Priloha &.1

Annex No. 1

Nazov skusaného produktu/lieku:
sekukinumab

Name of the investigational product/medication:
sekukinumab

Referenéné &islo: AIN457

Reference number: AIN457

Kéd klinického skugania: CAIN457Q12301E1

Clinical study code: CAIN457Q12301E1

Nazov/Popis klinického skui$ania:

Trojroéné otvorené predizenie klinického skuSania na
zhodnotenie dlhodobej u&innosti, bezpe¢nosti a znasanlivosti
subkutanne poddvaného sekukinumabu u pacientov s
aktivnou lupusovou nefritidou

Title/Description of the clinical study:

A three-year, open-label extension study of subcutaneous
secukinumab to evaluate the long-term efficacy, safety and
tolerability in patients with active lupus
nephritis

Déatum findlnej verzie protokolu: 10.12.2021

Date of final version of the Protocol: 10.12.2021

Skuajuci: MUDr. Olga Lukéacova, PhD.
Spoluskusajuci: MUDr. Alena Tuchyfiova

The Investigator: MUDr. Olga Lukéaova, PhD.
The Co-Investigator: MUDr. Alena Tuchyiiova

Centrum:

Nérodny Ustav Reumatickych Chor6b
NabreZie Ivana Krasku 4, 921 01 Piestany
Telefon: +421 33 7969340

Fax:  +421 33 7625154

Mobil: +421 905 426 371

Centre:

Naérodny Ustav Reumatickych Chordb
Nabrezie Ivana Krasku 4, 921 01 Piedtany
Phone: +421 33 7969340

Fax: +421 33 7625154

Mobile: +421 905 426 371

Riaditel’ Institucie:
Generalny riaditel: MUDr. Milan Derco
Telef6n: +421 33 7969102

Director of the Institution:
Generalny riaditel: MUDr. Milan Derco
Phone: +421 33 7969102

Fax:  +421 33 7625154 Fax:  +421 337625154

Cislo centra: Centre number:

3600 3600

Planovany pocet zaradenych pacientov: Planned number of enrolled patients:

2 2

Monitor klinického sku§ania: Jana Krajiidkova Clinical trial monitor: Jana Krajiidkova
Adresa: Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Casovy rozvrh Klinického skusania:
16.11.2022 —08.01.2029

Clinical Trial schedule:
16.11.2022 —08.01.2029

Zadiatok zarad’ovania Utastnikov:
16.11.2022

Commencement of Participants enrolment:
16.11.2022

Ukonéenie zarad'ovania subjektov skisania /randomizécie:
10.10.2023

End of patient enrolment of trial subjects/randomization:
10.10.2023

Zagiatok kompetitivneho zarad’ovania subjektov skuSania
16.11.2022

Commencement of competitive trial subjects’ enrolment:
16.11.2022

Ukonéenie Klinického skugania najneskor:
08.01.2029

End of the Clinical Trial at the latest on:
08.01.2029
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Priloha &.2 Annex No. 2
V3etky tihrady sa vykonaju nasledovne: All payments shall be made as follows:
Platby =za navitevy zdokumentované v zdravotnej | Payments for visits documented in the medical documentation

dokumentacii Utastnika (v3etky vySetrenia vykonané v
sulade s Protokolom) sa budu uskutotiovat polrocne,
po¢niic prvym zaradenym Ucastnikom, a to v zéavislosti na
vykonani planovanych navitev a odovzdanych kompletnych
zéznamov z tychto navitev. Predmetna odmena je uvadzana
bez DPH. Na predmetni odmenu sa uplatni dait podla
prislu§nych pravnych predpisov Slovenskej republiky.

of the Participant (all examinations performed in accordance
with the Protocol) shall be made semi-annually, starting with
the first enrolled Participant and depending on the completion
of scheduled visits and submitted complete records of such
visits. Pertinent renumeration is stated without VAT. Pertinent
remuneration is subject to taxation according to the relevant
laws of the Slovak Republic.

Novartis sa zavizuje, ¢ uhradi naklady aodmenu za
vykonanie klinického sku3ania spolu vo vyske 4 715,- EUR
za jedného riadne ukon&eného Utastnika; odmena sa vyplati
spésobom ako je uvedené nizsie. Tato suma zahffia vietky
naklady a ¢innosti Institucie a Skudajucich spojené
s vykonanim klinického skuiSania. Odmena zahffia aj
odmenu pre Skusajucich, spoluskusajicich, nezavislého
hodnotitela (Independent rater) a uréeny pracovny tim za
tikony nad ramec poskytovania zdravotnej starostlivosti.

Novartis undertake that it will pay the costs and remuneration
for providing of the clinical trial total in amount of EUR
4 715 for one duly completed Participant; the remuneration
shall be paid in the manner as specified below. This amount
includes all costs and activities of the Institution and the
Investigators related to the execution of the clinical trial. The
remuneration also includes remuneration for the Investigators,
co-investigators, independent rater and the designated
working team for activities beyond the scope of healthcare
provision.

