Priloha ¢.1
Nazov skuSaného produktu/lieku:
Sekukinumab
Referencné Cislo: AIN457
Kéd klinického skdSania: CAIN457M2301E1
Nazov/Popis klinického skdSania:
Multicentrické, dvojito zaslepené predizenie
klinického skuSania s randomizovanym vysadenim
lieCby preukazanie dlhodobej
ucinnosti, bezpe¢nosti a znaSanlivosti subkutannej
liecby sekukinumabom u pacientov so stredne
zavaznou aZz zavaznou hidradenitis suppurativa
Déatum finalnej verzie protokolu: 11.09.2019
SkuSajaci:  MUDr. Bc. Tomas Uhrin, PhD
Centrum:
FNsP J. A. Reimana PreSov, Dermatovenerologické
oddelenie, Hollého 14, 081 81 PreSov

Mobil:

zamerané na

Fax:

Telefon.

Riaditel’ Institdcie:
MUDr. Juraj Smatana, MBA, Medicinsky riaditel

Ing. Méria Miscikova, MBA, Ekonomicky riaditel

Cislo centra: 2731

Planovany pocet zaradenych pacientov: 3

Monitor klinického skdsania:

MUDr. Marianna Petrowa

Adresa:

Novartis Slovakia s.r.o.

Zizkova 22B, 811 02 Bratislava

Tel:

Fax: .

Casovy rozvrh klinického sktgania:

22.07.2020 - 27.02.2026

Zaciatok zaradovania Ugastnikov:

22.07.2020

Ukonéenie zaradovania Ugastnikov /randomizécie:
23.06.2021

Zatiatok kompetitivneho zaradovania Ugastnikov
22.07.2020

Ukoncenie klinického skdSania najneskor:
27.02.2026

Zmluva o klinickom skasani - verzia 11.10.2018

Annex No. 1
Name of the investigational product/medication:
Sekukinumab
Reference number: AIN457
Clinical study code: CAIN457M2301E1
Title/Description of the clinical study:
A Multicenter, Double-blind, Randomized
W ithdrawal extension study of subcutaneous
secukinumab to demonstrate long-term efficacy,
safety and tolerability in subjects with moderate to
severe hidradenitis suppurativa

Date of final version of the Protocol: 11.09.2019
The Investigator: MUDr. Bc. Tomas Uhrin, PhD
Centre:

FNsP J. A. Reimana PreSov, Dermatovenerologické
oddelenie, Hollého 14, 081 81 PreSov

Mobile:

Fax:

Phone:

Director of the Institution:

MUDr. Juraj Smatana, MBA, Medical Director

Ing. Méaria Miscikov4, MBA, Financial Director

Centre number: 2731

Planned number of enrolled patients: 3
Clinical trial monitor:

MUDr. Marianna Petrowa

Address:

Novartis Slovakia s.r.o.

Zizkova 22B, 81102 Bratislava

Tel:

Fax:

Clinical study schedule:

22.07.2020 - 27.02.2026

Commencement of Participants enrolment:
22.07.2020

End of patient enrolment Participants/randomization:
23.06.2021

Commencement of competitive Participants
enrolment:

22.07.2020

End of the clinical study at the latest on:
27.02.2026
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Za Novartis/For Novartis: Déatum/Date:
Mgr. Hana Mrézova, Head of the Department for Clinical Trials,
na zaklade plnomocenstva/ on a basis of a power of attorney

Za Novartis/For Novartis: Datum/Date:
PharmDr. Katarina Nosjean, na zaklade plnomocenstya/ on a basis of a power of attorney

Za Novartis/For Novartis- Datum/Date;
Ing. Lucia Fucek SerSefiova, projektovy manazér klinického skiSania/
Clinical study manager

Za Institdciu/For the Institution: Datum/Date:
Za Institaciu/For the Institution: Datumv/Date:
Za Skdsajuceho/For Investigator Déatum/Date;

MUDr. Bc. Tomas Uhrin, PhD

Zmluva o klinickom skuSani - verzia 11.10.2018
Novartis / Fakultna nemocnica s poliklinikou J.A. Reimana PreSov
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Priloha ¢.2
Vietky Ghrady sa vykonaju nasledovne;
Platby za navstevy zdokumentované v zdravotnej
dokumentécii Subjektu hodnotenia (vSetky vySetrenia
vykonané v sulade s Protokolom) sa budd
uskutoCriovat’ polrocne, pofndc prvym zaradenym
Subjektom hodnotenia, ato v zavislosti na vykonani
planovanych navstev aodovzdanych kompletnych
zéznamov z tychto névstev.
Novartis sa zavazuje, Ze na dalej uvedeny Ucet
InStitdcie uhradi naklady aodmenu za vykonanie
klinického skusSania spolu vo vySke 1 100,- EUR za
jeden riadne ukonceny Subjekt hodnotenia. Tato suma
zahffa vSetky néklady a Cinnosti Institlcie spojené
s vykonanim klinického skiSania. Nezahffia odmenu
pre Skd3ajuceho a nim uréeny pracovny tim za Ukony
nad ramec poskytovania zdravotnej starostlivosti; tato
je dodatotnym nékladom firmy Novartis podla
odsuhlasenych podmienok Novartisom v osobitnej
zmluve a nieje predmetom Zmluvy.

