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MD. Aleksandar Ciric, MBA
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(dalej len ,zadavatel™)

MUDr. Erika Cellarova

(dalej len ,lekar<)
Hematologické oddelenie
Fakultna nemocnica s
poliklinikou F.D.Roosevelta
Banska Bystrica

Nam. L.Svobodu 1

975 17 Banska Bystrica

nemocnica S
F.D.Roosevelta

Fakultna
poliklinikou
Banska Bystrica

Nam. L.Svobodu 1

975 17 Banska Bystrica
ICO: 00165549

IC DPH: SK202 1095 670
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zdravotnicke zariadenie ©)
ZastlUpena:

Ing. Miriam Lapunikova, MBA

V nasledujucom texte su zadavatel, lekar a
institlcia/zdravotnicke zariadenie oznacovani
jednotlivo aj ako ,strana“ a spolo¢ne ako

~Strany™.
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PREAMBLE

PREAMBULA

WHEREAS The Sponsor wishes to conduct
a post-approval non-interventional study (the
“Study” in Slovakia, related to NovoEight
(“Study Product”), pursuant to the Protocol
entitled: A Multi-centre Non-
interventional Study of Safety and
Efficacy of turoctocog alfa (rFVIII)
during Long-Term Treatment of Severe
and Moderately Severe Haemophilia A
(FVIII<29%). Protocol ID: NN7008-3553
(the “Protocol”, attached herein as Appendix

1);

KEDZE zadavatel chce vykonat
neintervenc¢nd Studiu po schvaleni lieku (dalej
len ,stadia“) v Slovenskej republike tykajlcu sa
NovoEight (dalej len ,produkt Studie") podla
protokolu S nazvom: Multicentrické
neintervencné klinické skasanie
bezpecnosti a ucinnosti turoktokogu alfa

(rFVIII) v dlhodobej Iliecbe 2zavaznej
a stredne zavaznej hemofilie A
(FVIII<2%). Identifikacné Cislo protokolu:

NN7008-3553 (dalej len ,protokol®, v tomto

dokumente ako priloha ¢. 1);

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

KEDZE zadavatel' chce vykonat $tudiu v
spolupraci s lekdrom v institlcii/zdravotnickom
zariadeni;

WHEREAS The Physician and the
Institution/Practice desire to participate in the
Study under the terms and conditions of this
Agreement.

KEDZE lekdr a institGcia/zdravotnicke
zariadenie sa chcl podielat na $tudii v sulade
s podmienkami tejto dohody.

3. DEFINITIONS 1. DEFINICIE
1.1 "Confidential  Information" shall | 1.1 ~Doverné informacie" znamenaju
mean all information, whether vSetky informacie, pisomné, CUstne

written, oral, or in any other form,
pertaining to either Party’s business,
whether developed or acquired
hereunder and whether kept in its
original form.

alebo v akejkolvek inej forme, ktoré sa
tykaju obchodnej cinnosti strany, bez
ohladu na to, Ci ide o vytvorené alebo
nadobudnuté informdcie a & su
ponechané v povodnej forme.

1.2 "CRF/eCRF" shall mean Case Report | 1.2 Skratky ~CRF/eCRF" znamenaju
Form (CRF), or  respectively zaznamovy formular Ucastnika Studie
electronic Case Report Form (eCRF). (CRF) a elektronicky zaznamovy

formular Gcastnika stadie (eCRF).

1.3 "FPFV" shall mean First Patient First | 1.3 ~FPFV" znamena prva navsteva prvého
Visit. pacienta.

1.4 “Healthcare Organisation (HCO)" | 1.4 .Zdravotnicka organizacia (HCO)"
shall mean any legal person (i) that je akakolvek pravnicka osoba (i), ktora
is a healthcare, medical or scientific je zdravotnicke, lekarske alebo vedecké
association or organisation zdruzenie Ci organizacia (bez ohladu na
(irrespective  of the legal or pravnu alebo organiza¢nu formu), napr.
organisational form) such as a nemocnica, klinika, nadacia, univerzita
hospital, clinic, foundation, alebo ind vzdeldvacia institdcia di
university or  other teaching odborna spolo¢nost (okrem organizacii
institution or learned society (except pacientov v ramci rozsahu kddexu
for patient organisations within the organizacie pacientov Eurdpskej
scope of the EFPIA Patient federacie farmaceutického priemyslu
Organisation Code) or (ii) through a zdruzeni (EFPIA)), alebo (ii) ktora
which one or more HCPs provide poskytuje  sluzby prostrednictvom
services. jedného alebo viacerych HCP.

1.5 “Healthcare Professional (HCP)” | 1.5 .Zdravotnicky pracovnik (HCP)" je
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shall mean any natural person that
is a member of the medical, dental,
pharmacy or nursing professions or
any other person who, in the course
of their professional activities, may
prescribe, purchase, supply,
recommend or administer a
medicinal product.

kazda fyzickda osoba, ktora po6sobi
v oblasti lekarstva, zubného lekarstva,
farmacie alebo osSetrovatelstva alebo
akakolvek ind osoba, ktora moéze v
ramci svojej profesionalnej cinnosti
predpisovat, = nakupovat,  dodavat,
odporuiéat alebo podavat lieky.

For the avoidance of doubt, the
definition of HCP includes: (i) any
official or employee of a government
agency or other organisation
(whether in the public or private

sector) that may prescribe,
purchase, supply or administer
medicinal products and, (ii) any

Aby sa prediSlo pochybnostiam,
definicia HCP zahfha: (i) akéhokolvek
Uradnika alebo zamestnanca organu
Statnej spravy alebo inej organizacie
(vo verejnom alebo v sukromnom
sektore), ktory moze predpisovat,
nakupovat, dodavat alebo podavat
lieky, a (ii) akukolvek osobu, ktorej

person whose primary occupation is hlavhym povolanim je okrem iného
that of a practising HCP vykondvanie HCP bez ohladu na
irrespectively of any other akékolvek iné zamestnanie,
employment.

1.6 "Intellectual Property" shall mean | 1.6 »,Dusevné vlastnictvo" znamena vsetky
any and all know-how, inventions, 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 stadie, na ktoru sa
by this Agreement. vztahuje tato dohoda.

1.7 "LPFV" shall mean Last Patient First | 1.7 ,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 3 a
APPENDIX 3 and APPENDIX 4. v PRILOHE 4.

1.10 “Sensitive Personal Data” shall mean | 1.10 »Citlivé osobné Udaje" su osobné Udaje
Personal Data genetic, biometric odhalujlce genetické udaje,
data and data concerning health or biometrické Udaje a Udaje tykajuce sa
sex life. zdravia alebo sexudlneho Zivota.

1.11 "Study Materials" shall mean, unless | 1.11 ~Materialy stadie" su CRF/eCRF, ak nie
differently specified in the Protocol, je v protokole uvedené inak.

CRF/eCREF.

1.12 "Study Product" shall be defined as | 1.12 »Produkt studie" sa definuje tak ako v
in the Protocol. protokole.

1.13 "Study Records" shall be defined as | 1.13 .Zaznamy Studie® sa definuju ako

documents stating results achieved
or providing evidence of activities
performed. Examples are
source/institution/clinic data and
notes, agreements and regulatory
approvals, informed consent
documents and others as applicable.

dokumenty, v ktorych sa uvadzaju
dosiahnuté vysledky alebo ktoré
poskytuji dokaz o vykonavanych

¢innostiach. Ako priklady mozno uviest
Udaje a poznamky zo zdrojov
/institacii/klinik, dohody a povolenia
regulac¢nych organov, dokumenty
informovanych suhlasov, pripadne iné.
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1.14

"Study Subject" shall mean a
Physician’s/Institution’s/Practice’s

patient participating in the Study,
patients that are normally prescribed
the Study Product and who agreed
to participate in the Study, in
accordance with their informed
consent, (unless IRB has approved a
waiver of such informed consent).

1.14

~Pacient studie" je pacient
lekara/institacie/zdravotnickeho
zariadenia, ktory sa zUcastnhuje Studie,
pacienti, ktorym su bezne predpisované
produkty sStadie a ktori na zdaklade
informovaného suhlasu suhlasili s
Géastou v stadii (pokial IRB neschvalila
vzdanie sa takého informovaného
suhlasu).

1.15

"Termination Date" shall mean 16
weeks after LPLV unless this
Agreement is terminated pursuant to
Clause 13,

1.15

,Datum ukoncenia® znamena 16
tyzdiiov po LPLV, ak je tato dohoda
ukoncena v sulade s ¢lankom 13.

INTRODUCTION

uvoD

2.1

The Parties hereby agree that the
Physician shall carry out the Study
on the administration of the Study
Product in accordance with the
Protocol, applicable laws, regulations
and guidelines and this Agreement.

2.1

Strany sa tymto dohodli, Ze lekar
vykona stidiu o podavani produktu
Studie v sulade s protokolom, platnymi
zdkonmi, nariadeniami, smernicami a
touto dohodou.

2.2

All appendices and amendments to
this Agreement shall be deemed to
be an integral part of this Agreement
and may be updated from time to
time by mutual agreement.

2.2

Vsetky prilohy a dodatky k tejto dohode
sa povazuju za neoddelitelni sudast
tejto dohody a po vzajomnej dohode sa
mdzu priebezne aktualizovat.

2.3

It is expressly agreed and
acknowledged that the assignment
of the Study Subject to a particular
therapeutic strategy is not decided
in advance by the Protocol, but falls
within current practice and the
prescription of the Study Product is
clearly separated from the decision
to include the Study Subject in the
Study. Physician shall be solely
responsible and shall independently
decide the best suitable treatment
for the patient and Sponsor shall not
be in any way responsible for such
decision.

2.3

Je vyslovne dohodnuté a berie sa na
vedomie, Ze priradenie pacienta studie
do urcitej lieCebnej stratégie nie je
vopred stanovené protokolom, ale
podlieha sucasnej praxi a predpisovanie
produktu Studie je jasne oddelené od
rozhodnutia zaradit pacienta Studie do
Studie. Lekar nesie vyhradnu
zodpovednost a musi  nezavisle
rozhodnit o najvhodnejsej lie¢be pre
pacienta. Zadavatel nebude v Ziadnom
pripade zodpovedny za takéto
rozhodnutie.

2.4

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 IEC/IRB’s has been obtained
unless required for the safety of the
Study Subjects or for administrative
reasons in accordance with the GPP-
IPSE.

2.4

Akykolvek dodatok k protokolu musi
schvalit lekar aj zadavatel a musi sa
zdokumentovat v pisomnej forme.
Dodatky sa nemdzu implementovat,
kym ich neschvalia zdravotnicke uUrady
(v pripade potreby) a/alebo IEC/IRB,
ak sa to nevyzaduje pre bezpecnost
pacientov studie alebo z
administrativnych dévodov v sulade s
GPP-IPSE.

