stranou a sprostredkovatelom
(trefou stranou), ktord bude splnat
poziadavky pravnych predpisov na
ochranu osobnych udajov; a

to ensure that a valid data
processing agreement between the
third-party processor and any sub-
processors hereof are in place
meeting the requirements in the
Data Protection Legislation.

c. sa zabezpedilo, Ze platna dohoda
o spractivani  osobnych  Udajov
medzi sprostredkovatelom (tretou
stranou) a akymikolvek
subdodavatelmi bude splnat
poziadavky uvedené v pravnych
predpisoch na ochranu osobnych

udajov.

19. The Institution acknowledges and | 19. Zdravotnicke zariadenie uznava a suhlasi
agrees that the Institution wupon s tym, Ze na poziadanie poskytne
request will provide Sponsor with zaddvatelovi informacie o vyuzivani
information on the use of any third- sprostredkovatelov (tretich stran), ktori
party processors having access to maju pristup k osobnym udajom v ramci
Personal Data wunder this Joint tejto dohody o} spolo¢nom
Controller Agreement. prevadzkovatelovi.

20. Sponsor shall upon request receive a | 20. Zadavatel dostane na poZiadanie koépiu
copy of the agreement entered zmluvy uzavretej medzi zdravotnickym
between the other Institution and any zariadenim a akymikolvek
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such third-party processors having sprostredkovatelmi (tretimi stranami),
access to Personal Data covered by the ktori maju pristup k osobnym tdajom, na
Agreement. ktoré sa vztahuje dohoda.

21. Each Party shall meet the requirement | 21. Ka?dd zmluvna strana bude spinat
of the Data Protection Legislation to poziadavku na pripravu a uchovavanie
prepare and maintain a record of zdznamov o spracovatelskych
processing activities covering the cinnostiach, tykajucich sa spracdvania
processing of Personal Data carried out osobnych udajov vykonavanych v ramci
under this Joint Controller Agreement. tejto dohody 0] spolocnom
This entails that each Party shall keep prevadzkovatelovi v zmysle pravnych
a record of processing activities predpisov na ochranu osobnych tdajov.
covering the processing carried out by To znamena, Ze kazdd zmluvna strana
the Parties as joint controllers. vedie zaznamy o spracovatelskych

¢innostiach, ktoré sa tykaju spractvania
osobnych Gdajov vykonavaného stranami
ako spoloénymi prevadzkovatelmi.

PERSONAL DATA BREACHES ?ORUEENIA OCHRANY OSOBNYCH

UDAIOV

22. The Institution shall be responsible for | 22. Zdravotnicke zariadenie je zodpovedné
notifying the relevant data protection za to, ze oznami prislusnym dozornym
authorities of any Personal Data breach orgdnom na ochranu osobnych (dajov
which occurs in the course of providing akékolvek porusenie ochrany osobnych
the Services and which requires Gdajov, ku ktorému déjde v priebehu
notification of authorities pursuant to poskytovania sluZieb a ktoré vyzaduje
Data Protection Legislation. oznamenie dozornym organom podla

pravnych predpisov na ochranu osobnych
udajov.

23. The Parties acknowledge and agree | 23. Zmluvné strany uzndvaju a suhlasia s
that they are each responsible for tym, Ze kazda z nich je zodpovednd za
notifying the relevant data protection ozndmenie porusenia ochrany osobnych
authorities of a Personal Data breach Gdajov prislusSnym dozornym organom na
which occurs while the Personal Data is ochranu osobnych udajov, ku ktorému
under the Party’s own control and over ddjde pocas doby, kedy su tieto osobné
which the other Party does not have udaje pod samostatnou kontrolou danej
any influence. zmluvnej strany, a na ktoré druha

zmluvna strana nema ziadny vplyv.

24. Such notification shall be made without | 24. Takéto ozndmenie bude vykonané bez
undue delay and no later than within zbyto¢ného odkladu, najneskér v lehote,
the timeline required by the Data ktort vyzaduju pravne predpisy na
Protection Legislation. The notification ochranu osobnych (dajov. Oznamenie
shall include all the information musi obsahovat vsSetky informacie
required pursuant to Data Protection vyzadované pravnymi predpismi na
Legislation. ochranu osobnych udajov.