Planovany pocet Subjektov hodnotenia: 3

Uhrada pre Institaciu: 3 300,- EUR - Celkovo
Uhrada pre Indtitaciu najviac: 1 100,- EUR
(slovom: jedentisicsto eur) za kazdého kompletne
a vyhodnotitel'ne spracovany Subjekt hodnotenia
v klinickom skdSani

sa vyplati nasledovne:;
Platba a) 54,- Eur Po kazdej navsteve €. Week 52,
60, 68, 76, 84, 92, 100

Platba b) 60,- Eur Po navsteve ¢. Week 104-EoT 1la
USCH LOR

Platba c) 34,- Eur Po navsteve ¢. Week 108

Platba d) 36,- Eur Po kazdej navsteve ¢. Week 120,
131, 144, 156, 168, 180, 192, 204, 216, 228, 240, 252
a268/F8

Platba €) 40,- Eur Po navsteve ¢. Week 260/E0T 2

Platba f) 20,- Eur Po kaZdej navsteve ¢. USV, USV
HS a USV2

Novartis poskytne Institcii nahradu nakladov za
zabezpecenie:

«za Vysetrenie - RTG vySetrenie - 50,—EUR
(slovom: pétdesiat eur) za kazdé jedno
VysSetrenie preukazatel'ne absolvované
Utastnikom.

Celkovy pocet Vysetreni ujedného Ugastnika
predstavuje 4, pricom celkovd odmena za
vietky  VySetrenia  jedného Utastnika

Zmluva o klinickom skidsani - verzia 11.10.2018

Annex No. 2
All payments shall be made as follows:
Payments for visits documented in the medical
documentation of the Study Subject (all examinations
performed in accordance with the Protocol) shall be
made semi-annually, starting with the first enrolled
Study Subject and depending on the completion of
scheduled visits and submitted complete records of
such visits.
Novartis undertake that to the further mentioned
account of the Institution will pay the costs and
remuneration for providing of the clinical trial total in
amount of EUR 1 100 for one duly completed Study
Subject. This amount includes all costs and activities of
the Institution related to the execution of the clinical
trial. Do not include remuneration for the Investigator
and the designated working team for activities beyond
the scope of healthcare provision; this is an additional
cost for Novartis under the terms agreed by Novartis in
a separate agreement with the Investigator and is not
subject - matter of the Agreement with the Institution.
A planned number of the Study Subjects: 3

Payment for the Institution: EUR 3 300 - In total

Payment for the Institution maximum of: EUR 1 100
(in words: one thousand and one hundred Euros) for
each completely and in a manner allowing for
evaluation, processed Study Subject in the clinical trial

shall be paid as follows:
Payment a) 54,- Eur Following each of the visits No.
Week 52, 60, 68, 76, 84, 92, 100

Payment b) 60,- Eur Following visit No. Week 104-
EoT land USCH LOR

Payment c) 34,- Eur Following visit No. Week 108

Payment d) 36,- Eur Following each of the visits No.
Week 120, 131, 144, 156, 168, 180, 192, 204,216,228,
240, 252 and 268/F8

Payment e) 40,- Eur Following visit No. 260/EoT 2

Payment f) 20,- Eur Following each of the visits No.
UsV, USV HS and USV2

Novartis provides Institution with the additional
payment for:

= for the Test - for XR examination- EUR 50
(in words; fifty euro) for each single Test
demonstrably undergone by the Participant.

The total number of Tests of one Participant
amounts to 4, whereby the total compensation
for all Tests of one Participant amounts up to
EUR 200 (in words: two hundred euro). The
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predstavuje najviac 200,- EUR (slovom: dvesto
eur). Predpokladany potet Ugastnikov je 3.

Pri odsuhlasenom zaradeni viac ako planovanych 3
randomizovanych UGastnikov, platia vy3sie uvedené
podmienky pre kazdého dalieno Ugastnika.
Platby pre IndtitGciu zahffaju vsetky
vySetrenia podla Protokolu.