2.5

The Parties agree to adhere to all

2.5

Strany sa dohodli, 7e budl dodrZiavat
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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.

zadkony a nariadenia
tykajuce sa lekarskeho tajomstva
pacientov. Bez predchadzajuceho
pisomného suhlasu pacienta nesmie
lekdr zaddavatelovi prezradit totoZnost
pacientov alebo informacie, z ktorych
mozno odvodit totoZnost pacientov.

vSetky platné

3. OBLIGATIONS OF THE 3. POVINNOSTI i
INSTITUTION/PRACTICE AND INSTITUCIE/ZDRAV,OTNICKEHO
THE PHYSICIAN ZARIADENIA A LEKARA

3.1 Prior to the Study the Physician | 3.1 Pred studiou musi lekar:
must:
d) obtain or, as agreed with the a) ziskat alebo podla dohody so

Sponsor, assist the Sponsor in
obtaining all necessary
approvals from the Ethics
Committee/Institutional Review
Board (IRB) and relevant
regulatory bodies, from the
relevant departmental head of
the Institution/Practice and
from any other authority that is
responsible for the
administration of the

zadavatelom pomahat
zadavatelovi ziskat vietky
potrebné povolenia od etickej
komisie/institucionalnej
hodnotiacej komisie (IRB) a
prislusnych regula¢nych organov,
od veduceho prislusného
oddelenia
institlcie/zdravotnickeho
zariadenia a od akéhokolvek iného
organu, ktory je zodpovedny za

Institution/Practice; spravu institacie/zdravotnickeho
zariadenia;

b) observe his/her obligation to b) dodrzat povinnost Ziadat
apply for permission from the o povolenie prislusnd lekarsku
relevant Medical agenturu/institiciu/organ a ak je
Agency/institution/authority, if to potrebné, podielat sa na Studii
the case, to participate in the a uzatvorit tato dohodu;

Study and enter into this
Agreement;

c) be fully informed of the c) byt plne poudeny o protokole a
Protocol and the Study Product produkte sStudie a priebezne sa
and attend, or ensure a zU&asthovat na vSetkych poradach
delegate attends, all meetings o sStudii  podla  poziadaviek
for the Study from time to time zadavatela alebo zabezpelit na
as required by the Sponsor; nich Ucéast delegata;

d) ensure all the d) uistit sa, Ze vSetci zamestnanci a
Institution/Practice's spolupracovnici
employees and collaborators institucie/zdravotnickeho
who are involved in the Study zariadenia, ktori sa podielaja na
fully understand and adhere to studii, plne chapu a dodrziavaja
the Protocol and the obligations protokol a povinnosti
of both the Institution/Practice institucie/zdravotnickeho
and the Physician; zariadenia a lekara;

e) obtain prior written approval e) ziskat predchadzajuci pisomny

from the Sponsor and the
Ethics Committee/Institutional
Review Board (IRB) for any

suhlas od zadavatela a etickej
komisie/institucionalnej
hodnotiacej komisie (IRB) pre
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proposed recruitment material
to be used for the purpose of

kazdy  navrhovany  naborovy
materidl, ktory sa ma pouzit pre

Subject recruitment in the Ucely naboru pacientov do studie;

Study;

f) resolve any revenue issues in f) vyriesit S
respect of the Study with the institlciou/zdravotnickym
Institution/Practice and keep zariadenim akékolvek finan¢né
the Sponsor informed of such problémy v slvislosti so Studiou a
issues and the progress of o tychto problémoch a vyvoji ich
resolution of such issues; rieSenia zadavatela stale

informovat.

3.2 During the Study each of the| 3.2 V  priebehu Studie musi  kazdy
Institution/Practice and Physician z institacie/zdravotnickeho zariadenia a
must: lekar:

a) conduct the Study in a) vykonat $tidiu v sllade s
accordance with the terms of podmienkami tejto dohody
this 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 aj
guidelines governing the so vsetkymi smernicami,
conduct of non- ktoré upravuju vykonavanie
interventional studies, the neintervencnych studii,
guidelines and smernicami a
recommendations odporucaniami, ktoré
governing safety and upravuju bezpecnost a
pharmacovigilance; farmakovigilanciu;

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

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

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

c) do all possible efforts to ensure c) vynalozit maximadlne Uusilie na

that the target number of

zabezpecenie naboru potrebného
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eligible subjects are recruited
for the Study and that data
from all eligible subjects are
available on or before the
Termination Date. Over-
recruitment of Study Subjects
not previously authorised in
writing by the Sponsor is
forbidden and shall not be
financially compensated;

poctu vhodnych pacientov do
studie a aby boli Udaje od
vSetkych vhodnych pacientov k
dispozicii do datumu ukoncenia
alebo pred nim. Nabor presahujuici
potrebny pocet pacientov Studie,
ktory nebol vopred zadavatelom
pisomne schvaleny, je zakazany
a nebude sa financne
kompenzovat;

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

e) maintain accurate data e) v priebehu Stadie udrziavat
collection and up-to-date spravny zber Udajov a aktualne
records of all Study Materials zdaznamy zo vSetkych materidlov
and Study related Studie a korespondencie tykajucej
correspondences by the sa Studie od lekara, zamestnancov
Physician, the institucie/zdravotnickeho
Institution/Practice's zariadenia, zadavatela a
employees, the Sponsor and akejkolvek dalSej osoby, ktora je
any other person involved in zapojena do Studie;
the Study, during the Study;

f) submit written reports, in f) na vyziadanie 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 institucii/zdravotnickom zariadeni
the Ethics Committee regarding v sulade so vsetkymi zakonmi,
the Study being conducted at nariadeniami a smernicami,
the  Institution/Practice  on vratane Standardov etickej
request. For Slovak Republic komisie. Pre Slovensko platia
the following apply: notification nasledujlce: zasielanie SUSAR a
EC of periodic SUSARs and DSUR na prislusnu etickt komisiu;
DSURs;

g) ensure safety reporting in g) zaistit nahlasovanie bezpeénosti v
accordance with the stlade s poziadavkami uvedenymi
requirements described in the v protokole;

Protocol;

h) report to Sponsor any h) ohlasovat zadavatelovi akékolvek
pregnancy during the use of tehotenstvo  pocas  pouzivania
the Study Product, as described produktu Studie, ako je uvedené v
in the Protocol; protokole;

i) retain Study Records in i)  uschovdvat zaznamy Stadie v

accordance with the Protocol
and under storage conditions
conducive to their stability and
protection. The Physician and
the Institution/Practice further
agree to permit the Sponsor to

sulade s protokolom a pri takych
podmienkach skladovania, ktoré
su vhodné pre ich stabilitu a
ochranu. Lekar a
institucia/zdravotnicke zariadenie
dalej suhlasia, Ze na néklady
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ensure that the records are
retained for a longer period if
necessary, at the Sponsor’s
expense, under an
arrangement that protects the
confidentiality of the records
(e.g. secure off-site storage);

zadavatela umoznia zadavatelovi
zabezpedit uschovanie zdznamov
dIhsi cas pre pripad potreby, v
ramci dohody, ktora chrani
dévernost  zdznamov (napr.
bezpecné uskladnenie mimo
pracoviska);

i) inform Sponsor immediately of
any claim and/or lawsuit, either
pending or existing, in
connection to the Study
Product that he/she/it s
informed or aware of;

j) v suvislosti s produktom stadie
okamzite informovat zaddvatela o
kazdom pravnom naroku a/alebo
o siudnom konani, bud
nevybavenom, alebo existujicom,
o) ktorom je on/ona/ono
informovany alebo si  ho je
vedomy;

k) provide to Sponsor timely
updates of their contact data;

k) poskytnut zaddvatelovi vdasné
aktualizacie svojich kontaktnych
Udajov;

) if required, assist any Study
subject/Patient with contacting
Sponsor’s Data Protection
Responsible: Ing. Tomas
Marek, tel: 02/5710 3011.

) ak je potrebné, poskytnit pomoc
subjektu/pacientovi Studie
kontaktovanim kontaktnej osoby
zadavatela zodpovednej za
ochranu osobnych uddajov 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: nasledujlce:
The Institution/Practice and pocas bezného pracovného casu a
Physician must allow any s oznamenim jeden pracovny den
person nominated by the vopred musia
Sponsor during regular institlcia/zdravotnicke zariadenie
business hours and with one a lekdr umoznit akejkolvek osobe
Business Day notice in advance vymenovanej zadavatelom
access to the following: pristup:
i. subject records relating to i k  zdznamom pacientov,
the Study; ktoré sa tykaju Studie;
ii. the Institution/Practice ii. do institucie/zdravotnickeho
and facilities where the zariadenia a zariadenia, kde
Study is being conducted; sa studia vykonava; a
and
iii. any Study Materials. iii. k akymkolvek materidlom
Studie.
3.4 Regulatory or other authorities shall | 3.4 Priamy a okamzity pristup k tymto

be allowed direct and immediate
access to the same information.

istym informdcidam musi byt povoleny
aj regulac¢nym alebo inym organom.

a) Subject to Clause 9 of this
Agreement, the
Institution/Practice and the
Physician must not, without the
prior written approval of the
Sponsor, disclose any

a) Vzhladom na clanok 9 tejto
dohody nesmie
institlcia/zdravotnicke zariadenie
ani lekar bez predchadzajuceho
pisomného suhlasu zadavatela
Ziadnej tretej osobe oznamovat
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Confidential Information to any
third person other than for the
proper conduct of the Study
and in accordance with this
Agreement provided that such
recipients are bound by
obligations of confidentiality
and non-use to Sponsor which
are equal to the terms of this
Agreement.  Physician  shall
ensure that said recipients be
fully aware of the obligations of
confidentiality of this
Agreement and shall be
responsible for any breach of
these provisions by such
recipient.

akékolvek dbéverné informacie,
iné, ako su potrebné pre riadne
vykonanie studie. Ak sa takéto
informacie poskytnu, ich
prijemcovia su v sulade s touto
dohodou zaviazani mlcanlivostou
a ich nevyuzivanim voCi
zadavatelovi, ¢o sa zhoduje s
podmienkami tejto dohody. Lekar
sa musi uistit, Ze uvedeni
prijemcovia su si plne vedomi
toho, Ze sU viazani mléanlivostou
podla tejto dohody a za akékolvek
porusenie  tychto ustanoveni
takymto prijemcom bude
zodpovedny lekar.

b) Institution/Practice and b) Institacia/zdravotnicke zariadenie
Physician acknowledge and a lekdar berl na vedomie a
agree that in accordance with stuhlasia s tym, Ze v sulade s
the Protocol, protokolom,

i the Study is being i bude stddia vykonana ako
conducted as part of a sudast multicentrickej
multi-centre non- neintervencnej studie,
interventional Study,

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

iii. that these sites may iii. tieto pracoviska mozu
enroll Study Subjects in zaregistrovat pacientov
mutual competition, and $tidie vo vzadjomnej sutazi, a

iv. that Sponsor reserves the iv. zadavatel si vyhradzuje
right to end Study Subject pravo ukondit registraciu
enrolment  under this pacienta Studie v sulade s
Agreement  when the touto dohodou, ak uz bol
desired number of Study dosiahnuty poZadovany
Subjects for all non- pocCet pacientov Studie pre
interventional Study sites vSetky pracoviska
has been reached. neintervencnych studii.
Institution/Practice and Institacia/zdravotnicke
Physician agree that zariadenie a lekdr suhlasia s
further randomization of tym, ze po ukonceni
subjects must not take registracie pacientov Studie
place after Study Subject zadavatelom sa nesmie
enrolment has been konat dalsia randomizacia
ended by Sponsor. pacientov Studie.

c) If electronic systems are used c) Ak su v stadii pouzité elektronické

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

systémy, moze sa pozadovat zapis
tychto Specifickych Udajov o
pracovisku na pracovisku Studie.
Ak sa zistilo, Ze zadavatelom
poskytnuté médium bolo pocas
uschovéavania necitatelné,
zaddvatel mdZe poskytnut novu
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sponsor.

kopiu.