25. The Institution shall notify Sponsor in | 25. Zdravotnicke zariadenie zadavatelovi
writing without undue delay and no pisomne oznami porusenie ochrany
later than twenty-four (24) hours after osobnych  Udajov  bez  zbytocného
becoming aware of any potential or odkladu, a to najneskér do dvadsatstyri
identified breach of Personal Data (24) hodin od zistenia pripadného alebo
processed as part of providing the potvrdeného porusenia ochrany osobnych
Services under the Agreement. The udajov spracuvanych Vv ramci
notification shall include any other poskytovania sluzieb podla tejto dohody.
information required in order for Oznamenie musi obsahovat vsetky
Sponsor to ensure compliance with the informacie potrebné na to, aby mohol
Data Protection Legislation, including zadavatel zabezpecit sulad s pravnymi
information about the nature of the predpismi na ochranu osobnych udajov
breach and measurements taken to vratane informacii o povahe porusSenia a
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control it.

o opatreniach prijatych v sdvislosti
s porusenim.

26. The Institution shall be responsible for
communication of any Personal Data
breach to the affected data subjects
which occur in connection with the
Institution’s processing of the Personal
Data. Such communication shall meet
the requirements of the Data
Protection Legislation.

26. Zdravotnicke zariadenie je zodpovedné
za oznamenie akéhokolvek porusenia
ochrany osobnych udajov dotknutym
osobam, ktorych sa v suvislosti so
spracovanim osobnych udajov
zdravotnickym zariadenim toto porusenie
tyka. Takéto ozndmenie musi spinat
poziadavky pravnych predpisov na
ochranu osobnych tdajov.

27. Upon request by Sponsor, the
Institution shall provide Sponsor with a
copy of such communication to the
affected data subjects. The copy shall
not include any names or other direct
identifiers of the affected data
subjects.

27. Na poziadanie zadavatela poskytne
zdravotnicke zariadenie  zadavatelovi
képiu  oznamenia, tykajuceho sa
dotknutych oso6b. Kopia nesmie
obsahovat Ziadne mena a ani iné priame
identifikdtory dotknutych osoéb.

28. In relation to other processing of the
Personal Data by the Parties than
stipulated in Clause 26, the Parties
acknowledge and agree that they to
the extend applicable are each
responsible for notifying data subjects
of a Personal Data breach which occurs
while the Personal Data is under the
Party’'s own control and over which the
other Party does not have any
influence.

28. V suvislosti s inym spracuvanim osobnych
Gdajov zmluvnymi stranami, ako je
uvedené v clanku 26, zmluvné strany
uzndvaju a sthlasia s tym, Ze je kazda z
nich  zodpovedna za informovanie
dotknutych o0s6b o poruseni ochrany
osobnych UGdajov, ku ktorému dd&jde,
pokial si osobné tdaje pod samostatnou
kontrolou danej zmluvnej strany, a na
spracovanie ktorych druhda zmluvna
strana nema Ziadny vplyv.

29. Such notification shall be made without
undue delay and no later than within
the timeline required by the Data
Protection Legislation. The notification

29. Takéto oznamenie bude vyhotovené bez
zbytoéného odkladu a najneskor v lehote,
ktord upravuju pravne predpisy na
ochranu  Udajov. Oznamenie  musi

shall include all the information obsahovat vSetky informacie pozadované
required pursuant to Data Protection pravnymi predpismi na ochranu osobnych
Legislation. udajov.
DATA PROTECTION IMPACT I’"OSI:IDENIE VPLYVU NA OCHRANU
ASSESSMENT UDAJOV

30. Each Party shall be responsible for
meeting the requirement of conducting
a data protection impact assessment
prior to any processing of Personal
Data under the Agreement, to the
extent such is required under the Data
Protection Legislation.

30. Kazda zmluvna strana je zodpovedna za
to, ze vykona posudenie vplyvu ochrany
Gdajov pred akymkolvek spractivanim
osobnych udajov podla dohody, ato v
rozsahu, v akom to vyzaduju pravne
predpisy na ochranu osobnych udajov.

31. Each Party shall further be responsible
for meeting the requirement of
conducting a prior consultation with
data protection authorities following a
data protection impact assessment as
described in Clause 30, where such is
required by the Data  Protection
Legislation.