Vsetky pripadné neplanované navstevy Ci vizity
atelefonické vizity wvramci celého klinického
skiSania su uz zapoCitané v Uhrade Institlcie podla
Prilohy €.2, tj. za takéto pripadné Ukony nebude
hradend Ziadna zvlast' odmena ¢i Uhrada.

Pri realizacii Kklinického skiSania Novartis poskytuje
Subjektom hodnotenia za vykonané navstevy v ramci
klinického skdsania prispevok na ndhradu cestovnych
nakladov  spb6sobom  avrozsahu  schvalenom
regulatnymi a kontrolnymi organmi a Protokolom.

lekarske

Institicia sa zavézuje poskytnUt’ administrativnu
Cinnost”  sOvisiacu s vyplatenim a spracovanim
cestovnych vydavkov pre Subjekty hodnotenia
zaradené do klinického skiSania, a to prostrednictvom
SkdSajuceho. Podrobnosti méZzu byt Specifikované
v osobitnej dohode medzi SkuSajucim a Novartisom.
Indtitlcii za takdato Cinnost' SkdSajlceho neprislicha
Ziadna odmena.

V suvislosti s klinickym skiSanim sa pred zaCiatkom
klinického skdSania ako aj poCas jeho realizécie
uskuto€iuju Investigatorské mitingy, na ktorych sa
oboznamuju dblezité farmakologické, toxikologické a
klinické informacie, ktoré su potrebné pre spravne
naplanovanie a vykonanie Kklinického skulSania, a
zUcCastnené osoby sa pripravuju aSkolia o danom
klinickom skusani, dolezitych priebeznych
okolnostiach a informéciach a postupoch v danom
klinickom skusani. Vzhl'adom k tomu, Ze
Investigatorské mitingy s su€astou  klinického
skUSania, Skusajuci (resp. dohodnuty ¢len skdsobného
timu) sa bude zUcastrovat’ Investigatorskych mitingov
podla pokynov Novartisu.

V pripade UGCasti na Investigatorskom  mitingu
realizovanom na zéklade pokynov a len so sthlasom
Novartisu, Novartis preplati naklady suvisiace
s UCastou SkuSajuceho (resp. dohodnutého Clena
skuSobného  timu) vrozsahu podla  vopred
dohodnutych ~ podmienok  (vratane  emailovou
komunikaciou). Pravidld niektorych vydavkov su
urené nasledovne:

a) cesta hromadnym dopravnym prostriedkom
(autobusom, vlakom) - z miesta bydliska do
miesta investigitorského mitingu a spat’ -
preplacanie cestovného listka - zdokladovat
cestovny listok,

b) cesta vlastnym dopravnym prostriedkom
(osobnym autom) - z miesta bydliska do
miesta investigatorského mitingu a spat -
preplécanie spotrebovanych pohonnych hmét
podla priemernej spotreby vozidla podla

Zmluva o klinickom skdsani - verzia 11.10.2018

scheduled number of Participants is 3.

After approved inclusion of more than 3 planned
randomized Participants criteria the conditions above
apply for each additional Participant.
Payments for the Institution include all
screenings under the Protocol.

All possible unplanned visits, doctors meeting or
telephone doctor meetings throughout the clinical trial
are included in the payment for the Institution under
Annex No. 2, i.e. for such activities will not be paid any
extra reward or compensation.

During the realization of the clinical trial, Novartis will
provide to the Study Subjects, for completed visits
during the clinical trial, the contribution to cover their
travel costs in the manner and scope approved by the
regulatory and supervisory authorities and the Protocol.
The Institution undertakes to provide via the
Investigator administrative activities related to payment
and processing of such travel costs to the Study
Subjects enrolled in the clinical trial. The details may
be specified in a separate agreement between the
Investigator and Novartis. The Institution is not entitled
to any remuneration for such activities of the
Investigator.

medical

In connection with the clinical study, Investigator
Meetings take place prior to the commencement of the
clinical study as well as during its conduct, in order to
share important pharmacological, toxicological and
clinical information needed for correct planning and
conduct of the clinical study, and participants are
preparing for and get trained with regard to the
particular clinical study, important continuous
circumstances and information and procedures used in
the particular clinical study. As Investigator Meetings
are part of the clinical study, the Investigator (or
approved member of the investigator’s team) shall
attend such Investigator Meetings as instructed by
Novartis.

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 Investigator (or approved member
of the investigator’s tea m) 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
proofof the travel ticket,

b) travelling by own vehicle (personal car) -
from the place of residence to the venue of the
Investigator Meeting and back -
reimbursement of fuel consumption according
to average consumption of the vehicle based
on the certificate of roadworthiness and the
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technického preukazu aceny pohonnych
hmét stanovenych Statistickymi
ukazovatemi  cien  pohonnych  hmét
v Slovenskej republike (aj pri ceste mimo
Uzemie Slovenskej republike) - zdokladovat’
technicky  preukaz  osobného  vozidla,
podpisané prehlasenie o pocte kilometrov,

c) cesta taxikom - preplacanie nakladov na
taxik v ramci mesta (mesto investigatorského
mitingu) - z miesta letiska, vlakovej alebo

autobusovej stanice na hotel € miesto
mitingu aspat - zdokladovat' potvrdenie
0 Uhrade.