OBLIGATIONS OF THE SPONSOR

POVINNOSTI ZADAVATELA

4.1

Sponsor shall conduct the Study in
accordance with the terms of this
Agreement and all applicable
international and local laws and
regulations, including guidelines
governing the conduct of non-
interventional studies.

4.1

Zadavatel musi vykonat $tudiu v stlade
s podmienkami tejto dohody a
vSetkymi platnymi medzinarodnymi a
miestnymi zakonmi a nariadeniami,
vratane smernic, ktoré upravuja
priebeh neintervencnych stadii.

4.2

The Sponsor agrees to provide:

4.2

Zadavatel suhlasi s tym, Ze poskytne:

a) the Study Materials necessary
for the conduct of the Study as
specified in the Protocol;

a) materidly Studie 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
vykondvania Studie.

PERSONAL DATA

OSOBNE UDAJE

5.1

Information related to site and site
staff received in relation to the
Study may include data (such as but
not limited to surname, forename,
initials, title, degree/qualifications,
contact details including business
postal address, postal code, country,
email address, telephone number(s)
and fax number(s), associated
clinics and/or hospitals, position/role
in the organisation, memberships,
therapeutic specialties/interests,
board certifications) which constitute
Personal Data/Sensitive Personal
Data and is subject to specific
national legislation relating to the
processing, storage, transfer and
use of such data.

5.1

Informacie tykajlce sa pracoviska a
prijatych pracovnikov na pracovisko
mdzu vo vztahu k Studii zahfhat Gdaje
(ako su okrem iného priezvisko, meno,

inicidly,  titul,  hodnost/kvalifikacia,
kontaktné (daje vratane postovej
adresy spolocnosti, postového

smerového (Cisla, Statu, mailovej
adresy, telefénneho cisla (Cisiel) a Cisla
(Cisiel)  faxu, pridruzenych  klinik
a/alebo nemocnic, pozicie/ulohy v
organizacii, clenstva, terapeutickych
Specializacii/zaujmov, osvedcenia
komisii), ktoré predstavuju osobné
Udaje/citlivé osobné udaje a podliehaju
zvlastnym narodnym pravnym
predpisom, ktoré sa tykaju
spracovania, skladovania, prenosu a
pouzitia takychto Udajov.

5.2

Sponsor will take appropriate
measures to protect the
confidentiality and security of all
Personal Data that it receives from
the Physician and the
Institution/Practice in connection
with the Study.

5.2

Zadavatel' prijme primerané opatrenia
na ochranu dovernosti a zabezpecenia
véetkych osobnych Udajov, ktoré
dostane od lekara a
institlcie/zdravotnickeho zariadenia v
suvislosti so Studiou.

5.3

Physician and the
Institution/Practice acknowledge
that Personal Data (including
Sensitive Personal Data) relating to
the Physician and the
Institution/Practice  and the site

5.3

Lekar a institucia/zdravotnicke
zariadenie berd na vedomie, ze osobné
Udaje (vratane citlivych osobnych
Udajov)  tykajuce sa lekdra a
institucie/zdravotnickeho zariadenie a
pracovnikov pracoviska:
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staff:

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/Practice'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 suhlasu podla clanku
54 v jednej (1) alebo vo
viacerych databazach na Uucely
urcenia Ucasti lekara a
institucie/zdravotnickeho
zariadenia v budicom vyskume a
za UcCelom dodrzania vsetkych
zakonnych poZiadaviek;

b) may be disclosed or transferred
to the Sponsor, Sponsor’s
Affiliates worldwide, to
representatives and contractors
working on behalf of the
Sponsor group including
outside Europe and to
regulatory authorities across
the world;

b) mbézu byt zverejnené alebo
posunuté zadavatelovi, pobockam
zadavatela na celom svete,
zadstupcom a investorom, ktori
pracuju v mene skupiny
zadavatela, vratane krajin mimo
Eurdpy, a regulacnym organom v
ramci celého sveta;

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

c) Lekar a institlicia/zdravotnicke
zariadenie  zabezpecia  vSetky
potrebné suhlasy, aby tento
&lanok nadobudol platnost.

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

b) contact the Sponsor, via the b) kontaktovat zadavatela
normal contact point, in order prostrednictvom bezného
to ask for his/her Personal Data kontaktného miesta za ucCelom
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 suhlasu). Pri takomto odvolani
retain the Physician’s name, suhlasu zadavatel uschova len
address and phone number, as meno, adresu a telefénne Cdislo
well as data obtained as part of lekdra a aj udaje ziskané v ramci
the operation of this Study. vykonavania tejto Studie.

5.5 The Physician as a person concerned | 5.5 Lekar ako dotknutd osoba tymto

hereby confirms that prior to the
provision of personal data to the
Sponsor under this Agreement,
he/she has been provided by the
Sponsor with information under
Article 13 and 14 of the General
Data Protection Regulation (the
GDPR), as specified in APPENDIX 4

potvrdzuje, Ze pred poskytnutim
osobnych Gdajov zadavatelovi v zmysle
tejto dohody mu boli zo strany
zadavatela poskytnuté informacie v
zmysle v ¢lanku 13 a 14 Nariadenia
o ochrane osobnych Udajov (GDPR),
ato v zmysle PRILOHY 4 k tejto
dohode.
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of this Agreement.

5.6 The Physician and the | 5.6 Pri vypracovavani a podavani sprav
Institution/Practice will comply with studie budu lekar a
all relevant laws relating to the institlcia/zdravotnicke zariadenie
protection and use of Personal Data dodrziavat vsetky prislusné zakony,
and Sensitive Personal Data privacy ktoré sa tykaju ochrany a vyuzitia
in its conduct and reporting of the sukromnych  osobnych Udajov a
Study. citlivych osobnych udajov.

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

6. DISCLOSURE REQUIREMENTS 6. ZVEREJNENIE POZIADAVIEK

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

6.2 The Physician and | 6.2 Lekar a institucia/zdravotnicke
Institution/Practice are hereby zariadenie sU tymto pouceni o tom, Ze
informed that information about the informacie o institucii sa zhromazdujq,
Institution is collected, used, stored, pouzivaju, uchovavajq, prenasaju
transferred and disclosed a zverejhuju (suhrnne ,Spracuvaja“)
(collectively “Processed”) by or on zadavatelom alebo v jeho mene. Su tu
behalf of the Sponsor. This includes, okrem iného zahrnuté informacie ako
but is not limited to, information meno, obchodnd adresa, kontaktné
such as name, business address, Gdaje, povaha vztahu so zadavatelom,
contact details, nature of danové cislo, jedineCny identifikacny
relationship with the Sponsor, tax Udaj a akékolvek prevody hodnoty
number, unique identifier, and any (vratane, ale nie vylu¢ne tykajlice sa
transfers of value (including but not platieb) institucii/zdravotnickemu
limited to payments) from the zariadeniu od zaddavatela.

Sponsor to the Institution/Practice.

6.3 Institution/Practice agrees to provide | 6.3 Institacia/zdravotnicke zariadenie
the Sponsor, with all details and suhlasi, ze bude zadavatelovi
information reasonably required by poskytovat vSetky podrobnosti a
the Sponsor for the purpose of informacie, ktoré zadavatel

observing the Sponsor’'s compliance
with the requirements for
contracting, tracking and disclose
transfer of values to
Institution/Practice.

odovodnene pozaduje pre dodrziavanie
poZiadaviek zo strany zadavatela na
uzatvaranie, sledovanie a
zverejfiovanie prevodu hodnot
institucii/zdravotnickemu zariadeniu.
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6.4 To the extent the Institution/Practice | 6.4 V rozsahu v akom
is sharing and providing information institlcia/zdravotnicke zariadenie zdiela
about employees of the a poskytuje informacie
Institution/Practice to the Sponsor, 0 zamestnancoch
the Institution/Practice institucie/zdravotnickeho zariadenia
acknowledges that the employees zadavatelovi, institucia/zdravotnicke
have been informed hereof and has zariadenie  tymto  potvrdzuje, Ze
been provided with all information zamestnanci boli informovani o tejto
required under applicable laws, skuto¢nosti a ze im boli poskytnuté
including the information set out in vSetky informacie vyzadované podla
Article 13 and 14 of the General prislusnych predpisov, vratane
Data Protection Regulation (the informacii v zmysle v ¢lanku 13 a 14
GDPR). The Institution/Practice will Nariadenia o ochrane osobnych Udajov
indemnify the Sponsor and any (GDPR). Institucia/zdravotnicke
affiliate of the Sponsor for any and zariadenie odSkodni zadavatela alebo
all potential claims, expenses, losses akukolvek pobocku zadavatela za
and damages or liabilities incurred akékolvek a vsetky potencialne naroky,
by the Sponsor or an affiliate of the vydavky, Skodu alebo zavazky, ktoré
Sponsor arising from the vzniknl zadavatelovi alebo pobocke
Institution/Practice’s breach of its zadavatela z dbévodu porusenia svojich
obligations to provide information to povinnosti institucie/zdravotnickeho
the employees. zariadenia poskytut tieto informacie

zamestnancom.

7. PAYMENT 7. PLATBA

7.1 Each payment shall be made on the | 7.1 Kazda platba sa vykona na zdaklade
basis of an invoice stating all faktury, v ktorej budl uvedené vsetky
relevant details regarding number of relevantné informacie tykajlce sa poctu
Study Subjects and time spent. ANY pacientov studie a mnozstva
PAYMENT PAYABLE BY SPONSOR strdveného ¢asu. KAZDU PLATBU
IS DUE FORTY-FIVE (45) DAYS ZADAVATEL UHRADI DO
AFTER RECEIPT OF A CORRECT STYRIDSATPAT (45) DNi, KED
AND PROPER INVOICE DOSTANE SPRAVNU A NALEZITU
PREPARED IN ACCORDANCE FAKTURU VYSTAVENU V SULADE S
WITH THE SPONSOR INVOICING POKYNMI ZADAVATEI'A OHLADOM
INSTRUCTIONS SET OUT 1IN FAKTURACIE, KTORE SU UVEDENE
APPENDIX 2. THE PARTIES V PRILOHE 2. 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 bankové
related to receipt of interbank poplatky tykajlce 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 obsahovat vsetky u(daje o bankovom
the bank account to which the Uéte, na ktory sa ma platba odoslat.
payment shall take place.

8. STUDY TIME SCHEDULE 8. CASOVY HARMONOGRAM STUDIE

8.1 For the whole project the following | 8.1 Pre cely projekt platia tieto datumy:

dates are in force:

FPFV: 31-Oct-2017

FPFV: 31-Oct-2017

LPFV: 01-Apr-2020

LPFV: 01-Apr-2020
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LPLV: 12-Apr-2021

LPLV: 12-Apr-2021

8.2 The date of the FPFV can be delayed | 8.2 Datum FPFV mdze zadavatel odlozit, no
by the Sponsor; however, in such v takom pripade bude datum LPFV aj
case date of LPFV shall still be valid. nadalej platny. Datum LPFV mozZe
LPFV can only be delayed by odlozit iba =zadavatel v sullade so
Sponsor, in accordance with its svojimi  vnatornymi  schvalovacimi
internal approval procedures. postupmi.