31. Kazda zmluvna strana je dalej
zodpovedna za splnenie poziadavky na
predbeznu konzultaciu s dozornym
orgdhom na ochranu udajov v
nadvédznosti na postudenie vplyvu ochrany
Gidajov, ako sa uvadza v clanku 30, ak to
vyzaduju pravne predpisy na ochranu
osobnych udajov.
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COMPLAINTS HANDLING

VYBAVOVANIE STAZNOSTI

32. The Parties are individually responsible
for handling any complaints received
from data  subjects concerning
violations of applicable Data Protection
Legislation for which a Party s
responsible under this Joint Controller
Agreement.

32. Zmluvné strany su individualne
zodpovedné za vybavovanie akychkolvek
staznosti, ktoré obdrZali od dotknutych
0s6b, aktoré sa tykaju poruSenia
platnych pravnych predpisov na ochranu
osobnych Udajov, za ktoré je podla tejto
dohody o spolo¢nom prevadzkovatelovi
zodpovedna prislusna zmluvna strana.

33. If either Party receives a complaint
from a data subject which relates to
the other Party’s processing of the
Personal Data, the Party receiving the
complaint shall without undue delay
forward such request to the other

Party.

33. Ak ktorakolvek zmluvna strana prijme
staznost od dotknutej osoby, ktora sa
tyka spractvania osobnych Gdajov
druhou zmluvnou stranou, zmluvna
strana, ktord staznost prijala, postupi
tito Ziadost bez zbytocného odkladu
druhej zmluvnej strane.

34. If either Party receives a complaint
which partly relates to the other Party’s
processing of the Personal Data, the
Party receiving the complaint shall
without undue delay forward this part
of the complaint to the other Party.

34. Ak ktorakolvek zo zmluvnych strén
prijme staznost, ktord sa Ciastocne tyka
spracuvania osobnych (dajov druhou
zmluvnou stranou, zmluvna strana, ktora
staznost prijala, bezodkladne postupi tito
cast staznosti druhej zmluvnej strane.

35. The Party forwarding a complaint
pursuant to Clauses 33 and 34 shall
without undue delay notify the data
subject, if applicable, filing the
complaint of the transfer of the
complaint to the other Party. Such
notification shall highlight the essential
content of this Joint Controller
Agreement with respect to the Parties
obligations to handle such requests.

35. Zmluvna strana, ktora postupuje staznost
podla clankov 33 a 34 otom, ak je to
mozné, informuje bez zbytocného
odkladu dotknut( osobu, a to oznamenim
o postipeni staznosti druhej zmluvnej
strane. Takéto oznamenie  popisSe
zakladny obsah tejto dohody o spoloc¢nom
prevadzkovatelovi, pokial' ide o zavadzky
zmluvnych stran pri vybavovani takychto
Ziadosti.

NOTIFICATIONS

OZNAMENIA

36. The Parties acknowledge and agree
that they will each notify the other
Party of any significant matters, which
may affect the joint processing of
Personal Data under this Joint
Controller Agreement.

36. Zmluvné strany uznavaju a suhlasia s
tym, Ze kazda z nich oznami druhej
zmluvnej strane vsetky dolezité
skuto¢nosti, ktoré moézu mat vplyv na
spolocné spractvanie osobnych udajov
podla tejto dohody o spolocnom
prevadzkovatelovi.

37. Any notifications made under this Joint
Controller Agreement shall be
considered duly rendered if sent to the
following email addresses:

37. VSetky oznamenia podané podla tejto
dohody o spolocnom prevadzkovatelovi
sa povazuju za riadne podané, ak sa
posielaju na tieto e-mailové adresy:

To Institution: sekretariat@ru.unb.sk

Zdravotnicke zariadenie:
sekretariat@ru.unb.sk

To Sponsor: txym@novonordisk.com

Zadavatel: txym@novonordisk.com

DATA TRANSFER

PRENOS UDAJOV
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38. The Parties acknowledge and agree | 38. Zmluvné strany uznavaju a suhlasia s
that each Party is entitled to transfer tym, ze kazda zmluvna strana je
and/or otherwise process the Personal opravnend preniest a/alebo spracuvat
Data outside the EU/EEA. osobné udaje mimo EU/EHP.