Vydavky, ktoré neboli wvopred odsuhlasené, sa
nepreplacajd, hoci boli Institdciou, SkasSajucim (resp.
dohodnutym  ¢lenom  skdSobného  timu) g
preukazatelne uhradené.

Novartis  vyplati  Specifikované  dohodnuté a
preukazatelne vynalozené vydavky len vtedy, ak tieto
budl riadne zdokladované, pricom Institicia resp.
Skusajuci predlozi Novartisu vyuUctovanie nakladov s
potrebnymi  dokladmi v najneskdr do 14 dni od
ukoncenia investigatorského mitingu. V dohodnutych
pripadoch m6Ze Novartis poskytnut preddavok na
tieto vydavky.

V pripade, Ze sa preukaze, Ze Specifikované
dohodnuté a preukézatel'ne vynalozené vydavky nie
sl spravne podlozené prislusSnymi dokladmi, resp.
neboli vynalozené alebo s vrozpore s internymi
predpismi Novartisu, Novartis si vyhradzuje pravo
odmietnut’ ich prefinancovanie av pripade, ak uz
Novartis poskytol platbu na prefinancovanie,
Indtitdcia je povinna vratit Novartisu poskytnutd
Ciastku, ktord nebola vynalozend v sulade s touto
dohodou alebo podloZzend preukéazatelnymi i
platnymi dokladmi.

Zmluvné strany sa zavazuju, Ze ak budl odobrané
vzorky biologického materialu, tieto bude mozné
pouzivat' vylucéne len pre Ucely klinického skuSania
a len pocas vykonavania tohto skiSania.

InStitdcia vystavené faktdry dorucuje na adresu:

Novartis Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava

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,

c) 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
meeting and back - submit the receipt.

Expenses not approved in advance shall not be
reimbursed, even if they were provably paid by the
Institution, Investigator (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 Investigator 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.

The Contracting Parties undertake that if any biological
material will be taken off, they will be used solely for
the purposes of the clinical trial and only during the
execution of this trial.

The issued invoices of the Institution will be delivered
on the address of Novartis:

Novartis Slovakia, s.r.o.,
Bratislava

Zizkova 22B, 811 02

Platba v prospech U¢tu/ Payment to the account:

Bankové spojenie:

¢islo uctu:
IBAN:
BIC: |

Platby bud( realizované len v pefiaznej mene EURO
a vsetky bankové poplatky znaSa Novartis.

Zmluva o klinickom skasani - verzia 11.10.2018

Payments will be realized only in the EURO currency
and all bank charges shall be borne by Novartis.
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Za NOVArtiS/FOr NOVAITIS:........cceieieeieiiisee e ses e en s Datum/Date:

Mgr. Hana Mréazova, Head of the Department for Clinical Trials,
na zaklade plnomocenstva/ on a basis of a power of attorney

Za NOVartiS/FOr NOVAITIS:....cccovvvies v cvvieiiie vvveis e see e s e sreeesres e Datumv/Date:

PharmDr. Katarina Nosjean, na zaklade plnomocenstva/ on a basis of a power of attorney

Za Novartis/For Novartis...... .......... e e ste et Datum/Date:

Ing. Lucia FuCek Sersefiova, projektovy manaZér klinického skiania/
Clinical study manager

Za Instituciu/For the Institution: Datum/Date.
t

Za Institaciu/For the Institution: ... Datum/Date:

Za SkusSajuceho/For Investigator . Datum/Date:

MUDr. Bc. Tomas Uhrin, PhD

Zmluva o klinickom skdsani - verzia 11.10.2018
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Priloha ¢.4