8.3 If the Physician has not included 1 | 8.3 Ak po 12 tyzdnoch od FPFV [v sulade
Study Subject after 12 weeks from so stratégiou naboru] lekar nezaclenil 1
FPFV [in accordance with the pacienta do Studie, zadavatel moze
recruitment strategy], it may be rozhodnit o prerozdeleni pacientov
decided by the Sponsor to re- Studie na iné pracoviska a pracovisko
allocate Study Subjects to other sa mdze zrusit.
sites and the site may be closed.

9. CONFIDENTIAL INFORMATION 9. DOVERNE INFORMACIE

9.1 The information obtained during the | 9.1 Informacie ziskané pocas vykonavania
conduct of this Study is considered tejto Studie sa povazuju za doverné
Confidential Information and will be a zadavatel ich pouzije na
used by Sponsor for safety purposes bezpecnostné Ucely a dalsi rozvoj
and further development of Study produktu studie.

Product.
9.2 All information supplied by Sponsor | 9.2 Vsetky zadavatelom poskytované

in connection with this Study shall at
all times during the term of this
Agreement and thereafter remain
the sole property of Sponsor and is
to be considered Confidential
Information. The Parties shall take
all reasonable steps to ensure that
any Confidential Information shall
not be disclosed, whether directly or
indirectly, to third parties without
the prior written consent of the
other Party, which consent shall not
be unreasonably withheld, except:

informacie v suvislosti s touto Studiou
ostani po cely cas trvania tejto
dohody, a cely ¢as po nej vyhradnym
vlastnictvom zadavatela a povazuju sa
za doOverné. Strany prijmi vSetky
primerané opatrenia, aby nedoslo k
zverejneniu  akychkolvek dévernych
informacii, ¢i priamo alebo nepriamo,
tretim strandm bez predchadzajiceho
pisomného suhlasu druhej strany,
ktorej suhlas nema byt bezddvodne
odmietnuty, s vynimkou:

a) for the purpose contemplated,
pursuant to and in accordance
with the terms of this
Agreement;

a) zamyslaného ucelu, na zdaklade
podmienok tejto dohody a v
sulade s nimi;

b) with the consent of the other
Party and then only to the
extent  specified in  such
consent; and

b) v pripade suhlasu druhej strany a
potom len v rozsahu stanovenom
takymto suhlasom; a

c) to the extent as may be
required by law or in
accordance with the order of a
court of competent jurisdiction,
regulation, effective
government policy or by any
regulatory authority arising out
of this Agreement or relating to
or in connection with the other
Party, provided that the Party

c) do rozsahu, ktory mdze byt
pozadovany zdkonom alebo
v sulade s rozhodnutim
prislusného sddu, nariadenim,
platnou vlddnou politikou alebo
ktorymkolvek regulacnym
organom vyplyvajacim z tejto
dohody alebo tykajucim sa i
slvisiacim s druhou stranou za
predpokladu, ze vyzadujlca
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so required must give the other
Party prompt written notice
and make a reasonable effort
to obtain a protective order.

strana musi  druhu stranu
okamzite pisomne upovedomit a
vynalozit primerané Usilie na
ziskanie ochranného prikazu.

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

a) s, at the time of the disclosure a) su podla tejto dohody v Ccase
hereunder in the public zverejnenia verejne zname alebo
domain, or subsequently enters sa stanu verejne zndmymi bez
the public domain through no porusenia tejto dohody,
breach of this Agreement,

b) can be shown by the receiving b) moze prijimajlca strana
Party to have been in its preukazat, ze v ¢éase zverejnenia
possession at the time of boli v jej vlastnictve,
disclosure hereunder,

c) is lawfully acquired by the c) zakonne nadobudla prijimajaca
receiving Party from a third strana od tretej strany bez
party under no obligation of povinnosti zachovat mlcéanlivost
confidentiality to the disclosing voci zverejiujlcej strane,

Party,

d) is independently developed by d) nezdvisle vyvinul zamestnanec
an employee of the receiving prijimajucej strany alebo jej
Party or its Affiliates without poboCiek bez referencie alebo
reference to or reliance upon spoliehania sa na doverné
Confidential Information informacie  zverejnené druhou
disclosed by the other Party, or stranou, alebo

e) is required to be disclosed by e) sa musia zverejnit podla zdkona
law, or by order of a court of alebo na =zaklade rozhodnutia
competent jurisdiction; prislusného sudu; ale za
provided, however, that the predpokladu, ze prijimajlca
receiving Party shall provide strana co najskor poda
the disclosing Party with notice zverejnujucej strane oznamenie,
as soon as possible enabling ¢im umozni zverejiujlcej strane
the disclosing Party to contest napadnut  tdto moznost ich
such potential use or pouzitia alebo zverejnenia.
disclosure.

10. INTELLECTUAL PROPERTY 10. DUSEVNE VLASTNICTVO

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

10.2 The Physician and the | 10.2 V suvislosti so Stadiou musi lekar alebo

Institution/Practice shall promptly
disclose to the Sponsor all inventions
and discoveries made by the
Physician related to the Study and
assign the exercise of property
rights to the Sponsor. Remuneration

institucia/zdravotnicke
zadavatela

zariadenie

okamzite informovat o

vSetkych svojich vynalezoch a objavoch

a lekar

alebo institucia/zdravotnicke

zariadenie postupit vykon majetkovych

prav

k vynalezom a objavom
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for such assignment pursuant the
previous sentence of this Clause of
this Agreement is included in the
payment under Clause 7 of this
Agreement.

zadavatelovi. Odmena za postupenie
podla predchadzajicej vety tohto
¢lanku dohody je zahrnutd v platbe
podla ¢lanku 7 dohody.

10.3 The Physician shall have a royalty- | 10.3 Lekdr ma bezplatné pravo pouzit
free right to use the results for non- vysledky na nekomercéné 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  publikacia informacii
information obtained during the ziskanych pocas vykonavania studie sa
conduct of the Study shall be carried bude realizovat v stlade s protokolom.
out in accordance with the Protocol.

12. INDEMNITY STATEMENT 12. VYHLASENIE O ZODPOVEDNOSTI

12.1 Sponsor carries product liability for | 12.1 Zaddavatel' nesie pravnu zodpovednost
the Novo Nordisk Study Product and za produkt Stadie spoloCnosti Novo
liability assumed under the special Nordisk a zodpovednost v sulade s
laws, acts and/or guidelines for osobitnymi zdkonmi, pravnymi
conducting post-approval non- predpismi a/alebo smernicami na
interventional studies in the country vykonavanie neintervencnej studie po
where the Study is conducted, schvéleni lieku v krajine, v ktorej sa
unless others have shown Studia vykonava, ak sa nepreukazala
negligence. nedbalost zo strany inych.

13. TERM AND TERMINATION 13. TRVANIE A UKONCENIE

13.1 This Agreement shall commence on | 13.1 Tato dohoda sa zacina datumom
the date set forth at the beginning of uvedenym na zaciatku tejto dohody a
the Agreement and shall terminate zanika bez dalSieho upozornenia po
without  further notice upon dokonleni  Studie v  sulade s
completion of the Study in protokolom. Clanky 3.2 pism. b), g),
accordance with the Protocol Clauses h), 1), i), 9 a 14 zostanu v platnosti aj
3.2 let. b), g), h), i), i), 9 and 14 po ukonceni tejto dohody.
shall survive the termination of this
Agreement.

13.2 The Sponsor may terminate this | 13.2 Zadavatel mdZe tuto dohodu ukondit:

Agreement as follows:

a) if Physician or
Institution/Practice negligently
fails to perform or performs
negligently any material work
in accordance with this
Agreement and such failure
continues and is not removed
in a period of thirty (30) days
after receipt of written notice of
the Sponsor;

a) ak lekar alebo
institucia/zdravotnicke zariadenie
v suvislosti s touto dohodou

z nedbanlivosti nevykonava alebo
vykonava nedbanlivo akukolvek
fyzickd pracu a toto zlyhanie trva

a nie je odstrdnené v lehote
tridsat (30) dni od doruéenia
pisomného upozornenia od
zadavatela;

b) if Physician for administrative

b) ak lekar z administrativhych alebo
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or other reasons becomes
unable to recruit  Study
Subjects for the Study;

z akychkolvek inych dévodov
nedokaze ziskat pacientov do
studie;

c) with immediate effect, if the c) s okamzitou platnostou, ak
Sponsor and/or  regulatory zadavatel a/alebo regulacny organ
authority recognise that any uzna, Ze v zaujme bezpecnosti je
safety concerns necessitate potrebné ukoncenie Studie;
discontinuation of the Study;

d) if continuation of the Study d) podanim pisomného oznamenia
becomes unfeasible for the lekarovi jeden (1) mesiac vopred,
Sponsor for efficacy reasons, ak je pokraCovanie tejto Studie
by giving Physician one (1) pre zadavatela neuskutocnitelné z
month's prior written notice; dovodov efektivnosti;

e) if the Sponsor licenses the e) podanim pisomného oznamenia
Study Product to a third party lekarovi jeden (1) mesiac vopred,
who wishes to conduct the ak dal zadavatel opravnenie na
remaining part of the Study produkt studie tretej osobe, ktora
themselves, by giving Physician si praje vykonat zostavajlce casti
one (1) month's prior written Studie sama.
notice.

d) In the event of termination of d) Ak zaddvatel ukonci tuto dohodu
this Agreement by the Sponsor podla ¢lanku 13.2b), c), d), alebo
pursuant to Clause 13.2b), ©), e), zadavatel zaplati lekarovi za
d), or e) above, the Sponsor vSetky spravne vykonané sluzby
shall pay Physician for all v sulade s touto dohodou az do
services properly performed in okamihu  skoncenia platnosti
accordance with this Agreement oznamenia o ukonceni, ak je to
until the point in time of the relevantné. Po doruceni
expiry of the notice of oznamenia o ukonceni lekar
termination, if relevant. Upon zastavi akukolvek pracu, ktoru
receipt of a termination notice zadavatel nepovazuje za
Physician shall cease any work nevyhnutnu pre riadne
not deemed necessary by the uzatvorenie Studie alebo splnenie
Sponsor for the orderly close regulacnych poZiadaviek.
out of Study or for the
fulfilment of regulatory
requirements.

13.3 The Physician and the | 13.3 Lekar a institucia/zdravotnicke

Institution/Practice may terminate
this Agreement as follows:

zariadenie mdzu tUto dohodu ukondit:

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

Physician;
b) if the Physician becomes b) ak sa lekar stane neschopnym

incapacitated or terminates
his/her relationship with the
Institution/Practice and a
replacement suitable to and

alebo ukon¢i svoj vztah s
institlciou/zdravotnickym

zariadenim a po primeranom Usili
z0 strany
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agreed by the Sponsor cannot,
after reasonable efforts by the
Institution/Practice, be found.

institucie/zdravotnickeho
zariadenia sa nendjde vhodny
nahradnik, s ktorym by suahlasil
zadavatel.

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 zalezZitosti vyrieSili
matters in dispute amicably. All zmierom. VsSetky spory vyplyvajlce
disputes arising out of or in z tejto dohody alebo suisiace s touto
connection with this Agreement will dohodou budu vyriesené pred
be settled by relevant courts in prislusnymi sudmi Slovenskej
Slovakia. 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 prisluSnom sude proti
actual breach of this Agreement or akémukolvek hroziacemu alebo
the continuation of any such breach aktualnemu poruseniu dohody alebo
in  any court of competent pretrvavaniu takéhoto porusenia.
jurisdiction.