39. In the event such transfer takes place, | 39. V pripade, Ze sa takyto prenos uskutocni,
the Party transferring the Personal zmluvnad strana, ktord osobné (daje
Data shall comply with any prenasa, musi dodrzat vSetky poziadavky
requirements, established by data stanovené dozornymi orgdnmi na
protection or government authorities, ochranu udajov alebo Statnymi organmi,
necessary for the granting of approval ktorych dodrzanie je potrebné na
by such authorities for the transfer of udelenie  sthlasu  tymito  organmi,
Personal Data outside EU/EEA, vztahujlceho Ssa na prenos osobnych
including by concluding the tdajov mimo EU / EHP, vratane uzavretia
Commission’s standard contractual Standardizovanych zmluvnych dolozZiek
clauses as set out by Commission stanovenych Komisiou rozhodnutim z 5.
decision of 5 February 2010 with later februara 2010 s neskorSimi zmenami a
amendments (“the Model Clauses”). doplneniami (,vzorové ustanovenia").

INDEMNIFICATION ODSKODNENIE

40. Each Party shall indemnify and keep | 40. Ktordkolvek zo zmluvnych stran odskodni
indemnified and defend at its expense a bude na svoje naklady nahradzat a
the other Party against all costs, chranit druhG zmluvnd stranu pred
claims, damages or expenses incurred akymikolvek nakladmi, narokmi, Skodami
or for which a Party may become liable alebo vydavkami, ktoré jej vzniknu a za
due to any failure by the other Party or ktoré zmluvnd strana mobze niest
its employees or agents to comply with zodpovednost z dévodu, ze druha
the obligations under this Agreement. zmluvna strana alebo jej zamestnanci, Ci

zastupcovia nedodrzia povinnosti
vyplyvajuce z tejto dohody.

41. Each Party shall remain fully liable to | 41. Kazda zmluvnd strana je zodpovedna
the other Party for the performance of druhej zmluvnej strane za plnenie
its third-party processors’ obligations. povinnosti zZo strany vlastnych
The fact that the Parties have given sprostredkovatelov (tretich stran).

their consent to the other Party's use
of a third party-processors is without
prejudice for the Parties duty to comply
with the Agreement.

Skutocnost, ze zmluvné strany suhlasili s
vyuzivanim sprostredkovatelov (tretie
strany), nama vplyv na povinnost
zmluvnych strdn dodrziavat tato dohodu.

CONFLICTING LANGUAGE

ROZPOR MEDZI JAZYKOVYMI VERZIAMI

42. If any of the provisions of this Joint | 42. Ak bude niektoré z ustanoveni tejto
Controller Agreement conflict with the dohody o spolo¢nom prevadzkovatelovi v
provisions of any other written or oral rozpore s ustanoveniami akejkolvek inej
agreement concluded between the pisomnej alebo ustnej dohody,
Parties, then the provisions of this Joint uzatvorenej medzi zmluvnymi stranami,
Controller Agreement shall prevail. prednost maju ustanovenia tejto dohody

o spolocnom prevadzkovatelovi.

43. In case of any discrepancies between | 43. V pripade rozporu medzi anglickou a
the Slovak and the English version of slovenskou verziou tejto dohody o
this Agreement, the Slovak version spolo¢nom prevadzkovatelovi ma

shall prevail.

prednost slovenska verzia.

ANNEX 1 TO THE JOINT CONTROLLER
AGREEMENT

DODATOK &. 1 K DOHODE O SPOLOCNOM
PREVADZKOVATELOVI

This Annex 1 specifies the Personal Data
processed as well as the Personal Data

Tento Dodatok ¢&. 1 Specifikuje spracuvané
osobné (daje a osobné Udaje, na ktoré sa
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covered by the Joint Controller Agreement | vztahuje dohoda o} spolo¢nom

and forms an integral part of the lJoint | prevadzkovatelovi a je neoddelitelnou

Controller Agreement. sucastou dohody ) spolo¢nom
prevadzkovatelovi.

The processing of Personal Data under | Spracuvanie osobnych ddajov podla

the Agreement: dohody:

a) Purpose and nature of the processing

a)UcCel a charakter spracovatelskych operacii

operations

The Institution will, during the term of the
Agreement, be processing Personal Data on
behalf of Sponsor for the purpose of
performing its obligations under the
Agreement.