Hlavny Skusajuci - formular sihlasu dotknutej osoby so

spracuvanim osobnych Gdajov
v zmysle ustanovenia ¢lanku 6 ods. 1 pism. a), ¢lanku 7
anasl. Nariadenia Eurépskeho parlamentu a rady (EU)
2016/679 z 27.aprila 2016 o ochrane fyzickych oséb pri
spractvani osobnych Udajov a o volnom pohybe takychto
Udajov, ktorym sa zruSuje smernica 95/46/ES (v3eobecné
nariadenie o ochrane Udajov) (dalej len ,,Nariadenie®)
Novartis Vas chce poziadat osuhlas so zaradenim
niektorych prvkov VasSich osobnych (dajov do databazy
s ndzvom GrantPlan vedenej tretou stranou. Zamerom
databdzy  GrantPlan, ktorG  vedie  azadavatelom
farmaceutického vyskumu poskytuje spolo¢nost’ TTC,
Spojené Staty americké (dalej len ,T7TC*), je pomoct
zadavatelom vyskumu v transparentnosti tykajucej sa
nakladov na klinické skiUSanie. Databaza sa pouziva ako
pomoc pre odhad nakladov na klinické skdSanie
Specifickych pre urcitd krajinu a poskytnat’ informécie
benchmarkingu  scielom  dosiahnut  transparentnost’
apoctivost vstanoveni ndkladov na  uskutocnenie
klinického skudsania.
Informécie sa zapisuju do databdzy tak, Ze nikto okrem
pracovnikov TTC nembze vidiet VaSe meno alebo spojit’
VaSe miesto  uskutoCfiovania  klinického  skdSania
s konkrétnym  klinickym skdSanim alebo spolocnost'ou
zadavatela.
So zretelom na uvedené tymto udelujete spoloCnosti TTC
ako prevadzkovatelovi suhlas so spracovanim VaSich
osobnych Udajov v rozsahu Vasho mena, kontaktnych
informéacii miesta uskutocnovania klinického skusSania,
nazvu klinického skdSania, zadavatela, kopie zmluvy
o klinickom skdSani a nakladov a honorarov tykajucich sa
uchovania VéaSho miesta uskutoffiovania klinického
skdSania spravcovi tejto databdzy od tretej strany. VaSe
osobné Udaje sa budd spractvat’ za horeuvedenym ucelom
v informacnom systéme - databdze GrantPlan - a to po dobu
piatich rokov. Svoj suhlas udelujete vo vztahu k vietkym
spracovatel'skym operaciam s osobnymi Gdajmi, okrem ich
zverejnenia; a to vratane ich prenosu do tretich krajin, ktoré
nemusia zarucovat' primerand Uroven ochrany osobnych
udajov, vratane Spojenych Statov americkych.

VysSie uvedenu prenosnost’ osobnych udajov do tretich
krajin tymto beriete na vedomie a podpisanim tohto suhlasu
davate svoj osobitny suhlas na prenos osobnych Udajov do
tychto tretich krajin. Prevadzkovatel viak zabezpecuje, aby
bola zachovana dévernost’ vSetkych ziskanych osobnych
udajov na rovnakej Urovni ako garantuje Nariadenie.

Osobné ddaje budd do uvedeného informacného systému
GrantPlan poskytnuté spolocnostou Novartis Slovakia s.r.o.
so sidlom Zizkova 22B, 811 02 Bratislava, 1CO: 36 723 304,
zapisana v Obchodnom registri Okresného sudu Bratislava |,
oddiel: Sro, vloZka €. 44016/B. Tymto udelujete spolonosti
Novartis Slovakia s.r.0. suhlas s poskytnutim Vasich
horeuvedenych (dajov spolocnosti TTC za Uc€elom ich
spracuvania spolo¢nostou TTC vrozsahu horeuvedeného

Zmluva o klinickom skasani -verzia 11.10.2018

Annex No.4
Principal Investigator - the form of the consent of the
data subject with processing of its personal data

according to provision of art. 6 para. 1 letter a), art. 7 and et.
of Regulation of the European parliament and of the council
on the protection of natural persons with regard to the
processing of personal data and on the free movement of
such data, and repealing Directive 95/46EC (General Data
Protection Regulation) (hereinafter as the “Regulation™)
Novartis would like to ask you for consent to the inclusion
of certain elements of your personal data to a database
named GrantPlan, maintained by a third party. The aim of
GrantPlan database, which is led by and to the sponsors of
pharmaceutical research provided by a company named
TTC, the United States of America (hereinafter as “TTC"),
is to assist the research sponsors in the transparency of the
costs of clinical trials. The database is used to help estimate
the cost of clinical trials specific to a particular country and
to provide benchmarking information to achieve
transparency and fairness in assessing the cost of carrying
out the clinical trial.

Information is entered into a database so that no one except
the TTC workers can not see your name or can not connect
the place of realization of the clinical trial with the specific
clinical trial or with the company of sponsor.

With regard to the mentioned hereof, you hereby grant a
consent to the company TTC being the data controller, to
process your personal data to the extent of your name,
contact information of place where is the clinical trial
conducted, the name of clinical trial, sponsor, a copy of the
clinical trial agreement and expenses and fees related to the
preservation of your place for conducting clinical trial to
manager of the database from a third party. Your personal
data will be processed for the above mentioned purpose
within the information system - GrantPlan database - and
that for a time-period of five years. You grant your consent
in relation to all personal data processing operations, except
for their disclosure; and that including their transfer to third
countries that do not have to provide the same level of
personal data protection, including the United States of
America.