Planovany pocet Subjektov hodnotenia: 2

Uhrada pre Institiciu: 9 430 eur - Celkovo
Uhrada pre InStiticiu najviac: 4 715 eur
(slovom: tyritisicsedemstopatnast ~ eur)
kompletne a vyhodnotitefne spracovaného
v klinickom skuSani

sa vyplati nasledovne:

za ’kaidého
Utastnika

Platba a) 460,- eur — Po navsteve ¢. W104

Platba b) 425,50 eur — Po kazdej naviteve ¢. WI108,
W120, W132, W144, W156, W180, W208,
w232, W260, W268

A planned number of the Study Subjects: 2

Payment for the Institution: EUR 9 430 - In total
Payment for the Institution maximum of: EUR 4 715

(in words: four thousand seven hundred and fifteen Euro) for
each completely and in a manner allowing for evaluation,
processed Participant in the clinical trial

shall be paid as follows:

Payment a) EUR 460 - Following visit No. w104
Payment b) EUR 425,50 - Following each of the visits No.

w108, W120, W132, W144, W156, W180,
W208, W232, W260, W268

Novartis poskytne mimo tejto odmeny nahradu nakladov ak
je Utastnik sledovany telefonicky vo vySke 28,75 EUR
(slovom: dvadsatosem eur sedemdesiatpdt’ centov) za 28
telefonickych navstev, pricom celkova odmena za
telefonicky kontakt predstavuje najviac 805,- EUR.

In addition to such remuneration, Novartis shall provide with
reimbursement of costs if the Participant is followed up via
phone calls in the amount EUR 28,75 (in words: twenty eight
euro seventy five cents) for 28 phone visits, whereby the total
compensation for phone contact amounts up to EUR 805.

Platby podra tejto Prilohy zahffia v3etky lekarske vy3etrenia
jednotlivého Utastnika podla Protokolu. V3etky pripadné
neplanované navstevy v ramci celého Klinického skusania st
uz zahrnuté v platbach v zmysle tejto Prilohy, a za takéto
ukony nebudi poskytnuté Ziadne d’al’Sie platby.

Payments under this Annex shall include all medical
examination for each individual Participant under the
Protocol. Any potential unplanned visits during all Clinical
Trial are already included in the payments under this Annex,
and no additional payment shall be provided for such action.

Odmena (podl’a vysSie uvedenych ustanoveni vratane
odmeny navy$e) sa vyplaca nasledovne:

Platba Institacii — Intiticii sa vyplati 30 % z odmeny (t.].
zkazdej jednotlivej Ciastky horeuvedenej odmeny) a tato
odmena bude vyplatend priamo na G&et Indtiticie uvedeny
v zéhlavi Zmluvy.

Platba pre Studijny tim (tj. pre SkiaSajiceho a
spoluskuajiceho  zulastiiujiicich sa vykonavania
klinického skasania) — Studijnému timu (t.j. Skusajicemu a
spolusku$ajicim zulastiiujicim sa vykondvania klinického
skugania) sa vyplati 70 % z odmeny.

The remuneration (pursuant to the above provisions
including also additional remuneration) shall be paid as
follows:

The payment to the Institution — 30 % from the
remuneration (i.e. each part of the abovespecified
remuneration) shall be paid to the Institution and this
remuneration shall be paid directly to the bank account of the
Institution specified in the heading of the Agreement.

The payment to the study team (i.e. to the Investigator and
co-investigators participating in the conducting of the
clinical trial) - 70 % from the remuneration (i.e. each part of
the abovespecified remuneration) shall be paid to the study
team.
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Sposob vyplacania odmeny je mozné menit’ len po
pisomnej dohode zmluvnych stran.

The manner of the payment of the remuneration may be
changed only upon the written agreement of the Parties.

Pri odsuhlasenom zaradeni viac ako planovanych 2
randomizovanych ~Utastnikov, platia . vysSie uvedené
podmienky pre kazdého dal§ieho U¢astnika.

After approved inclusion of more than 2 planned randomized
Participants the conditions above apply for each additional
Participant.

Platby podra tejto Prilohy zahrtia vietky lekéarske vySetrenia
jednotlivého Utastnika podla Protokolu. V3etky pripadné
nepléanované navstevy v ramci celého Klinického skui3ania st
u? zahrnuté v platbach v zmysle tejto Prilohy, a za takéto
ukony nebudu poskytnuté Ziadne d’al’Sie platby.

Payments under this Annex shall include all medical
examination for each individual Participant under the
Protocol. Any potential unplanned visits during all Clinical
Trial are already included in the payments under this Annex,
and no additional payment shall be provided for such action.

Okrem uvedeného poskytne Novartis Institicii:

- jednorazovy start-up poplatok suvisiaci s procesom
klinického skusania v sume 1 000 eur uhradeny pri prvej
platbe

- jednorazovy poplatok za zabezpeCenie uchovévania
Medicinskych produktov, najmé skusanych produktov
a/alebo skusanych liekov, v nemocni¢nej lekarni InStiticie
vo vySke 800,- Eur

- jednorazovy archivainy poplatok vo vyske 800 eur na
uskladnenie dokumentov, ktory bude uhradeny Instittcii pri
poslednej platbe.

In addition to the mentioned, Novartis shall provide the
Institution also:

-a single start up fee associated with the process of clinical
trials in the amount of EUR 1 000 which will be paid to the
Institution at the first payment

- a single fee for ensuring the storage of the Medical Products,
mainly of the investigational products and/or investigational
medicines, at the site of the Institution, in the amount EUR
800

- a single archiving fee in the amount of EUR 800 for
document storage which will be paid to the Institution at the
last payment.