14.3 This Agreement shall be construed | 14.3 Tadto dohoda sa musi vykladat a
and interpreted pursuant to the interpretovat podla zakonov Slovenskej
Laws of Slovakia to the exclusion of republiky s vyli¢enim  akékolvek
any rule that would refer the subject pravidla, ktoré by odkazovalo predmet
matter to another forum. tejto dohody do iného féra.

15. GENERAL 15. VSEOBECNE INFORMACIE

15.1 Any notice, report, request, | 15.1 Akékolvek ozndmenie, sprava, ziadost,

approval, 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:

schvalenie, suhlas, faktara, platba
alebo ina komunikacia, vyZadovana
alebo povolena, ktora je dana na
zéklade tejto dohody, musi mat
pisomnu formu a za kazdych okolnosti
sa musi povazovat za riadne podanu a
prijatu, ak je dorucend osobne alebo
zaslana doporucenou zasielkou alebo
faxom (s prisluSnym potvrdenim o
doruCeni) prislusSnym stranam na
nasledujlice adresy:

If to the Sponsor:
Novo Nordisk Slovakia s.r.o.

Ak zadavatelovi:
Novo Nordisk Slovakia s.r.o.

ROSUM, Bajkalska 19B
821 01 Bratislava

ROSUM, Bajkalska 19B
821 01 Bratislava

Contact person: MUDr. Adam HI6ska

Kontaktna osoba: MUDr. Adam HI6ska

fax: 02 / 5710 3000

fax: 02 / 5710 3000

e-mail: axhl@novonordisk.com

e-mail: axhl@novonordisk.com
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If to the Physjcian:
MUDr. Erika Celldrova
Haematological department

Ak lekarovi:
MUDr. Erika CellarovdHematologické oddelenie
Fakultna nemocnica 3 poliklinikou

Fakuitna nemocnica [ poliklinikou | F.D.Rooseveita Banska Bystrica

F.D.Roosevelta Banska Bystrica Nam. L.Svobodu 1

Nam. L.Svobodu 1 975 17 Banska Bystrica

975 17 Banska Bystrica

fax: fax:

e-mail: e-mail: _

If to the Institution/Practice: Ak instittcii/zdravotnickemu zariadeniu:
Haematological department Hematologické oddelenie

Fakultna nemocnica s poliklinikou | Fakultna nemochnica s poliklinikou

F.D.Roosevelta Banska Bystrica
Nam. L.Svobodu 1
975 17 Banska Bystrica

F.D.Roosevelta Banska Bystrica
Nam. L.Svobodu 1
975 17 Banskda Bystrica

Contact person:

Kontaktna osoba:

fax: fax:

e-mail: e-mail:

15.2 Based on agreement of both Parties, | 15.2 Akadkolvek jednoducha komunikacia
any simple communication between medzi stranami (napr. oznamenie,
Parties (e.g. notice, report, request, sprava, ziadost, schvalenie, atd.), m6ze
approval, etc.) may be sent by e- byt na zaklade dohody stran zaslana aj
mail communication to e-mail e-mailovou komunikaciou (s prislusnym
addresses above (with an potvrdenim o dorueni od druhej
appropriate transmission receipt of strany) na vysSie uvedené e-mailové
the other Party). adresy.

16. ASSIGNMENT 16. POSTUPENIE PRAVA

16.1 This Agreement shall not be| 16.1 Ziadna strana nesmie postupit tito
assigned, in whole or in part, by dohodu, v celku alebo jej cCast, bez
either Party without the prior written predchadzajuceho pisomného suhlasu
consent of the Parties hereto. zmluvnych stran.

16.2 Sponsor shall have the right at any | 16.2 Zadavatel’ méa pravo ktorejkolvek z jeho
time to assign or transfer any or all of poboliek kedykolvek postipit alebo
its rights and obligations under this previest niektoré alebo vSetky jeho
Agreement to any of its Affiliates. For prava a povinnosti vyplyvajlice z tejto
this purposes, the above Clause 16.1 dohody. Pre tieto tcely sa Clanok 16.1
will not apply. vyssie neuplatni.

16.3 For the purpose of this Agreement | 16.3 Pre Ulely tejto dohody sa pobockou

Sponsor's  Affiliate mean any
corporation, company, partnership,
joint venture or other entity which
Controls, is Controlled by, or is
under common Control with a person
or entity. “Control” means the
ownership of more than fifty percent
(50%) of the issued share capital or
the legal power to direct or cause the

zadavatela rozumie kazda firma,
spoloénost, partnerstvo, spoloCny podnik
alebo inad pravnicka osoba, ktora riadi, je
riadena alebo je pod spolo¢nym riadenim
fyzickou alebo pravnickou osobou.
«Riadenie* znamena vlastnictvo viac
ako pétdesiatich percent (50 %)
vydaného akciového kapitdlu alebo
prdvomoc  riadit & nasmerovaf
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direction of the general management
and policies of the party in question.
For the avoidance of doubt, none of
Novo A/S, Novozymes A/S nor any
entity, which controls, is Controlled
by, or is under common Control with
such entities, other than entities
within the Novo Nordisk group of
companies, will be deemed to be an
“Affiliate” of the Sponsor.

vSeobecny manazment a politiky danej
strany. Aby sa predislo pochybnostiam,
Novo A/S, Novozymes A/S a ani Ziadna
osoba, ktora riadi, je riadena, alebo je
pod spoloénym riadenim  tychto
pravnickych osob, okrem pravnickych
osob v skupine spolocnosti Novo
Nordisk, sa nebude povazovat za
~pobocku" zadavatela.

17. INDEPENDENT CONTRACTOR 17. NEZAVISLY DODAVATEL
17.1 In the performance of the Study | 17.1 Pri  vykonavani Studie podla tejto
hereunder: dohody:

a) Physician shall be deemed to a) Lekar sa povazuje za nezavislého
be and shall be an independent dodavatela a bude nezavislym
contractor and, as such, dodavatelom a ako taky nema
Physician shall not be entitled narok na ziadne vyhody, ktoré sa
to any benefits applicable to vztahujd na zamestnancov
employees of the Sponsor. zadavatela.

b) The Parties acknowledge that b) Strany bert na vedomie, Ze vztah
the relationship between them medzi nimi je vztah nezavislych
is that of independent dodavatelov, a nie vztah
contractors, and not that of zamestnavatela a zamestnanca
employer and employee, nor alebo zastupovanej strany a
principal and agent, nor sprostredkovatela, ani nie su
partners in a joint venture, nor partnermi v spolo¢nom podniku a
any similar relationship vobec nie je medzi nimi podobny
whatsoever. Neither Party shall vztah. Ziadna strana nevykonava
exercise control over the kontrolu nad podnikanim druhej
business of the other Party, strany a ziadna strana neudelila
and neither Party is granted prdvo alebo pradvomoc prevziat
any right or authority to alebo vytvorit akukolvek
assume or to create any povinnost alebo zodpovednost,
obligation or responsibility, vyslovnu alebo predpokladanu, v
express or implied, on behalf zastlUpeni alebo v mene druhej
of, or in the name of the other strany, alebo akymkolvek inym
Party, or in any other way to sposobom konat v zastupeni
act on behalf of, or to bind, the druhej strany alebo zavézovat
other Party. druhu stranu.

18. SIGNATURE 18. PODPIS
18.1 Each Party warrants that it has the | 18.1 Kazda strana sa zaruCuje, 7e ma
authority to enter into this pravomoc uzatvarat tito dohodu.

Agreement.

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

have executed and delivered this
Agreement.

a odovzdali tuto dohodu.
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Date / Datum:
On behalf of / V zastupeni
MUDr, Erika Cellarova:

Name / Meno: MUDr. Erika Celldrova
Title / Funkcia:Physician / Lekar

Date / Datum:

On behalf of / V zastUpeni
Hematologické oddelenie
Fakultna nemocnica s
F.D.Roosevelta Banska Bystrica
Nam. L.Svobodu 1

975 17 Banska Bystrica:

poliklinikou

Name / Meno: Ing.Miriam Lapunikova, MBA
Title /Funkcia: General director / Generalna
riaditelka

Date / Datum:
On behalf of / V zastipeni Novo Nordisk
Slovakia s.r.o.:

Novo Nordisk Slovakia s.r.o.

Name / Meno: Aleksandar Ciri¢

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

Date / Datum:

On behalf of / V zastupeni
Hematologické oddelenie
Fakultna nemocnica s
F.D.Roosevelta Banska Bystrica
Nam. L.Svobodu 1

975 17 Banska Bystrica:

poliklinikou

Name / Meno:Ing.Ivana Sklenkova
Title / Funkcia: Economic director /
Ekonomicka riaditelka

APPENDIX 1: THE PROTOCOL

PRILOHA C. 1: PROTOKOL

EDITION 8.0 dated 01Mar2017

VYDANIE 8.0 dated 01Mar2017

APPENDIX 2: PAYMENT

PRILOHA C. 2: PLATBA

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

len
studie
len
riadne

pokryvat
pacientov

a) Platba bude
opravnenych
abude sa  vztahovat
pacientov  studie s
vyplnenymi CRF/eCRF.

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

Lekar je opravneny prijimat poplatky za pracu
poskytnutd v sulade s touto dohodou:

The payment will be devided between the
Institution and the Principal Investigator in a
ratio of 30:70.

Platba bude prerozdelend medzi zdravotnicke
zariadenie a hlavného sklsajuceho v pomere
30:70.

The payment includes all
associated with the Protocol.

procedures

Platba zahfna spojené

s protokolom.

vSetky  postupy

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

Ak pacienti Studie vypadnu zo Studie, platba sa
vypocita na zaklade absolvovanych navstev.

b) Invoices will be issued every 6
months for the CRF/eCRF fully
completed during the previous

b) Faktury sa vystavia kazdych 6
mesiacov v  pripade riadne
vyplneného  CRF/eCRF  pocas
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month and payment of invoices
made in accordance with
Clause 7 in the Agreement.
Payment for the last visits for
all subjects will be paid as soon
as all queries have been solved
and data are clean.

predchadzajiuceho  mesiaca a
faktury sa vyplatia v sulade s
¢lankom 7 tejto dohody. Platba za
vSetkych pacientov za posledné
navstevy sa zrealizuje hned, ako
sa vyrieSia vsetky otazky a Udaje
budu jasné.

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

Vsetky platby zadavatel vykona v prospech
nasledujuceho bankového Uctu (Uctov):

For Physician:

Pre lekara:

For Institution/Practice:

Pre institlciu/zdravotnicke zariadenie:

All invoices shall
follows:

be sent to Sponsor as

Vsetky faktury budld zaslané zadavatelovi

nasledovne:

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

821 01 Bratislava

ICO: 36753050

DIC: 2022341310

IC DPH: SK2022341310

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

821 01 Bratislava

ICO: 36753050

DIC: 2022341310

IC DPH: SK2022341310

APPENDIX 3: Data Protection Appendix

PRILOHA C. 3: Priloha o ochrane osobnych
udajov

1. Scope. This Data Protection
Appendix sets out the requirements and
obligations applicable to the PROCESSOR
and/or its sub-processors processing of
Personal Data on behalf of SPONSOR.