With regard to the abovementioned portability of the
personal data to the third countries, you hereby take into
account given information, and by signing of this consent
you grant your special consent to transfer of your personal
data to such third countries. The controller however
guarantees that the confidiality of the obtained personal data
shall be maintained on the same level as maintained by the
Regulation.

Personal data will be provided to the mentioned GrantPlan
information system by the company Novartis Slovakia s.r.o.,
with its registered seat at Zizkova 22B, 811 02 Bratislava,
Identification Number: 36 723 304, registered with the
Commercial Registry of District Court Bratislava I, Section:
Sro, Insertion No. 44016/B. Hereby you grant consent to the
company Novartis Slovakia s.r.o. to provide your above
mentioned data to the company TTC for the purpose of their
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sthlasu.

Ak vykonavate vyskum pre Novartis v ingj krajinach nez
Spojené Staty americké, ako su krajiny v Eurdpe, beriete na
vedomie, Ze Spojené Staty americké neposkytuju rovnaki
Uroven ochrany, ako sa poskytuje v Eurdpe. Udelenie tohto
suhlasu je dobrovolné a neziadaju Vas o udelenie suhlasu na
toto zverejnenie preto, aby ste pokraCovali v klinickom
skuSani. Ale ked suhlas date, pombzete zhromazdit’
informacie 0 primeranych nakladoch v klinickych
skUSaniach. Tento sthlas méZete kedykol'vek odvolat.

Ako dotknutd osoba mate v zmysle Nariadenia nasledujlce
prava, o ktorych ste boli riadne pouceny/a a informovany/a

pravo ziskat' potvrdenie o tom, €i sa spracuvaju Vase
osobné Udaje, apravo ziskat pristup k takymto
udajom vratane urcenia Ucelov spractvania, kategorii
osobnych Udajov, identifikaciu osdb, ktorym boli
alebo budl osobné Udaje poskytnuté, predpokladant
dobu uchovavania osobnych Gdajov, existencie prava
na opravu osobnych U(dajov alebo ich vymazanie
alebo obmedzenie spractvania, alebo prava namietat’
proti takémuto spracUvaniu, préva podat’ staznost
Uradu na ochranu osobnych Gdajov, existencie
automatizovaného rozhodovania vrétane profilovania
ohladom osobnych Udajov. Osobné Udaje budid
poskytnuté v strojovo Citatelnom forméate. Toto
potvrdenie bude vydané bezplatne, aviak za kazdé
dalSie kopie, o ktoré pozZiadate, Vdm mbZe byt
Uctovany  primerany  poplatok  zodpovedajUci
nakladom na vyhotovenie takéhoto potvrdenia.
Takisto mate pravo preniest’ tieto U(daje inému
subjektu, ktory bude VaSe osobné u(daje dalej
spracovavat. Toto pravo sa vSak nevztahuje na
spracUvanie  nevyhnutné na  splnenie  Ulohy
realizovanej vo vergjnom zaujme anesmie mat’
nepriaznivé dosledky na prava a slobody inych,

pravo na to, aby boli osobné udaje, ktoré su
spracUvané a sU nespravne, bez zbyto¢ného odkladu
opravené. Takisto mate pravo na doplnenie
nedplnych osobnych ddajov, ato prostrednictvom
poskytnutia doplnkového vyhlasenia,

pravo na vymazanie osobnych U(dajov, ak nie su
osobné Udaje potrebné pre Ucely, na ktoré sa ziskavali
alebo spractvali, ak sa osobné Udaje spracUvali
nezédkonne, alebo ak osobné Udaje musia byt
vymazané v zmysle osobitnych pravnych predpisov.
Osobné Udaje vSak nemusia byt vymazane, ak je ich
zachovanie potrebné na uplatnenie prava na slobodu
prejavu ana informacie, na splnenie zakonnej
povinnosti podla osobitnych predpisov, na splnenie
ulohy realizovanej vo verejnom zaujme, z doévodov
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processing by the company TTC to the extent of the above
mentioned consent.