V pripade, z¢ Utastnik bude uznany nespdsobilym pre
klinicku $tadiu alebo pri jeho G&asti bude poruseny Protokol,
Novartis nie je povinny zaplatit uhradu za takéhoto
Utastnika resp. je opravneny kratit uhradu za takéhoto
Utastnika az na 50 % z pévodnej sumy podla tejto prilohy.

V pripade, z¢ Utastnik dobrovolne odstupi alebo je zo
klinického skuania vyradeny (a) Novartisom alebo (b)
Skusajucimi pre akukolvek pri¢inu inu ako nesplnenie
poZziadaviek sposobilosti pre klinické skulanie alebo
porusenie Protokolu, Novartis zaplati proporciondlnu Cast
thrady za Utastnika aZ do diia vyradenia, splatnii po prijati
vietkych formuldrov snalezmi ainej poZadovanej
dokumentacie.

Ak po skon&eni klinického skusania Novartis poskytol
v ramci tejto Zmluvy sumy prevySujuce opravnené thrady
podla vys3ie uvedenych podmienok, Institicia musi vratit’
Novartisu prevySujucu sumu nad opravnené thrady.

If the Participant is determined to be unfit for the clinical trial
or if the Protocol is breached during his/her participation,
Novartis shall not be obliged to make payment for such
Participant or shall be entitled to reduce the payment for such
Participant by up to 50% of the original amount pursuant to
this Annex.

If the Participant voluntarily withdraws from the clinical trial
or is excluded from the clinicaltrial (a) by Novartis or (b) by
the Investigators for whatever reason other than failure to meet
requirements for inclusion in the clinical trial or breach of the
Protocol, Novartis shall pay a proportional part of the payment
for such Participant until the date of exclusion, which shall be
payable following receipt of all forms with findings and other
required documentation.

If after the completion of the clinical trial, Novartis, within the
framework of this Agreement, provided amounts in excess of
legitimate payments according to the conditions above, the
Institution must return the amount in excess of the legitimate
payments to Novartis.

Pri realizacii klinického sku3ania Novartis poskytuje
Utastnikom za vykonané néavstevy vramci klinického
skugania prispevok na nahradu cestovnych nakladov
sposobom a v rozsahu schvalenom regulaénymi
a kontrolnymi organmi a Protokolom.

Intiticia sa zavdzuje poskytnit' administrativnu Cinnost
stvisiacu s vyplatenim a spracovanim cestovnych vydavkov
pre Ucastnikov zaradenych do klinického ski3ania a to tak,
7e bude zabezpeCovat vyplatu prispevku Ucastnikom na
nahradu ich cestovnych nakladov za ufelom ucasti na
Protokolom 3pecifikovanych navitevach v ramci klinického
skusania, ato v pausalnej vyske 30 eur / 1 navsteva (od
W104 navitevy) / 1 Ukastnik. Ingtiticia vyplati v mene
Novartisu kazdému zaradenému U&astnikovi uvedenu sumu

During the conduct of the clinical trial, Novartis shall provide
the Participants for visits completed as part of the clinical trial
with a contribution for reimbursement of travel costs, in a
manner and amount approved by regulatory and inspection
authorities and the Protocol.

The Institution undertakes to carry out administrative
activities associated with the payment and processing of travel
costs for the Participants included in the clinical trial, namely
it shall pay the contribution for reimbursement of travel costs
incurred to Participants in order to complete protocol-
specified visits in the clinical trial, as a lump sum of EUR 30
/1 visit (from visit No. W104) / 1 Participant. The Institution
shall pay on behalf of Novartis the respective sum to each
included Participant for each visit completed pursuant to the
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za kazdu uskuto¢nent navstevu v sulade s Protokolom, a to
priebezne pocas jednotlivych navstev, minimalne spitne za
uplynuly polrok, najneskér viak do 30 dni od ukoncenia
G¢asti Utastnika v klinickom sku$ani.

Novartis sa zavédzuje poskytnut’ Institucii finanéné
prostriedky potrebné pre riadne vyplacanie cestovnych
nahrad Utastnikom ato tak, 2e Novartis vyplati Instittcii
uvedenti &iastku za kazdu Uéastnikom riadne absolvovani
navstevu predpisanii Protokolom. Tato ¢iastka bude
vyplatend na ucet Institicie na zaklade Ziadosti spdsobom
a za podmienok stanovenych pre vyplacanie platby podla
bodu 8.3. Zmluvy a tejto prilohy.

Indtiticia zaznamenava vyplatenie prispevku na nahradu
cestovnych nakladov U¢astnikom zaradenym do klinického
sktidania v Potvrdeni o vyplateni prispevku na nahradu
cestovnych nakladov podpisanom Ugastnikom.

Institicia umoZni Novartisu kontrolu plnenia povinnosti
Indtitucie zabezpeovat' vyplacanie prispevku na néhradu
cestovnych nékladov Uéastnikom, a to najmé nahliadnutim
do vyuctovanie vyplatenych platieb na cestovné naklady
Utastnikom a jednotlivych Potvrdeni Ucastnikov.