1. Rozsah posobnosti. Tato Priloha o
ochrane osobnych Gdajov stanovuje poziadavky
a povinnosti tykajuce sa SPROSTREDKOVATELA
a/alebo ich subdodavatelov spracuvajucich
Osobné udaje v mene ZADAVATELA.

2. Parties. For the purpose of this Data | 2. Zmluvné strany. Na Ucely tejto
Protection Appendix: Prilohy ochrany osobnych Gdajov:
a. "SPONSOR” means Novo a. “ZADAVATEL” znamena

Nordisk Slovakia s.r.o. that in
accordance with the Data
Protection Requirements is data
controller in respect of the
Personal Data;

spolo¢nost Novo Nordisk Slovakia

s.r.o., ktora v sulade s
Poziadavkami na ochranu
osobnych udajov je

Prevadzkovatelom vo vztahu k
Osobnym Udajom;

b. “PROCESSOR” means Physician
and/or Institution/Practice who
will act as a data processor in

b. “SPROSTREDKOVATEL"
lekar
instituciu/zdravotnicke

znamena
a/alebo

respect of Personal Data zariadenie, ktoré bude konat ako
processed under the Sprostredkovatel osobnych
Agreement. Udajov podla dohody.
3. Precedence. This Data Protection | 3. Prednost. Tato Priloha o ochrane
Appendix shall govern the processing of | osobnych udajov upravuje spracovanie
Personal Data by the PROCESSOR, | Osobnych (dajov SPROSTREDKOVATELOM bez

notwithstanding any other obligations made
by the Parties under the Agreement or

ohladu na akékolvek iné povinnosti vyplyvajlce
z dohod Zmluvnych stran podla dohody alebo
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otherwise agreed by the Parties.

inak dohodnutych Zmluvnymi stranami.

4. Terms used in this Appendix.
Capitalised terms used in this Data Protection
Appendix, unless defined in this Appendix or
in the Agreement, will have the meaning
given in the Data Protection Requirements,
which include any requirements under the
General Data Protection Regulation (EU)
2016/679 (GDPR) as well as any applicable
laws implementing or amending the same
and any other local applicable data protection
regulation.

4. Pojmy pouzivané v tejto Prilohe.
Pojmy oznacené velkym zaciato¢nym pismenom
pouzivané v tejto Prilohe ochrany osobnych
Udajov, pokial' nie je inak definované v tejto
Prilohe alebo v dohode, budd mat vyznam
vyplyvajlci z PoZiadaviek na ochranu osobnych
Udajov, ktoré zahfnaju akékolvek poZiadavky
podla Nariadenia Europskeho parlamentu a Rady
(EU) 2016/679 (GDPR) ako aj akékolvek
prislusné  pravne predpisy, ktorymi sa
implementuju a doplfaju a iné prislusné lokalne
pravne predpisy v oblasti ochrany osobnych
Udajov.

5. Purpose of processing Personal
Data. The PROCESSOR will, during the term
of the Agreement, be processing Personal
Data on behalf of SPONSOR for the purpose

5. Ucel spracovavania Osobnych
udajov. SPROSTREDKOVATEL bude pocas
trvania dohody spracovavat Osobné U(daje v
mene ZADAVATELA za ulelom zabezpedenia

of performing its obligations under the | svojich povinnosti v zmysle dohody.
Agreement.
6. Type of Personal Data. The | 6. Druhy Osobnych adajov.
PROCESSOR will be processing the following | SPROSTREDKOVATEL bude spracovavat
types of Personal Data under the Agreement: | nasledovné typy Osobnych (dajov podla
dohody:
A. Categories of (non- A. Kategérie osobnych udajov
sensitive) personal data: (nie citlivych)

i Contact information, i. Kontaktné informacie,
including name, ktoré zahrhnaju meno a
address, phone number, priezvisko, adresa,
email etc.; telefénne cislo, email a

ii. Job related information, pod.;
including title, position, ii. Informacie slvisiace s
work tasks, department, pracou, ktoré =zahfhaju
performance; and titul, poziciu, pracovné

iil. cv, e.g. training ulohy, oddelenie,
competencies vykonnost; a
iv. Photo ifi. Zivotopis, napr. Skoliace
aktivity
iv. Fotografie
B. Special (sensitive) B. Osobitné kategérie osobnych
categories of personal udajov (citlivé):

data:

i Genetic data, biometric i Genetické Udaje,
data for the purpose biometrické Udaje na ucely
uniquely identifying a jednoznacnej identifikacie
natural person; fyzickej osoby;

ii. Clinical data originating ii. Klinické Gdaje pochadzajuce
from  clinical trials, z klinickych skasok, stadii a
studies and other inych vyskumnych prac;
research work;

iil. Other data concerning iil. Iné Udaje tykajuce sa
health; and zdravia; a
iv. Data concerning a iv. Udaje tykajluce sa
natural person’s sex life sexudlneho Zivota osoby
or sexual orientation. alebo sexualnej orientacie.
7. Categories of data subjects. The 7. Kategorie dotknutych os6b. Osobné
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Personal Data regards the following
categories of data subjects:

Udaje tykajuce sa nasledovnych kategorii
dotknutych oséb:

a. Novo Nordisk employees

b. Clinical Trial participants /
Non-Interventional Study
participants

a. zamestnanci spolocnosti Novo
Nordisk

b. Ucastnici klinického skusania /
neintervencnej studie

c.  Health care professionals c.  zdravotnicki pracovnici
d. Clinical trial participant's / d. rodinni prislusnici Ucastnika
Non-Interventional Study klinického skdsania /
participant’s  relatives as neintervencnej sStadie, ak sa
relevant aplikuje
8. Obligation to comply with Data 8. Povinnosti na dodrzanie
Protection Requirements. The Poziadaviek na ochranu osobnych udajov.

PROCESSOR represents and warrants that:

SPROSTREDKOVATEL prehlasuje a garantuje:

a. It will comply with and ensure
that all sub-processors will
comply with all of applicable
obligations under the Data
Protection Requirements that
arise in connection with the
Agreement;

a. DodrZiava a zabezpedi, ze vsetci
subdoddvatelia budi dodrziavat
vSetky prislusné povinnosti v
zmysle Poziadaviek na ochranu
osobnych udajov, ktoré vznikna v
suvislosti s dohodou;

b. It will perform its obligations
under the Agreement and
ensure that all sub-processors
perform their obligations in
such a manner that allows
SPONSOR to comply with the
Data Protection
Requirements;

b. Bude plnit svoje povinnosti
vyplyvajlce z dohody a
zabezpedi, ze vSetci
subdodavatelia splnia svoje
povinnosti  takym  spdsobom,
ktory umoZni ZADAVATELOVI
dodrziavat Poziadavky na

ochranu osobnych Udajov;

C. Unless otherwise requested
by SPONSOR, process
Personal Data only to the
extent necessary for the
performance of the
Agreement; and

c.  Pokial ZADAVATEL nevyzaduje
inak, spracovava Osobné (daje
iba v rozsahu potrebnom na
plnenie dohody; a

d. Subject to any other
notification requirements set
out in this Data Protection
Appendix, notify SPONSOR of
any unauthorised or unlawful
processing or any accidental
loss, destruction, damage,
alteration or disclosure of the
Personal Data as soon as it
becomes aware and keep
SPONSOR informed of any
related developments.

d. S ohladom na akékolvek iné
poZiadavky ustanovené v tejto
Prilohe ochrany Osobnych udajov,
upovedomte  ZADAVATELA o
akomkolvek neopravnenom alebo
nezakonnom spracuvani
Osobnych  Udajov  alebo o
akejkolvek  nahodnej  strate,
zniCeni, Skode, zmene alebo
zverejneni Osobnych udajov co
najskér, ako to bude mozné a
informujte ~ ZADAVATELA o
akomkolvek s touto skuto¢nostou
suvisiacom vyvoji udalosti.

9. Reliance on PROCESSOR'’s
skills. SPONZOR is relying upon the
PROCESSOR'’s skill and knowledge to assess
what is “appropriate” to protect Personal
Data against unauthorised or unlawful
processing and against accidental loss,
destruction, damage, alteration or
disclosure.

9. Spoliehanie sa na schopnosti
SPROSTREDKOVATELA. ZADAVATEL sa
spolieha na schopnosti a vedomosti
SPROSTREDKOVATELA aby posudil, & je
“vhodné” na zabezpeclenie ochrany Osobnych
Udajov proti neopravnenym alebo nezakonnym
spracovaniam a proti nahodnej strate, zniceniu,
poskodeniu, zmene alebo zverejneniu Osobnych
udajov.
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10. Requirements to PROCESSOR
personnel. The PROCESSOR will ensure
that all its employees and sub-processor
personnel perform their duties strictly in
compliance with the confidentially
obligations imposed under the Agreement
by treating such Personal Data as
confidential information, by complying with
and keeping their confidentiality and are
informed of the security procedures
applicable to the processing of or access to
the Personal Data.

10. Poziadavky na personal
SPROSTREDKOVATELA. SPROSTREDKOVATEL

zabezpeci, aby vSetci jeho =zamestnanci a
subdodavatelia osobne  vykonavali  svoje
povinnosti v prisnom sllade s doévernymi

povinnostami vyplyvajlcimi z dohody tym, Ze su
oboznameni, ze takéto Osobné Udaje su tajnymi
informaciami, ze sU povinni o nich zachovavat
mlcanlivost a st oboznameni s bezpe¢nostnymi
postupmi, ktoré sa uplatnia na spracovanie
alebo na pristup k tymto Osobnym Gdajom.

11. Compliance with the processing
instruction. The PROCESSOR will and will
procure that it's sub-processors Process the
Personal Data only to the extent strictly
required in order for the PROCESSOR to
perform its obligations in accordance with
the Agreement or as instructed by
SPONSOR in written form.

11. Dodrziavanie pokynov na
spracovanie. SPROSTREDKOVATEL zabezpedi,
Zze jeho subdodavatelia budl spractivat len
Osobné Udaje nevyhnutne potrebné na to, aby
SPROSTREDKOVATEL mohol vykonavat svoje
povinnosti v sllade s dohodou alebo podla
pisomnych pokynov ZADAVATELA.