When you are conducting the research for Novartis in other
countries than the United States, such as countries in
Europe, you acknowledge that the United States do not
provide the same level of protection as is granted in Europe.
The granting of this consent is voluntary and they are not
asking you to consent to such disclosure, therefore, to
continue the clinical trial. But if you give the consent, you
will help gather information about the reasonable cost of
clinical trials. You can withdraw this consent at any time.
You, as a data subject, have the following rights under the
Regulation, of which you has 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 personal data or to object to such processing, the
right to lodge a complaint with the Office for
personal data protection, the existence of automated
decision-making, including profiling. Personal data
shall be provided in a machine-readable format. Such
confirmation shall be provided free of charge,
however, for each additional copy requested, a
reasonable fee can be charged taking into account the
administrative .costs of providing of such
confirmation. You have also right to transmit those
data to another subject for further processing. Such
right shall not apply to processing necessary for the
performance of a task carried out in the public
interest and must not affect the rights and freedoms
of others,

the right to rectification of inaccurate processed
personal data without undue delay. You have also
right to have incomplete personal data completed, by
means of providing a supplementary statement,

the right to erasure of personal data if such data are
no longer necessary in relation to the purposes for
which they were collected or otherwise processed,
the personal data have been unlawfully processed, the
personal data have to be erased under specific
legislation. The personal data do not have to be
erased if its existence is necessary to for exercising
the right of freedom of expression and information,
for compliance with a legal obligation under specific
legislation, for performance of a task carried out in
the public interest, for reasons of public interest in
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verejného zaujmu v oblasti verejného zdravia, na
Ucely archivécie vo verejnom zaujme, alebo na Gcely
vedeckého alebo historického vyskumu ¢i  na
Statistické Ucely, ana preukazovanie, uplatiovanie
alebo obhajovanie pravnych narokov,

pravo na obmedzenie spraclvania osobnych Udajov,
ak ste napadli spravnost’ osobnych Udajov, ato pocas
obdobia umoznujlceho overit' spravnost’ osobnych
Udajov, spractivanie osobnych Udajovje protizakonné
a namietate proti vymazaniu osobnych ddajov
a Ziadate namiesto toho obmedzenie ich pouzitia, ak
uZz nie su osobné U(daje potrebné na Ucely
spracUvania, ale ich potrebujete na preukazanie,
uplatfiovanie alebo obhajovanie pravnych narokov,
pravo podat’ staznost' proti spractvaniu osobnych
Udajov dozornému orgdnu, ktorym je v Slovenskej
republike Urad na ochranu osobnych Gdajov
Slovenskej republiky, so sidlom Hrani¢na 12, 820 07
Bratislava.

Ako dotknutid osoba mate tiez pravo na zaklade pisomnej
Ziadosti alebo osobne, ak vec neznesie odklad, u
prevadzkovatela kedykol'vek namietat’ a nepodrobit’ sa
rozhodnutiu prevadzkovatela, ktoré by malo pre Vas pravne
ucinky alebo vyznamny dosah, ak sa také rozhodnutie vyda
vyluéne na zéklade Ukonov automatizovaného spractvania

Vasich  osobnych

udajov. Méate pravo  Ziadat

prevadzkovatela o preskimanie vydaného rozhodnutia
metodou odlisSnou od automatizovanej formy spractvania.

O

Ano, Tymto sthlasim, Ze spoloénost’ Novartis mbZe

zverejnit moje osobné Udaje vslvislosti s databdzou
GrantPlant.

O

Nie, nesthlasim so zverejnenim mojich osobnych

Udajov v suvislosti s databdzou GrantPlant.

the area of public health, for archiving purposes in
the public interest, scientific or historical research
purposes or statistical purposes, and for
establishment, exercise or defense of legal claims,

the right to restriction of processing of personal data,
if the accuracy of the personal data is contested by
you, for a period enabling the controller to verily the
accuracy of the personal data, the processing in
unlawful and you oppose the erasure of the personal
data and requests the restriction of their use instead,
the personal data are no longer needed for the
purposes of the processing, but they are required by
you for the establishment, exercise or defense of
legal claims,

the right to lodge a complaint against the processing
of the personal data with a supervisory authority,
which in Slovak republic is the Office for personal
data protection, with its seat at Hrani¢cna 12, 820 07
Bratislava.

You as data subject may also at any time, upon a written
request or in person, if the matter is urgent, object with the
data controller and refuse to submit to the decision of the
data controller, which would have legal effects or a
significant impact on you, if such decision is made solely on
the basis of automated processing of your personal data.
You shall be entitled to ask the data controller to review the
issued decision by a method other than automated
processing.

Yes, | hereby agree that Novartis may disclose ny

personal data in connection with the GrantPlant database.

No, | do not agree with the publication of my

personal data in connection with the GrantPlant database.

Miesto a datum/Place and Date

Meno/Name: MUDr. Be. Tomas Uhrin, PhD
Skusajuci/Investigator
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Priloha ¢. 5
Informécia pre dotknutd osobu
Skusajuci vyhlasuje, Ze berie na vedomie, Ze na Ucely
plnenia tejto Zmluvy dochadza k spractvaniu jeho osobnych
Udajov Novartisom vrozsahu vzmysle zahlavia Zmluvy,
prip. ¢lanku 12.2. Zmluvy.