V pripade, Ze sa preukaZe, ze nedoslo k vyplateniu tohto
prispevku Institiciou Ugastnikom, napriek tomu, Ze Novartis
Institucii dant platbu poskytol, Institicia je povinna vratit
Novartisu neopravnene poskytnuti &iastku, ktora nebola
pouZita na vyplacanie cestovnych néhrad U&astnikom podl'a
vysSie uvedenych ustanoveni.

Cinnost Institucie podla vyssie uvedenych ustanoveni je
zahrnutd v ¢innosti  vykonavania klinického skugania
a thrada za tlto ¢innost’ je zahrnutd v Ghrade podl'a &lanku 8
Zmluvy a za tu ktoru spracovanu vykonanu navstevu podla
Prilohy ¢&. 2.

Pokial' v sulade sbodom 8.4. Zmluvy bude vykonom
administrativnych ¢innosti spojenych s vyplatou prispevku
na néhradu cestovnych ndkladov Ucastnikov povereny
Hlavny Skusajuci, Hlavny Skusajici je povinny dodrZiavat
povinnosti Institicie ustanovené vtomto bode; v takom
pripade Institiicia zodpoveda za plnenie povinnosti Hlavného
Skusajiceho.

Protocol, continuously during individual visits, at least
retrospectively for the previous half year, however, at the
latest within 30 days after termination of the Participant’s
participation in the clinical trial.

Novartis undertakes to provide the Institution with funds
necessary for due payment of travel reimbursements to
Participants, namely Novartis shall pay the respective amount
for each duly completed Participant visit prescribed in the
Protocol to the Institution. This amount shall be paid to the
account of the Institution based on a request in a manner and
under conditions as set out for the payments according to para.
8.3. of the Agreement and this Annex.

The Institution shall record payments of contributions for
reimbursement of travel costs to Participants included in the
clinical trial in a certificate of payment of contribution for
reimbursement of travel costs which is signed by the
Participant.

The Institution shall allow Novartis to inspect whether the
Institution meets its obligation to pay the contribution for
reimbursement of travel costs to Participants, in particular by
viewing the settlements of payments provided for coverage of
travel costs to Participants and individual Participant
Certificates.

If it is found out that the Institution has not paid such
contributions to the Participants, although Novartis had made
such payment to the Institution, the Institution shall be obliged
to return to Novartis any wrongfully provided amount which
was not used for payment of travel reimbursements to
Participants pursuant to the above mentioned provisions.

The activity of the Institution pursuant to the provisions above
is included in the clinical trial conduct and the payment for this
activity is included in the payment pursuant to Article 8 of the
Agreement for the particular processed visit which has been
completed in accordance with Annex No. 2.

In case the Principal Investigator is, in accordance with para
8.4. of this Agreement, responsible for administrative
activities related to payment of the reimbursement of travel
expenses to the Participants, the Principal Investigator is
obliged to comply with obligations of the Institution set forth
in this paragraph; the Institution is responsible for fulfilment
of the Principal Investigator's obligations in such case.

V pripade ucasti na Investigatorskom mitingu realizovanom
na zéklade pokynov a len so sithlasom Novartisu, Novartis
preplati néklady suvisiace s ucastou Skusajucich (resp.
dohodnutého ¢lena skuSobného timu) vrozsahu podla
vopred dohodnutych podmienok (vratane emailovou
komunikéciou). Pravidld niektorych vydavkov st uréené
nasledovne:

a) cesta hromadnym dopravnym prostriedkom
(autobusom, vlakom) — z miesta bydliska do miesta
Investigatorského mitingu a spdt’ — preplacanie
cestovného listka — zdokladovat cestovny listok,

b) cesta vlastnym dopravnym prostriedkom (osobnym
autom) — zmiesta bydliska do miesta

In case of attendance at the Investigator Meeting as instructed
by and only with approval of Novartis, Novartis shall
reimburse costs associated with the participation of the
Investigators (or approved member of the investigator’s team)
as agreed in advance (including e-mail communication). Rules
for certain expenses are determined as follows:

a) travelling by mass transportation vehicle (bus, train)
— from the place of residence to the venue of the
Investigator Meeting and back — reimbursement of
the travel ticket — provide proof of the travel ticket,

b) travelling by own vehicle (personal car) — from the
place of residence to the venue of the Investigator
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Investigatorského mitingu a spdt - preplacanie
spotrebovanych pohonnych hmét podl'a priemernej
spotreby vozidla podla technického preukazu
a ceny pohonnych hmot stanovenych Statistickymi
ukazovate'mi cien pohonnych hmoét v Slovenskej
republike (aj pri ceste mimo tzemie Slovenskej
republike) — zdokladovat technicky preukaz
osobného vozidla, podpisané prehlésenie o pocte
kilometrov,
c) cesta taxikom — preplacanie nakladov na taxik

v ramci mesta (mesto Investigatorského mitingu) —
z miesta letiska, vlakovej alebo autobusove;j stanice
na hotel ¢i miesto Investigatorského mitingu a spat
- zdokladovat’ potvrdenie o thrade.

Vydavky, ktoré neboli vopred odsuhlasené, sa nepreplacaju,

hoci boli Institiciou, Skdsajucimi (resp. dohodnutym ¢lenom

skuSobného timu) aj preukédzatel'ne uhradené.