12, Access to information and
assistance. Upon request by SPONSOR
and without undue delay, the PROCESSOR
will and will cause its sub-processor to:

12, Pristup k informaciam a sdaéinnost.
Na ziadost ZADAVATEILA, SPROSTREDKOVATEL
bez zbytocného odkladu zabezpedi, aby jeho
subdodavatel:

a. Make available to SPONSOR
and/or any Data Protection
Authority having jurisdiction
over SPONSOR,
documentation and any and
all other information that is
reasonably  necessary for
SPONSOR to comply with its

a.  Spristupnil ZADAVATELOVI
a/alebo akémukolvek Organu na
ochranu osobnych Udajov, pod
ktorého jurisdikciu ZADAVATEL
spadd, dokumentaciu a vsSetky
informacie, ktoré sU primerane
potrebné pre ZADAVATELA na
preukdzanie, 7e ZADAVATEL si

obligations under the Data plni  svoje povinnosti podla

Protection Requirements. Poziadaviek na ochranu osobnych
Gdajov.

b. Provide SPONSOR with full b. Poskytol ZADAVATELOVI plnu

cooperation and assistance in
relation to any complaint or
request from Data Subjects or

stéinnost a spolupracu vo vztahu
k akejkolvek staznosti alebo
poziadavke od Dotknutych osdb

a Data Protection Authority; alebo  od Organu ochrany
osobnych Gdajov;

C. Permit SPONSOR, or any C. Povolil ZADAVATELOVI, alebo

Third Party appointed by akejkolvek tretej osobe

SPONSOR (subject to menovanej ZADAVATELOM

reasonable and appropriate
confidentiality undertakings),
to inspect and audit the
PROCESSOR's data processing
activities (and/or those of its
group entities, agents,
subsidiaries and sub-
contractors) and Comply with
all reasonable requests or
directions by SPONSOR to
enable SPONSOR to verify

(podliehajicej primeranym a
vhodnym zdvdzkom dovernosti)

vykonanie kontroly a auditu
spracujucich procesov
SPROSTREDKOVATELA (a/alebo
subjektov skupiny, zastupcov,
dcérskych spolo¢nosti a
subdodavatelov) a dodrziaval

vSetky primerané poZiadavky a
usmernenia od ZADAVATELA a
aby ZADAVATELOVI umoznil

and/or procure that the overit a/alebo zabezpedit, zZe
PROCESSOR  and/or  sub- subdodavatelia plne dodrziavaju
processors are in full svoje  povinnosti v zmysle
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compliance with their
obligations under the
Agreement, including by

providing an account of the

technical and organisational
security measures
implemented by the

PROCESSOR or its sub-
processor to comply with
applicable security controls;

dohody, a to aj
technickych a
zabezpecovacich
implementovanych
SPROSTREDKOVATELOM alebo
jeho subdodavatelom tak, aby
boli v sulade s prisluSnymi
bezpecnostnymi kontrolami; a

poskytnutim
organizacnych
opatreni,

and

d. Provide SPONSOR with d. Poskytol ZADAVATELOVI detailné
detailed information on the informacie o aktualnom
current location of any umiestneni akychkolvek
Personal Data being Osobnych udajov, ktoré
Processed or stored by the SPROSTREDKOVATEL a/alebo
PROCESSOR and/or any of its akykolvek jeho subdodavatel

sub-processors.

spracovava alebo uchovava.

13. Use of sub-processors. 13. Pouzitie subdodavatel'ov.
a. The PROCESSOR will be a. SPROSTREDKOVATEL bude
entitled to assign processing opravneny urdit spracovavanie

of Personal data under the
Agreement to a designated
sub-processor with a prior
consent of the SPONSOR.

Osobnych U(dajov podla dohody

uréenému  subdodavatelovi s
predchadzajucim sthlasom
ZADAVATELA.,

b. PROCESSOR will remain
responsible for all acts and
omissions of its sub-
processors and the acts and
omissions of those employed
or engaged by the sub-
processors as if they were its
own.

b. SPROSTREDKOVATEL zostane aj
nadalej zodpovedny za vsetky
konania alebo nekonania svojich
subdodavatelov ako aj za konanie

a nekonanie tych, ktori su
zamestnavani alebo  zapojeni
subdodavatelom tak, ako keby

boli jeho vlastni.

14. Technical and organisational
security measures. The PROCESSOR will
implement and maintain throughout the
term of the Agreement and will procure that
its sub-processors implement and maintain
throughout the term, appropriate technical
and organisational security measures to
protect the Personal Data  against
unauthorised or unlawful processing and
against  accidental loss, destruction,
damage, alteration or disclosure. These
measures will be appropriate to prevent the
harm which might result from any
unauthorised or unlawful processing,
accidental loss, destruction or damage to
the Personal Data and having regard to the
nature of the Personal Data which is to be
protected.

14. Technické a organizacné
bezpecnostné opatrenia.
SPROSTREDKOVATEL zabezpeci ich

uskutocnenie a udrziavanie pocas celého trvania
dohody a zabezpeci, aby jeho subdodavatelia
taktiez zabezpedili uskutoCnenie a udrziavanie
vhodnych technickych a organizacnych
bezpecnostnych opatreni na ochranu Osobnych
Udajov proti neopravnenym alebo nezakonnym
spracuvaniam a proti nahodnej strate, zniceniu,
poskodeniu, zmene alebo zverejneniu Osobnych
Udajov pocas platnosti dohody. Tieto opatrenia
budd vyhovujuce k predchadzaniu vzniku Skody,
ktora moze vzniknut z akéhokolvek
neopravneného alebo nezakonného spracovania,
nahodnej straty, zniCenia alebo poskodenia
Osobnych (dajov a so zretelom na povahu
Osobnych Udajov, ktoré sa maju chranit.

15. Notification of a Personal Data
breach. PROCESSOR will, in writing, notify
SPONSOR of a Personal Data breach
(including any security breach affecting
Personal Data or any breach as defined
under applicable law) immediately after
becoming aware of such breach.

15. Oznamovanie porusenia Ochrany
osobnych udajov. SPROSTREDKOVATEL
pisomne upozorni ZADAVATELA o porudeni
Ochrany osobnych Udajov (vratane akéhokolvek
narusenia bezpecnosti ovplyvhujuceho Osobné
Udaje alebo akéhokolvek porusenia, ktoré je
definované v prislusnych pravnych predpisoch)
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bezodkladne po tom, ako sa o takomto poruseni
dozvie.

PROCESSOR undertakes to provide the
SPONSOR with all available information so
that the SPONSOR can fulfill its obligation
under Articles 33 and 34 of the GDPR
Regulation.

Without undue delay, SPONSOR undertakes
to notify at least the description of the
nature of the breach, including where
possible, the categories and approximate
number of Data subjects concerned, the
likely consequences of the breach on rights
of Data subjects concerned, and measures
taken or proposed to be taken to eliminate
or mitigate these consequences.

SPROSTREDKOVATEL sa zavéazuje poskytnut
ZADAVATELOVI  vdetky jemu  dostupné
informdacie tak, aby ZADAVATEL mohol splnit
svoju povinnost podla ¢élankov 33 a 34
nariadenia GDPR.

SPROSTREDKOVATEL sa zavdzuje bezodkladne
ozndmit minimalne opis povahy porusenia,
vratane podla moznosti, kategérii a priblizného
poctu Dotknutych osbéb, ktorych sa porusenie
tyka, pravdepodobné nasledky poruSenia na
pravach Dotknutych osOGb a opatrenia prijaté
alebo navrhované za Gcelom odstranenia alebo
zmiernenia tychto nasledkov.

16. Documentation of Personal
Data breaches. The PROCESSOR will,
upon request, submit to SPONSOR

documentation on any breaches of Personal
Data. The documentation should include
information sufficient to enable a Data
Protection Authority to verify compliance
with the Data Protection Requirements.

16. Dokumentacia o poruseniach
Osobnych ddajov. SPROSTREDKOVATEL na
zaklade  zZiadosti predlozi ZADAVATELOVI

dokumentaciu o akychkolvek poruseniach
Osobnych Udajov. Tato dokumentacia by mala
zahrnat informdacie umoznujice Organu ochrany
osobnych Udajov overit dodrziavanie Poziadaviek
na ochranu Osobnych Gdajov.

17. Other
PROCESSOR will:

notifications. The

17. Daléie oznamenia.
SPROSTREDKOVATEL:

a. Notify SPONSOR in writing
immediately if it receives (i) a
request from a Data subject
to have access to that
person’s Personal Data; or (ii)
a complaint or request
relating to SPONSOR’S
obligations under the Data
Protection Requirements; and

a. Pisomne upovedomi ZADAVATELA
bezodkladne po tom, ako obdrzi
(i) poziadavku od konkrétnej
Dotknutej osoby na pristup k jej

Osobnym Udajom; alebo (ii)
staznost  alebo poziadavku,
tykajucu sa povinnosti
ZADAVATELA, vyplyvajucich z

Poziadaviek na ochranu Osobnych
Udajov; a

b. Notify SPONSOR immediately
in writing if it receives a
request from any Data
Protection Authority or other
governmental body requiring
the PROCESSOR or any of its
sub-processors to grant the
Data Protection Authority or
other governmental body
access to inspect or provide
information regarding the
PROCESSOR'’s and/or the sub-
processor’s  processing  of
Personal Data covered by the

b. Pisomne upovedomi ZADAVATELA
bezodkladne potom, ako obdrzi
Ziadost od akéhokolvek Organu
na ochranu osobnych (dajov
alebo od inej statnej institdcie
pozadujucej od
SPROSTREDKOVATELA alebo
akéhokolvek jeho subdodavatela,
aby im umoznili pristup ku
kontrole alebo zabezpedili
informacie tykajuce sa
spracovania Osobnych Udajov
SPROSTREDKOVATELOM a/alebo
jeho subdodavatelom, na ktoré

Agreement. sa vztahuje dohoda.
18. Return and erasure of Personal 18. Vratenie a vymazanie Osobnych
data. PROCESSOR undertakes upon udajov. SPROSTREDKOVATEL sa zavazuje po

termination of the Agreement and/or the
purpose of Personal data processing, or at
the written request of the SPONSOR:

ukonceni trvania dohody a/alebo ucelu
spractvania Osobnych udajov, alebo na zaklade
pisomnej Ziadosti ZADAVATEI'A:
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a. return to the SPONSOR all
copies of media, records and
other documents containing
Personal data in a manner
established by the SPONSOR,
if the technical requirements
of the PROCESSOR allow it, or

a. vratit ZADAVATELOVI vsetky
kopie nosicov, podkladov a inych
dokumentov obsahujucich
Osobné Udaje spo6sobom, ktory
ustanovil ZADAVATEL, ak to
umoziuju technické poziadavky
SPROSTREDKOVATELA, alebo

b. erase Personal data and all
copies of media, documents,

b. vymazat Osobné Udaje a vsetky
kopie nosicov, podkladov a inych

and other documents dokumentov obsahujtcich
containing Personal data; Osobné Udaje;
PROCESSOR undertakes to SPROSTREDKOVATEL sa zavazuje
provide the SPONSOR with a poskytnut ZADAVATELOVI
confirmation of the erasure of potvrdenie o vymazani Osobnych
Personal data within the Udajov v zmysle tohto bodu
meaning of this point of the Prilohy.
Appendix.

19, Liability. The PROCESSOR shall 19, Zodpovednost. SPROSTREDKOVATEL

hold SPONSOR, fully and effectively
indemnified against any and all claims,
expenses, losses and damages or liabilities
suffered due to the PROCESSOR or sub-
processors not fulfilling the data protection
obligations under this Appendix.

sa zavédzuje ZADAVATELOVI plne a efektivne
odskodnit za vSetky naroky, vydavky, straty a
Skody alebo zodpovednosti, ktoré vznikli v
doésledku toho, Ze si SPROSTREDKOVATEL alebo
subdodavatel’ neplnili povinnosti na ochranu
osobnych Udajov podla tejto Prilohy.

20. Transfer of Personal Data. The
PROCESSOR  will process or permit
processing of Personal Data outside the
European Economic Area (EEA),
Switzerland, or any country determined
officially by the relevant Data Protection
Authority to have adequate data protection
measures in place, only pursuant to a
signed agreement between the PROCESSOR
and SPONSOR using the European
Commission’s Standard Contract Clauses.