Zdravotnicke zariadenie bude pocas trvania
Zmluvy spracovavat Osobné Udaje v mene
Zadavatela za Ucelom zabezpecenia svojich
povinnosti v zmysle Zmluvy.

b) Categories of data subjects

b)Kategérie dotknutych oséb

a) Novo Nordisk employees a) zamestnanci spolocnosti Novo Nordisk
b) Clinical Trial participants b)  ucastnici klinického skuSania
c) Health care professionals c) zdravotnicki pracovnici
d) Clinical trial participant’s relatives as d) rodinni prislusnici ucastnika klinického
relevant skusania
c) Categories of Personal Data c)Kategérie osobnych tdajov
i) Contact information, including name, i) Kontaktné informacie, ktoré zahrnaju
address, phone number, email etc.; meno a priezvisko, adresa, telefonne
ii) Job related information, including ¢islo, email a pod.;
title, position, work tasks, | ii) Informacie suvisiace s pracou, ktoré
department, performance; and zahfnaju titul, poziciu, pracovné ulohy,
iii)  CV, certificates training competencies oddelenie, vykonnost; a
iv)  Photos iii)  zivotopis, certifikaty zo Skoliacich aktivit
iv) Fotografie

d) Categories of sensitive Personal Data

i. Genetic data, biometric data for the
purpose uniquely identifying a natural
person;

ii. Clinical data originating from clinical
trials, studies and other research work.

iii. Other data concerning health;

d)Kategérie citlivych osobnych tdajov

i. Genetické udaje, biometrické tdaje na
Ucely jednoznacnej identifikacie
fyzickej osoby;

ii. Klinické Gdaje pochadzajuce z klinickych
skusani, Studii a inych vyskumnych
prac.

iii. Iné udaje tykajuce sa zdravia;

name of

e) Poloha/Polohy vratane ndzvu krajiny/krajin

e) Location(s), including

countggcountrles of processing

spracovania

Narodné centrum zdravotnickych
informacii, Lazaretska 26, 811 09
Bratislava 1, www.nczisk.sk

2) Etickd komisia UNB Nemocnica sv.
Cyrila a Metoda, Antolskd 11, 85107
Bratislava, Petrzalka

3) Asociacia Inovativneho
Farmaceutického Priemyslu, Prievozska
4, 821 09 Bratislava

4) Oracle America Inc., 500 Oracle
Parkway Redwood Shores, CA 94065

5) eResearchTechnology, Inc.., 1818
Market Street, Suite 1000,
Philadelphia, PA 19103, United States

6) Perceptive eClinical Limited c/o
Lawrence Young, Hart House, Priestley
Road Basingstoke, RG24 9PU,United
Kingdom

7) ActiGraph LLC, 49 East Chase Street,
Pensacola, FL32502, United States

8) InnovoCommerce LLC, Vandtdrnsvej

108-110, 2860 Sgborg, Denmark

1) Narodné  centrum zdravotnickych
informacii, Lazaretska 26, 811 09
Bratislava 1, www.nczisk.sk

2) Eticka kom:s;a UNB Nemocnica sv.
Cyrila a Metoda, Antolska 11, 85107
Bratislava, Petrzalka

3) Asociacia Inovativneho
Farmaceutického Priemyslu, Prievozska
4, 821 09 Bratislava

4) Oracle America Inc., 500 Oracle
Parkway Redwood Shores, CA 94065

5) eResearchTechnology, Inc.., 1818

Market Street, Suite 1000,
Philadelphia, PA 19103, United States
6) Perceptive eClinical Limited c/o
Lawrence Young, Hart House, Priestley
Road Basingstoke, RG24 9PU,United
Kingdom
ActiGraph LLC, 49 East Chase Street,
Pensacola, FL32502, United States
InnovoCommerce LLC, Vandtarnsvej
108-110, 2860 Sgborg, Denmark

8)
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f) Special requirements to security | f) Osobitné poziadavky na bezpecnostné

measures that apply to the Institution opatrenia, ktoré platia pre zdravotnicke
zariadenie
The Institution will implement and maintain | Zdravotnicke zariadenie zabezpedi