Novartis vyplati $pecifikované dohodnuté a preukéazatelne
vynalozené vydavky len vtedy, ak tieto budi riadne
zdokladované, pri¢om Institucia resp. Skusajuci predlozia
Novartisu vyuétovanie nédkladov s potrebnymi dokladmi
v najneskér do 14 dni od ukoncenia Investigatorského
mitingu. V dohodnutych pripadoch modze Novartis
poskytnit’ preddavok na tieto vydavky.

V pripade, Ze sa preukéaze, Ze $pecifikované dohodnuté a
preukézatel'ne vynaloZené vydavky nie su spravne podloZené
prislusnymi dokladmi, resp. neboli vynaloZené alebo su
vrozpore s internymi predpismi Novartisu, Novartis si
vyhradzuje pravo odmietnut’ ich prefinancovanie
avpripade, ak uz Novartis poskytol platbu na
prefinancovanie, Ingtiticia je povinnd vratit Novartisu
poskytnutu ¢iastku, ktord nebola vynalozena v sulade s touto
dohodou alebo podlozend preukazateInymi ¢i platnymi
dokladmi.

Meeting and back — reimbursement of fuel
consumption according to average consumption of
the vehicle based on the certificate of roadworthiness
and the price of fuel determined by statistical
indicators of fuel prices in the Slovak Republic (also
in case of travelling outside the territory of the Slovak
Republic) - submit the certificate of roadworthiness
of the personal car and signed statement of kilometres
travelled,
¢) travelling by taxi—reimbursement of taxi costs inside

the town (the town of the Investigator Meeting) —
from the airport, train or bus station to the hotel or
venue of the Investigator Meeting and back — submit
the receipt.

Expenses not approved in advance shall not be reimbursed,

even if they were provably paid by the Institution,

Investigators (or agreed member of the investigator’s team).

Novartis shall pay for specified, agreed and provable incurred
costs only if such costs are properly documented and the
Institution or Investigators shall submit the settlement of costs
with required documents to Novartis within 14 days after the
completion of the Investigator Meeting. In agreed cases,
Novartis may provide advance payments for such costs.

If it is proved that specified, agreed and provably incurred
costs are not appropriately supported with relevant documents
or if they were not incurred or are in conflict with internal
regulations of Novartis, Novartis reserves the right to reject
their refunding and in case Novartis has already made payment
for their refunding, the Institution shall be obliged to return the
amount which it received and which was not incurred in
accordance with this agreement or supported by provable or
valid documents, to Novartis.
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Priloha &. 4 Informacia pre dotknuti osobu

Annex No. 4
Information for the data subject

]

V zmysle ustanovenia ¢lanku 13 Nariadenia GDPR

Prevadzkovatel: Novartis Pharma AG, so sidlom
Lichtstrasse 35, Bazilej 4056, Svajéiarsko (dalej len
»Prevadzkovatel™)

Zastupca Prevédz}mvatel’a: Novartis Slovakia,
S.I.0., SO sid}om Zizkova 22B, 811 02 Bratislava, Slovenska
republika, ICO: 36 723 304 (d’alej len ,,Zastupca“)

Dotknuta osoba

Titul, meno priezvisko:  MUDr. Ol'ga Lukacova, PhD.
Pozicia: Hlavny skusajuci

(d’alej len ,,Dotknuta osoba“)

Této informécia je adresovana Skusajucim a skusajucemu
timu a dald$im zamestnancom Intitucie (napr. sestry,
lekérnici, technici), ktorych osobné udaje mézu byt
spracuvané pri vykonavani klinického skusania: Trojro¢né
otvorené prediZenie klinického skusania na zhodnotenie
dlhodobej uc¢innosti, bezpecnosti a znaSanlivosti
subkutinne podavaného sekukinumabu u pacientov s
aktivnou lupusovou nefritidou

Téato informacia je Vam poskytnutd na zabezpeenie
transparentnosti v sivislosti so  zbieranim, pouZitim
a spristupfiovanim Vasich osobnych udajov

Prevadzkovatelom pre ucely v suvislosti s vykonavanim

klinického skuSania, ktoré sa uskutotiuje na VaSom

pracovisku.

Vase osobné udaje v rozsahu meno, priezvisko, kontaktné

informécie, pracovné skusenosti, odborna kvalifikacia,

publikécie, sthrny, dosiahnuté vzdelanie, informacie

o vykone povolania budi spractivané za nasledovnymi

ucelmi:

a) vykonavanie klinického skuSania, spracuvanie
a vyhodnocovanie vysledkov klinického skt$ania;

b) kontrolu aoverenie vedeckej integrity klinického
skuSania  $tatnymi a riadiacimi indtitaciami,
Prevadzkovatelom alebo Zastupcom, CRO (ak
existuje), monitorujucou osobou, ich zastupcami;

c) registracia vysledkov klinického skd$ania, vratane
registracie skusaného lieku v réznych krajinach;

d) archivécia po dobu stanovenu pravnymi predpismi;

e) splnenie pravnych poziadaviek alebo pozZiadaviek
riadiacich institacii, uchovavanie v databaze pracovisk,
skudajucich a ostatnych zamestnancov na pouZitie
v buducich klinickych skusaniach;

f) prenosu tychto udajov do krajin mimo uzemia
Slovenskej republiky, vyhodnocovania &innosti
pracovisk a skagajucich pri klinickom sku$ani.