20. Prenos Osobnych udajov.
SPROSTREDKOVATEL spracuje alebo povoli
spracovanie Osobnych udajov mimo Eurépskeho
hospodarskeho priestoru (EHP), Svajciarska,
alebo iného Statu, ktory je oficidlne urceny
prislusnym Organom na ochranu osobnych
Udajov, aby mal zabezpecené vhodné ochranné
opatrenia, a iba na zaklade podpisanej zmluvy
medzi SPROSTREDKOVATELOM a
ZADAVATELOM s  pouzitim  Standardnych
Zmluvnych Doloziek Eurépskej Komisie.

a. With respect to any sub-
processors, the PROCESSOR
will either (i) enter into the
above mentioned agreement
on behalf of the sub-
processors with a prior
consent of the SPONSOR, or

a. Pokial sa jedna o dalSich
subdodavatelov,

SPROSTREDKOVATEL bud (i)
uzavrie vyssSie uvedenu zmluvu v
mene subdodavatelov s
predchadzajucim suhlasom

ZADAVATELA alebo (ii) zabezpedi,

(ii) cause the sub-processors aby subdodavatelia uzavreli
to enter into the agreement zmluvu so ZADAVATELOM.
with SPONSOR.

b. The PROCESSOR will provide b. SPROSTREDKOVATEL poskytne
SPONSOR with a copy of all ZADAVATELOVI képiu vsetkych
such signed agreements in takto podpisanych zmlav
advance of permitting the predtym, ako povoli prenos

transfer or processing.

Udajov alebo ich spracovanie.

APPENDIX 4: NOTICE OF PERSONAL
DATA PROCESSING

PRILOHA C. 4: 0OZNAMENIE O SPRACOVANI
OSOBNYCH UDAJOV
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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 zakona
povinna chranit Vase osobné U(daje. Toto
oznamenie vysvetluje ako spracivame (napr.
zbierame, pouzivame, uchovavame a zdielame)
Vase osobné Udaje. Vase osobné Udaje budeme
spracuvat v zmysle tohto ozndmenia a platnych

accordance with this Notice and with | praynych predpisov.
applicable law.
1, WHO ARE WE? 1. KTO SME?

The company responsible for processing your
personal data is:

Spolo¢nost zodpovednd za spracovanie Vasich
osobnych udajov je:

Novo Nordisk Slovakia s.r.o.
ROSUM, Bajkalska 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
Bratislava

1CO: 36 753 050

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

01

You can always contact or the Novo Nordisk
Slovakia s.r.o. Data Privacy Officer at
privacy@novonordisk.com with questions or

Mate moznost vzdy kontaktovat Novo Nordisk
Slovakia s.r.o0., alebo zodpovedni osobu Novo
Nordisk na adrese: privacy@novonordisk.com

concerns about how we process your personal S Vasimi otazvkami a,“efbo. obavami,  ako
spracuvame Vase osobné udaje.

data.

2. HOW DO WE COLLECT PERSONAL | 2. AKO ZISKAVAME VASE OSOBNE

DATA ABOUT YOU?

UDAIJE?

We get your personal data from the following
sources:

Vase osobné Udaje ziskavame z nasledujucich
zdrojov:

e From you directly

¢ Priamo od Vas

e From publicly available publications, e Z verejne dostupnych publikacii,
websites, or social media webovych stranok alebo socialnych
e From other Novo Nordisk entities slet
e Od inych subjektov/entit Novo
Nordisk
When processing your personal data, we do | Pri  spracdvani VaSich osobnych Udajov

not use any means of the automated decision
making or profiling.

nevykonavame automatizované rozhodovanie,

vratane profilovania.

3. WHY DO WE PROCESS YOUR
PERSONAL DATA?

3. PRECO SPRACUVAME VASE

OSOBNE UDAJE?

We process personal data about you for the
following purpose:

Vase osobné Udaje spraclivame pre nasledovné
Ucely:

e To analyse data for compliance

e To meet transparency obligations

ena analyzu Gdajov za Gcelom

stladu/compliance
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e To investigate compliance/fraud
e To coordinate a conference or event
e To reimburse you

e To conduct interviews as part of a
research project

e To respond to your questions or
request for information

e To meet legal requirements, e.g.
GCP

e To execute the trial in accordance
with the Protocol

e na splnenie povinnosti tykajucich sa
transparentnosti

¢ na presetrenie suladu/podvodu

e na organizaciu konferencie alebo
podujatia

¢ na Ucely Vasich nahrad

e na Ucely vykonania
pohovorov/interview ako Casti

vyskumného projektu

e na Ucely zodpovedania Vasich otazok
alebo Ziadosti o informacie

ena Uclely dodrzania
pozZiadaviek, napr. GCP

legislativnych

¢ na ucely vykonania skusania v sulade
s protokolom

You are not required to provide us with your
personal data. however, if you do not provide
your personal data, we will not be able to
execute the trial.

Nie ste povinny poskytnit ndm Vase osobné
Udaje. Avsak, ak neposkytnete Vase osobné
Gdaje, nebudeme schopni realizovat skdsanie.

4. WHAT PERSONAL DATA DO WE
PROCESS ABOUT YOU?

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 Ucely uvedené v odseku 3 vySsSie, mb6zeme
spracuvat nasledovné typy osobnych Gdajov:

e Contact information (name, e Kontaktné Udaje (meno, adresa,
address, telephone number, email telefonne Cislo, email);
address) - ) .
; A . e Informacie financneho charakteru
e Financial information (bank account v , y ,
. (Cislo bankového uctu, sumy, ktoré
number, amounts paid to you for 5 . ! k .
. Vam boli uhradené za objednané
services rendered) . i
sluzby);
5. WHY ARE WE ALLOWED BY LAW | 5. PRECO SME ZAKONOM OPRAVNENI

TO PROCESS YOUR PERSONAL DATA?

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 Udajov je
realizované na zaklade zakona. Zo zdkona sme
opravneni spracuvat Vase osobné Udaje opisané
v Odseku 4 na zaklade nasledujlcich 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;

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

e Spracovanie je nevyhnutné na
plnenie zmluvy;
e Spracovanie je nevyhnutné na

plnenie zakonnej povinnosti;

e Spracovanie je nevyhnutné na ucely
nasich opravnenych zaujmov.
Opravnené zaujmy su zabezpedit
realizaciu skusania.
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6. HOW DO WE
PERSONAL DATA?

SHARE YOUR

6. AKO VYKONAVAME PRENOS /
ZDIELAME VASE OSOBNE UDAJE?

We may share your personal data with:

Vase osobné Udaje moézeme zdielat s:

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

e Other Novo Nordisk entities (e.g.,

e Sprostredkovatelia alebo predajcovia,
ktori pomahaju nasej spolocnosti
(napr. konzultanti, poskytovatelia IT
sluzieb, financné institlcie, advokatske
kancelarie)

Novo Nordisk affiliates in other e Iné subjekty/entity spolocnosti Novo
countries) Nordisk (napr. pobocky Novo Nordisk v

inych krajinach)
7. WHEN DO WE TRANSFER YOUR 7. KEDY PRENASAME OSOBNE UDAIJE

PERSONAL DATA OUTSIDE THE EU/EAA?

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 Ucely opisané v Odseku 3 prenasame Vase
osobné Udaje do nasledujlcich krajin mimo
Eurdpskeho 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 (dajov v pripade
ich prenosov pouzivame nasledujlice 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/about
-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

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

e Cielové krajiny su povazované
Eurdpskou komisiou za  krajiny
poskytujlce dostatocnu Groven

ochrany osobnych uUdajov

e Tzv. EU-US Privacy Shield Framework
v pripade prenosov spolo¢nostiam
a organizaciam v ramci Privacy Shield
a sidliacim v USA. Viac informacii
a zoznam spolo¢nosti a organizacii, na

organisations are available at ktoré sa vztahuje Privacy Shield
https://www.privacyshield.gov/welco najdete na stranke
me. https://www.privacyshield.gov/welcom
e.
8. HOW LONG WILL WE KEEP YOUR | 8. AKO DLHO UCHOVAVAME VASE

PERSONAL DATA?

OSOBNE UDAJE?

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

Vase osobné Udaje budeme uchovavat po dobu:

eFor as long as required by
applicable law within Clinical
Research / Non-Interventional Study.

e Po dobu pozadovanu zakonom
vztahujucu sa na klinické skdsanie /
neintervencnu studiu.
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9. WHAT ARE YOUR RIGHTS?

9. AKE SU VASE PRAVA?

In general, you have the following rights:
e You can get an overview of what
personal data we have about you

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

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

e You can have your personal data
deleted or destroyed

eYou can have us stop or limit
processing of your personal data

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

e 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 Mbzete ziskat prehlad o tom, aké
osobné Udaje tykajuce sa Vas mame k
dispozicii
e Mbzete ziskat kdpiu svojich osobnych
Udajov v  Struktiurovanom, bezZne
pouzivanom a strojom citatelnom
formate (pravo na prenosnost)
e MOzete ziskat aktualizaciu alebo
opravu vasich osobnych Gdajov
e Mézete nechat svoje osobné Udaje
vymazat alebo znicit
e MbZete zastavit alebo limitovat
spracovanie Vasich osobnych Udajov
e Pokial ste nam dali sudhlas so
spracovanim Vasich osobnych uUdajov,
mozete tento svoj suhlas kedykolvek
odvolat. Vase odvolanie nebude mat
vplyv  na zdkonnost spraclvania
vykonanu skor, ako ste odvolali svoj
suhlas
e Mbzete podat staznost na
spracovanie osobnych U(dajov nasou
spolo¢nostou na dozorny orgén Urad
na ochranu osobnych Gdajov
Slovenskej republiky, so sidlom
Hrani¢cna 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 mo6zu
existovat obmedzenia tychto prav v zavislosti od
konkrétnych okolnosti spracovatelskej cinnosti.
Kontaktujte nds s otdzkami alebo Ziadostami
tykajucimi sa tychto prdv spésobom v zmysle
¢lanku 1.
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novo nordisk”

NON-INTERVENTIONAL STUDY
AGREEMENT

DOHODA O NEINTERVENCNEJ STUDII

NOVO NORDISK SPONSORED NON-
INTERVENTIONAL STUDY

NEINTERVENCNA STUDIA
FINANCOVANA SPOLOCNOSTOU NOVO
NORDISK

STUDY ID: NN7008-3553

IDENTIFIKACNE CISLO STUDIE:
NN7008-3553

APPENDIX 2 / PRILOHA &. 2
PAYMENT / PLATBA

Amount in EUR excluding VAT /
Suma v EUR bez DPH

Start-up fee/ 1192,50
IniciaCny poplatok

s Amount in EUR excluding VAT /
VISIT / NAVSTEVA Suma v EUR bez DPH

Screening (baseline) visit/ | 363,-
Skriningova navsteva

Interim visit / 363,-
Navsteva pocCas skusania*
End of study visit / 363,-

Navsteva na konci skuSania

*pocet navstev “interim/poc€as skuSania“ prebieha podla Protokolu v.8 a beznej klinickej praxe.

Adresa: Recepcia: ICO: 36753050
Novo Nordisk Slovakia, s.r.o. Tel.: 02/571030 11 DIC: 2022341310
ROSUM, Bajkalska 19/B Fax: 02/571 030 00 IC DPH: SK2022341310

821 01 Bratislava

http://www.novonordisk.sk