security measurements throughout the term | uskutocnenie a udrzZiavanie bezpecnostnych
of the Agreement and will procure that its | opatreni pocas celého trvania Zmluvy a
sub-processors implement and maintain | zabezpedi, aby jeho subdodavatelia taktiez
throughout the term, appropriate security | zabezpedili uskutoCnenie a udrziavanie
measures to protect the personal data | vhodnych bezpecnostnych opatreni na ochranu
against unauthorised or unlawful processing | osobnych U(dajov proti neopravnenym alebo
and against accidental loss, destruction, | nezékonnym spractivaniam a proti nahodnej
damage, alteration or disclosure. These | strate, zniCeniu, poskodeniu, zmene alebo
measures will be appropriate to prevent the | zverejneniu osobnych Udajov pocas platnosti
harm which might result from any | Zmluvy. Tieto opatrenia budi vyhovujuce k
unauthorised or unlawful processing, | predchddzaniu vzniku Skody, ktora moze
accidental loss, destruction or damage to the | vzniknat z akéhokolvek neopravneného alebo
personal data and having regard to the | nezakonného spracovania, nahodnej straty,
nature of the personal data which is to be | zni¢enia alebo poskodenia osobnych Udajov a
protected. so zretefom na povahu osobnych tdajov, ktoré
sa maju chranit.
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APPENDIX 9: NOTICE OF PERSONAL
DATA PROCESSING

PRILOHA €. 9: OZNAMENIE _
O SPRACOVANI OSOBNYCH UDAJOV

Novo Nordisk Slovakia s.r.o. is required by
law to protect your personal data. This Notice
explains how we process (e.g. collect, use,
store, and share) your personal data. We will
process any personal data about you in

Novo Nordisk Slovakia s.r.o. je v zmysle
prislusnych  pravnych predpisov  povinna
chranit Vase osobné (daje. Toto oznamenie
vysvetiuje ako spraciivame (napr. zbierame,
pouZivame, uchovavame a zdielame) Vase
osobné U(daje. VaSe osobné Udaje budeme

accordance with this Notice and with spracivat  vzmysle tohto ozndmenia
applicable law. a platnych pravnych predpisov.
1. WHO ARE WE? 1. KTO SME?

The company responsible for processing your
personal data is:

Spolo¢nost zodpovedna za spracovanie Vasgich
osobnych Gdajov je:

Novo Nordisk Slovakia s.r.o.
ROSUM, Bajkalskd 19B, 821 01
Bratislava

ID no.: 36 753 050

E-mail:
skbrcontact@novonordisk.com

Phone number: +421 2 57 10 30 11

Novo Nordisk Slovakia s.r.o.
ROSUM, Bajkalska 19B, 821 01
Bratislava

1CO: 36 753 050

E-mail:
skbrcontact@novonordisk.com
Telefénne Cislo: +421 2 57 10 3011

You can always contact Novo Nordisk
Slovakia s.r.o. or the Data Privacy Officer at
privacy@novonordisk.com with questions or
concerns about how we process your personal
data.

Mate moZnost vzdy kontaktovat Novo Nordisk
Slovakia s.r.o., alebo zodpovedn(i osobu
Novo Nordisk na adrese:
privacy@novonordisk.com s Vasimi otazkami
alebo obavami, ako spraciivame Vase osobné
udaje.

HOW DO WE COLLECT PERSONAL
DATA ABOUT YOU?

2.

AKO ZISKAVAME VASE OSOBNE
UDAJE?

2

We get your personal data from the following
sources:

Vase osobné lidaje ziskavame z nasledujlcich
zdrojov:

e From you directly

e From publicly available publications,
websites, or social media

e From other Novo Nordisk entities

e Priamo od Vas

e Z verejne dostupnych publikacii,
webovych strdnok alebo socidlnych
sieti

e«  Od inych subjektov/entit Novo Nordisk

When processing your personal data, we do
not use any means of the automated decision
making.

osobnych Udajov
prostriedky

Pri spractvani Vasich
nepouzivame Ziadne
automatizovaného rozhodovania.

3. WHY DO WE PROCESS YOUR|3. PRECO  SPRACUVAME  VASE
PERSONAL DATA? OSOBNE UDAJE?
We process personal data about you for the | VaSe osobné Udaje spraclivame pre
following purpose: nasledovné ucely:
* To analyse data for compliance e« na analyzu Udajov za Gcelom

suladu/compliance
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« To meet transparency obligations

» To investigate compliance/fraud

e To coordinate a conference or event
* To reimburse you

¢ To conduct interviews as part of a
research project

e To respond to your questions or
request for information ’

« To meet legal requirements, e.g.
GCP

s To execute the trial in accordance
with the Protocol

e na splnenie povinnosti tykajucich sa
transparentnosti

e na preSetrenie suladu/podvodu

e na organizaciu konferencie alebo
podujatia

e na UcCely Vasich nahrad

e na ucely vykonania
pohovorov/interview ako Casti

vyskumneého projektu

e na uUcely zodpovedania VasSich otazok
alebo Ziadosti o informacie

e na Ulely dodrzania legislativhych

poziadaviek, napr. GCP

¢ na ucely vykonania skdsania v sulade s
protokolom

You are not required to provide us with your
personal data. If you do not want Novo
Nordisk to use your Personal Data, we will
not be able to execute the trial.