g) planovat’ a/alebo vykonéavat’ d’alie aktivity suvisiace
s klinickymi  skuSaniami apripadne Vas o nich
informovat’,

In accordance with the art. 13 of GDPR Regulation

Controller: Novartis Pharma AG, with its seat at
Lichtstrasse 35, Basel 4056, Switzerland (herein after referred
to as “Controller®)

Controller’s representative: Novartis Slovakia,
s.r.0., with its seat at Zizkova 22B, 811 02 Bratislava, Slovak
republic, ID: 36 723 304 (herein after referred to as
“Representative®)

Data subject

Title, first name, last name: MUDr. Ol'ga Lukacova, PhD.
Position: Principal Investigator
(hereinafter referred to as “Data subject®)

This information is addressed to the Investigators,
investigational staff, and other employees of the Institution
(such as nurses, pharmacists, technicians) whose personal
data may be processed in the course of the clinical trial: A
three-year, open-label extension study of subcutaneous
secukinumab to evaluate the long-term efficacy, safety
and tolerability in patients with active lupus
nephritis

This information is provided to you to ensure transparency in
relation to collection, use and disclosure of your personal data
by the Controller for purposes related to the conduct of
clinical trial which is being carried at your workplace.

Your personal data in the scope of name, surname, contact

information, work experience, professional qualification,

publications, summaries, achieved education, information on
job performance shall be processed for the following
purposes:

a) conduct of the clinical trial, processing and evaluation
of the results of the clinical trial;

b) inspection and verification of scientific integrity of the
clinical trial by state and governing institutions, the
Controller or Representative, CRO (if any), monitoring
person and their representatives;

c) registration of the results of the clinical trial, including
registration of the investigational product in various
countries;

d) archiving for the period prescribed by legal regulations;

e) meeting legal requirements or requirements of
governing institutions, maintenance in the database of
sites, investigators and other employees for the use in
future clinical trials;

f)  transfer of such data to countries outside the Slovak
Republic, evaluation of activities of sites and
investigators during the clinical trial.

g) to plan and/or conduct further activities related to
clinical trials and optionally inform you thereof,

h) to share information with other subjects in order to plan
and conduct clinical trials.
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h) zdielat informéacie sinymi subjektmi ohladom

planovania a vykonavaniu klinickych skusani.
Vase osobné udaje budu spractiivané na zéklade opravneného
zaujmu Prevadzkovatela, ktorym je zaujem Prevadzkovatel’a
na riadnom priebehu klinickych skd$ani, ktorych je/bude
zadavatelom alebo na ktorych bude spolupracovat. Vase
osobné udaje budu takisto spracivané na plnenie zékonnych
povinnosti ~ Prevadzkovatela, ktoré mu vyplyvaju
z osobitnych pravnych predpisov tykajucich sa klinickych
skusani.

Vase osobné udaje mdzu byt poskytnuté aj daldim
subjektom, medzi ktoré patria spolo¢nosti patriace do
nadnarodnej skupiny Novartis, organizicie na klinicky
vyskum spolupracujuce so skupinou Novartis, na$i partneri
alebo dodavatelia, na§i poskytovatelia IT systémov,
akykolvek subjekt, ktory by v buducnosti nadobudol pravo
sivisiace s klinickym skaSanim od Prevadzkovatela,
prislusna eticka komisia anarodné alebo medzinarodné
prislusné turady. Vsetky tieto osoby su v3ak povinné
zachovavat dovernost a bezpetnost Vadich osobnych
udajov.

Vade Osobné idaje mozu byt prenesené do Svajeiarska (ktoré
zabezpeduje v zmysle rozhodnutia Komisie ¢. 200/518/ES
primerant ochranu osobnych tdajov), do krajin Eur6pskeho
hospodarskeho priestoru, alebo do tretich krajin, ako st napr.
Spojené Staty americké, ktoré nemusia zaru¢ovat taku uroven
ochrany Osobnych tdajov, aka je poskytovand v zmysle
Nariadenia GDPR. Prevadzkovatel' viak zabezpecuje, aby
bola zachovand dovernost a bezpe¢nost Vadich osobnych
udajov na rovnakej irovni ako garantuje Nariadenie GDPR.

Vramci poskytovania udajov vramci skupiny Novartis
Prevadzkovatel' prijal Zavdzné podnikové pravidla, t.j.
systém principov, pravidiel a nastrojov, poskytovanych
vramci prava Eurépskej unie, aby bol zabezpeceny
dostato¢ny level zabezpeenia prenosu osobnych udajov
mimo Eurépsky hospodarsky priestor a Svajéiarsko. O tychto
pravidlich sa mozete viacej docitat na stranke:
www.novartis.com/privacy-policy.

Osobné udaje budu Prevadzkovatelom spractivané po dobu
trvania tejto Zmluvy, ak osobitné pravne predpisy neurcuju
dlh$iu lehotu. Prosim berte na vedomie, Ze Zadavatel' je
povinny uchovavat dokumentaciu klinického sku$ania
najmenej 25 rokov.