Nie ste povinny poskytnit nam Vase osobné
Gdaje. Ak nechcete, aby spolo¢nost Novo
Nordisk spracuvala Vase osobné udaje,
nebudeme schopni realizovat ski3sanie.

WHAT PERSONAL DATA DO WE
PROCESS ABOUT YOU?

4.

4.  AKE OSOBNE UDAJE TYKAJUCE SA
VAS SPRACUVAME?

For the purpose described above in Clause 3,
we may process the following types of
personal data:

Pre UGcCely uvedené v odseku 3 vySSie,
mézeme spractvat nasledovné typy osobnych
udajov:

¢ Contact information (name,
address, telephone number, email
address)

¢ Financial information (bank account
number, amounts paid to you for
services rendered)

e Kontaktné (daje adresa,

teleféonne cislo, email)

(meno,

e Informacie finanéného charakteru (Cislo
bankového uc¢tu, sumy, ktoré Vam boli
uhradené za objednané sluzby)

5. WHY ARE WE ALLOWED BY LAW
TO PROCESS YOUR PERSONAL
DATA?

5. PRECO SME ZAKONOM OPRAVNENI
SPRACOVAT  VASE  OSOBNE
UDAJE?

Our processing of your personal data requires
a legal basis. By law, we are allowed to
process your personal data described above
in Clause 4 based on the following legal
bases:

Nase spracovanie Vasich osobnych uUdajov je
realizované na zaklade zakona. Zo zakona
sme opravneni spractivat Vase osobné udaje
opisané v Odseku 4 na zéklade nasledujucich
pravnych zakladov:

e The processing is necessary to fulfil
a contract with you

e The processing is necessary for our
compliance with a legal obligation

» The processing is necessary for our
legitimate interests. The legitimate
interests are to ensure trial
execution.

« Spracovanie je nevyhnutné na plinenie
zmluvy

e Spracovanie je nevyhnutné na plnenie
zakonnej povinnosti;

e« Spracovanie je nevyhnutné na ucely
nasich opravnenych zaujmov.
Opravnené zaujmy sU zabezpedit
realizaciu skdsania.

6. HOW DO WE SHARE YOUR

6. AKO VYKONAVAME PRENOS /
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PERSONAL DATA?

ZDIELAME VASE OSOBNE UDAJE?

We may share your personal data with:

Vase osobné (daje mbzeme zdielat s:

 Suppliers or vendors that assist our
company (e.g., consultants, IT
service providers, financial
institutions, law firms)

e Other Novo Nordisk entities (e.g.,
Novo Nordisk affiliates in other
countries)

e Dodavatelia alebo predajcovia, ktori

pomahaji nasSej spoloénosti (napr.
konzultanti, poskytovatelia IT sluZieb,
financné instittcie, advokatske
kancelarie)

e Iné subjekty/entity spoloénosti Novo
Nordisk (napr. pobocky Novo Nordisk v
inych krajinach)

7. WHEN DO WE TRANSFER YOUR
PERSONAL DATA OUTSIDE THE
EU/EAA?

7. KEDY PRENASAME OSOBNE UDAIJE
MIMO EU/EHP?

For the purposes described above in Clause
3, we transfer your personal data to the
following countries outside the European
Economic Area (EEA).

Pre UcCely opisané v Odseku 3 prenasame
VasSe osobné udaje do nasledujlicich krajin
mimo Eurépskeho hospodarskeho priestoru
(EHP).