Ako Dotknuta osoba mate v zmysle Nariadenia nasledujice
prava, o ktorych ste boli riadne pou¢eny a informovany:

- pravo ziskat potvrdenie otom, ¢&i sa spractvaju Vase
osobné udaje, a pravo ziskat' pristup k takymto udajom
vratane uréenia ucelov spracuvania, kategérii osobnych
udajov, identifikdciu osdb, ktorym boli alebo budu
osobné udaje poskytnuté, predpokladanu dobu
uchovavania osobnych udajov, existencie prava na
opravu osobnych udajov alebo ich vymazanie alebo
obmedzenie spraciivania, alebo prdva namietat proti

Your personal data shall be processed on the basis of
Controller’s legitimate interest, which is the Controller’s
interest on the proper conduct the clinical trial of which the
Controller is/or will be a sponsor. Your personal data shall
also be processed on the basis of the Controller’s compliance
with legal duties which are prescribed in the relevant
legislation on clinical trials.

Your personal data can be transferred to the other subjects
including companies belonging to the Novartis group, clinical
research organizations cooperating with Novartis group, our
partners or providers, our IT systems providers, any subject,
which might receive any right related to the clinical trial from
the Controller, relevant ethics committee and national or
international relevant authorities. All these subjects are
obliged to protect the confidentiality and security of your
personal data.

Your personal data may be transferred to Switzerland (which,
according to the Decision of the Committee No.:
200/5189/ES provides adequate protection of personal data),
to the member states of European Economic Area or to the
third countries, e.g. USA, which may not quarantee such level
of protection of personal data as is quaranteed by the
Regulation. The Controller shall make sure to protect the
confidentiality and security of your personal data on the same
level as of the Regulation.

For transfer of personal data within Novartis Group, the
Controller has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in an
effort to ensure effective levels of data protection relating to
transfers of personal data outside the European Economic
Area and Switzerland. Read more about the Novartis Binding
Corporate Rules at www.novartis.com/privacy-policy.

Personal data shall be processed by the Controller during the
term of this Agreement, unless specific legislation does not
provide a longer term. Please note that the Controller is
required to retain clinical trial documentation for a minimum
of 25 years.

As a data subject you have the following rights under the
Regulation, of which you have been properly instructed and
informed:

- the right to obtain the confirmation as to whether or not
the personal data concerning you are being processed,
and where that is the case, access to the personal data
including the purposes of the processing, the categories
of personal data concerned, identification of the persons
to whom the personal data have been or will be disclosed,
the envisaged period for which the personal data will be
stored, the existence of the right to request rectification
or erasure of personal data or restriction of processing of
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Priloha ¢&. 5§ — Prislu$né protikorupéné pravidla

Appendix No. 5 - Applicable Anti-Corruption

Legislation

Institicia (Centrum), Hlavny skusajuci, Skusajuci, ¢lenovia
skuSajtiiceho timu a kazda d’alSia osoba, ktord sa zucastiiuje
Klinického skusania (d’alej ako ,,Skusajuce strany*) bude
polas celého vykondvania Klinického skuSania konat
v sulade s Trestnym zédkonom, zdkonom ¢&. 54/2019 Z. z.
oochrane oznamovatelov protispolo¢enskej ¢innosti
aozmene adoplneni niektorych zakonov, a vietkymi
ostatnymi zavdznymi predpismi o boji proti uplatkarstvu
a korupcii, ktorymi st v Spojenom kralovstve Zakon
o uplatkarstve zroku 2010 av Spojenych Statoch
americkych Zakon o zahraniénych korupénych praktikdch
zroku 1977 (spolu dalej ako ,Prisluiné protikorupéné
pravidla®)

The Institution (the Center), the Principal Investigator, the
Investigators the investigational staff and any other person
contributing to the Clinical Trial (the Trial Parties) shall at
all times in the conduct of the Clinical Trial comply with the
Criminal Code, Act No.: 54/2019 Coll. on the protection of
the whistle-blowers and on the amending and supplementing
certain acts, and any other applicable anti-bribery and anti-
corruption legislation, which in the United Kingdom is the
Bribery Act 2010 and in the United States of America the
Foreign Corrupt Practices Act 1977 (together the Applicable
Anti-Corruption Legislation).

Je na zodpovednosti Skusajucich stran zabezpecit' aby boli

oboznémeni s ustanoveniami Prisluinych protikorup&nych

pravidiel aaby tieto dodrziavali. Bez ohladu na vysSie

uvedené nasledujuci text predstavuje zhrnutie hlavnych

zasad, ktoré su SkuSajuce strany povinné dodrZiavat’.

A) Skusajuce strany musia vzdy konat' bezithonne,
Cestne a dodrziavat najvyssie etické Standardy.

(B) Skusajuce strany nesmu Ziadnej osobe poskytnut’,

dat’ alebo pontikat ziadnu platbu, dar, ani iny

benefit ¢i vyhodu za ucelom:

@) zabezpecenia akejkol'vek neopravnenej

vyhody; alebo

nabdadania prijemcu alebo inej osoby, aby

vykonala alebo nevykonala ukony, ktoré

predstavuju porusenie jej povinnosti alebo

zodpovednosti  (alebo za  ucfelom

odmetiovania takéhoto spravania).

(i)

Toto obmedzenie sa pouzije vzdy aza vietkych
okolnosti. Pre vylu¢enie akychkol'vek pochybnosti
sa uvadza, Ze sa aplikuje na rokovanie s ,,verejnymi
¢initeI'mi“, ako aj na rokovanie so zamestnancami
a zastupcami stikromnych spolo¢nosti.
Rokovaniam s verejnymi ¢&initeImi sa v8ak musi
venovat osobitnd pozornost. Skusajuce strany
nesmu poskytovat’, davat’ alebo ponukat’ akékol'vek
platby, dary alebo iné benefity alebo vyhody za
ucelom ovplyvnenia konania alebo rozhodovania
verejného Cinitel'a (alebo podnecovania takéhoto
¢initela aby vyuzil svoj vplyv na int osobu, subjekt
alebo Statny organ alebo aby ovplyvnil akékol'vek
konanie alebo rozhodovanie takejto inej osoby,
subjektu alebo §tatneho orgéanu).

Pojem ,Verejny C(&initel*“ zahffia kazda osobu
konajicu v mene ktoréhokol'vek ministerstva,
agentury alebo subjektu Statnej spravy alebo
ktoréhokol'vek §tatneho Statom kontrolovaného
podniku. Napriklad to =zahfila zdravotnickych
pracovnikov  zamestnanych v §tatom  alebo
samospravou vlastnenej nemocnici alebo klinike
a zastupcov verejnych medzinarodnych
organizacii.

Skusajuce strany nesmu poskytovat, davat alebo
ponukat’ akékol'vek platby, dary alebo iné benefity

©

D)

(B

It is the responsibility of the Trial Parties to ensure that they

are familiar with, and comply with, the provisions of the

Applicable Anti-Corruption Legislation. Nevertheless, the

following is intended as a summary of the key principles

which the Trial Parties are obliged to follow.

(A) The Trial Parties must at all times act with integrity

and honesty and comply with the highest ethical

standards.

The Trial Parties must not make, give, or offer any

payment, gift or other benefit or advantage to any

person for the purposes of:

(i) securing any improper advantage; or

(ii) inducing the recipient or another person to
do or omit to do any act in violation of their
duties or responsibilities (or for the
purposes of rewarding such conduct).

(B)

This restriction applies at all times and in all
contexts. For the avoidance of any doubt, it applies
both to dealings with "public officials" and to
dealings with employees and agents of commercial
enterprises.

Nevertheless, particular care must be exercised with
dealings with public officials. The Trial Parties
must not make, give or offer any payment, gift or
other benefit or advantage for the purposes of
influencing any act or decision of a public official
(or inducing such official to use their influence with
another  person, entity or  government
instrumentality or to affect or influence any act or
decision of such other person, entity or government
instrumentality).

The term "Public Official" includes any person
acting on behalf of any government department,
agency or instrumentality or any state-owned or
controlled enterprise. By way of example, this
includes health care professionals employed by a
state- or local municipality-run hospital or clinic,
and representatives of public international
organizations.

©

D)

The Trial Parties must not make, give or offer any
payment, gift or other benefit or advantage to any

(E)
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alebo vyhody ziadnej osobe, ak vedia, alebo sa person whilst knowing or suspecting that all or a

domnievaju, ze vsetky alebo Cast tychto peiazi, portion of such money, gift, benefit or advantage

daru, benefitu alebo vyhody budu pouzité, ¢i uz will be used, whether directly or indirectly, in
priamo alebo nepriamo, na ucely poru$enia bodov breach of (B) or (C) above.

(B) alebo (C) uvedenych vyssie.

F Institucia bude viest' a udrziavat' zapisy, zéznamy | (F) The Institution shall make and keep books, records,
aucty, ktoré budu v primeranej miere presne and accounts, which, in reasonable detail,
aspravodlivo odrazat transakcie a dispozicie accurately and fairly reflect the transactions and
s majetkom Institucie; dispositions of the assets of the Institution;

G) Intiticia navrhne abude udrziavat systém | (G) The Institution shall devise and maintain a system
vnutornych  Gétovnych kontrol, ktoré budu of internal accounting controls sufficient to provide
poskytovat’ primerané zaruky, Ze — reasonable assurances that —

@) transakcie sa vykonavaju v stlade so ) transactions are executed in accordance
vieobecnym alebo konkrétnym povolenim with management’s general or specific
vedenia; authorization;

(ii) transakcie si zaznamenavané podla (ii) transactions are recorded as necessary

potreby (D to permit preparation of financial

(D aby bolo mozné zostavit’ u¢tovnu statements in conformity with
zavierku v sulade so vSeobecne generally accepted accounting
uznavanymi utovnymi zasadami principles or any other criteria
alebo  akymikolvek  inymi applicable to such statements, and
kritériami, ktoré sa na tieto
vykazy vztahuju, a

In na dodrziavanie uctovania aktiv; (e0) to maintain accountability

(iii) pristup k aktivam je povoleny iba v stlade for assets;
so  vieobecnym alebo  osobitnym (iii) access to assets is permitted only in
povolenim vedenia; a accordance with management’s

- (iv) zaznamenané ultovanie aktiv  bude general or specific authorization; and

porovnavané s existujucimi aktfvami v primeranych | - (iv) the recorded accountability for assets is

intervaloch a podniknu sa prislu§né kroky s ohladom compared with the existing assets at reasonable

na akékol'vek rozdiely. intervals and appropriate action is taken with respect
to any differences.

58/58

Zmluva o klinickom skusani — verzia 24.11.2021
Novartis / NURCH Piestany
Protokol ¢.: CAIN457Q12301E1