We use the following safeguards, as required
by law, to protect your personal data in case
of such transfers:

Na ochranu Vasich osobnych udajov v pripade
ich prenosov pouzivame nasledujice zaruky
vyzadované platnym pravom:

e The transfer is to a Novo Nordisk
entity covered by Novo Nordisk’s
Binding Corporate Rules, available
at
https://www.novonordisk.com/abou
t-novo-nordisk/corporate-
governance/personal-data-
protection.html.

e The destination countries are
deemed by the EU Commission to
have an adequate level of
protection of personal data

e The EU-US Privacy Shield
Framework for transfers to Privacy
Shield-certified and US-based
companies and organisations. More
information and a list of Privacy
Shield-certified companies and
organisations are available at
https://www.privacyshield.gov/welc
ome

e Prenos sa vykonava do subjektu Novo
Nordisku, na ktory sa vztahuji zavazné
pravidlda spolo¢nosti Novo Nordisk,
pristupné na strénke
https://www.novonordisk.com/about-
novo-nordisk/corporate-
governance/personal-data-
protection.html.

e Cielové krajiny su povazované
Eurépskou komisiou za krajiny
poskytujtice dostatocnu uroven

ochrany osobnych Gdajov

e Tzv. EU-US Privacy Shield Framework v
pripade prenosov spoloénostiam
a organizaciam v ramci Privacy Shield
a sidliacim v USA. Viac informacii
a zoznam spolocnosti a organizacii, na

ktoré sa vztahuje Privacy Shield
najdete na stranke
https://www.privacyshield.gov/welcom
e.

8. HOW LONG WILL WE KEEP YOUR
PERSONAL DATA?

8. AKO DLHO UCHOVAVAME VASE
OSOBNE UDAJE?

We will keep your personal data for the
following period of time:

Vase osobné Udaje budeme uchovavat po

dobu:

e For as long as required by
applicable law within Clinical
Research.

e Po dobu pozadovani  zakonom
vztahujlce sa na klinické sktsanie.

9. WHAT ARE YOUR RIGHTS?

9. AKE SU VASE PRAVA?
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In general, you have the following rights:

¢ You can get an overview of what
personal data we have about you

* You can get a copy of your personal
data in a structured, commonly
used and machine-readable format
(right to portability)

* You can get an update or correction
to your personal data

* You can have your personal data
deleted or destroyed

e You can have us stop or limit
processing of your personal data

« If you have given consent for us to
process your personal data (see
Section 5), you can withdraw your
consent at any time. Your
withdrawal will not affect the
lawfulness of the processing carried
out before you withdrew your
consent

¢ You can submit a complaint about
how we process your personal data
to a Data Protection Office of the
Slovak Republic, with its registered
office at Hranicna 12, 820 07
Bratislava, phone Nr.: +421 2 3231
3214, email:
statny.dozor@pdp.gov.sk.

Vo vSeobecnosti mate nasledujlce prava:

e  Mozete ziskat prehfad o tom, aké
osobné (daje tykajlce sa Vas mame k

dispozicii

e MoZete ziskat kopiu svojich osobnych
tdajov v  Struktirovanom, bezne
pouzivanom a strojom Citatelnom

forméte (pravo na prenosnost)

e MozZete ziskat aktualizaciu alebo opravu
vasich osobnych udajov

e MoZete nechat svoje osobné (daje
vymazat alebo zni¢it

e MoZete zastavit alebo limitovat
spracovanie Vasich osobnych Gdajov

e Pokial ste nam dali suhlas so
spracovanim Vasich osobnych U(dajov,
mbzete tento svoj slhlas kedykolvek
odvolat. VaSe odvolanie nebude mat
vplyv  na zadkonnost spraclvania
vykonan( skér, ako ste odvolali svoj
suhlas

e MozZete podat staznost na spracovanie
osobnych Udajov naSou spolonostou
na dozorny organ Urad na ochranu
osobnych (dajov Slovenskej republiky,

so sidlom Hraniénd 12, 820 07
Bratislava, tel. cislo: +421 2 3231
3214, e-mail:

statny.dozor@pdp.gov.sk.

Under applicable law, there may be limits on
these rights depending on the specific
circumstances of the processing activity.
Contact us as described in Clause 1 with
questions or requests relating to these rights.

Na zaklade platnych pravnych predpisov
mozu existovat obmedzenia tychto prav v
zavislosti od konkrétnych okolnosti
spracovatelskej cinnosti. Kontaktujte nas s
otdzkami alebo Ziadostami tykajlcimi sa
tychto prav spésobom v zmysle ¢lanku 1.
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