Osobné Udaje budl Novartisom spractvané po dobu trvania
tejto Zmluvy, ak osobitné pravne predpisy neurcuju dihSiu
lehotu.

SkuSajuci mad vzmysle Nariadenia nasledujuce préava,
o ktorych bol riadne pouceny a informovany:

- pravo ziskat' potvrdenie otom, Ci sa spracUvaju
jeho osobné Udaje, a pravo ziskat’ pristup k takymto
Udajom vratane urCenia UCelov spraclvania,
kategorii  osobnych Udajov, identifikaciu 0sob,
ktorym boli alebo bud( osobné Gdaje poskytnuté,
predpokladand dobu uchovavania osobnych Gdajov,
existencie prava na opravu osobnych Udajov alebo
ich vymazanie alebo obmedzenie spraclvania,
alebo prava namietat’ proti takémuto spractvaniu,
prava podat’ staznost Uradu na ochranu osobnych
Udajov, existencie automatizovaného rozhodovania
vratane profilovania ohladom osobnych Udajov.
Osobné udaje budl  poskytnuté v strojovo
Citatelnom forméte. Toto potvrdenie bude vydané
bezplatne, avSak za kazdé dalSie kopie, o ktoré
SkUSajuci  poziada, mu mbdze byt dctovany
primerany poplatok zodpovedajici nakladom na
vyhotovenie takéhoto potvrdenia. SkuUSajuci ma
takisto pravo preniest’ tieto Udaje inému subjektu,
ktory bude jeho osobné Udaje dalej spracovavat.
Toto pravo sa vSak nevztahuje na spracUvanie
nevyhnutné na splnenie Ulohy realizovanej vo
veregjnom zaujme anesmie mat nepriaznivé
dosledky na prava a slobody inych,

- pravo na to, aby boli osobné Uudaje, ktoré su
spracivané asi nespravne, bez zbytotného
odkladu opravené. Takisto ma SkuSajuci pravo na
doplnenie nedplnych osobnych Gdajov, ato
prostrednictvom poskytnutia doplnkového
vyhlésenia,

- prdvo na vymazanie osobnych udajov, ak nie su
osobné Udaje potrebné pre Ucely, na ktoré sa
ziskavali alebo spractvali, ak sa osobné Udaje
spracuvali nezékonne, alebo ak osobné Udaje
Skl8ajuceho  musia byt vymazané vzmysle
osobitnych pravnych predpisov. Osobné Udaje vSak
nemusia byt vymazané, ak je ich zachovanie
potrebné na uplatnenie prava na slobodu prejavu
ana informacie, na splnenie zakonnej povinnosti
podla osobitnych predpisov, na splnenie UGlohy
realizovanej vo verejnom zAujme, z dbvodov

Zmluva o klinickom skdsani -verzia 11.10.2018

Annex No. 5
Information for the data subject
The Investigator declares, that it takes into account, that for
the purposes of the fulfilment of the Agreement the
processing of the Investigator's personal data by the
Novartis in the scope in accordance with the heading of the
Agreement or para 12.2. hereoftakes place.

Personal data shall be processed during the term of this
Agreement, unless specific legislation does not provide a
longer term.

The Investigator has the following rights under the
Regulation, of which he/she has been properly instructed
and informed:

- the right to obtain the confirmation as to whether or
not the personal data concerning him or her 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  orerasure of personal data or
restriction of processing of personal data or to
object to such processing, the right to lodge a
complaint with the Office for personal data
protection, the existence of automated decision-
making, including profiling. Personal data shall be
provided in  amachine-readableformat.  Such
confirmation shall be provided free of charge,
however, for each additional copy requested by the
Novartis, a reasonable fee can be charged taking
into account the administrative costs of providing
of such confirmation. The Investigator has also
right to transmit those data to another subject for
further processing. Such right shall not apply to
processing necessary for the performance of a task
carried out in the public interest and must not affect
the rights and freedoms of others,

- the right to rectification of inaccurate processed
personal data without undue delay. The Investigator
has also right to have incomplete personal data
completed, by means of providing a supplementary
statement,

- the right to erasure of personal data if such data are
no longer necessary in relation to the purposes for
which they were collected or otherwise processed,
the personal data have been unlawfully processed,
the personal data have to be erased under specific
legislation. The personal data do not have to be
erased if its existence is necessary to for exercising
the right of freedom of expression and information,
for compliance with a legal obligation under
specific legislation, for performance of a task
carried out in the public interest, for reasons of
public interest in the area of public health, for
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verejného zaujmu v oblasti verejného zdravia, na
Ucely archivécie vo verejnom zaujme, alebo na
Ucely vedeckého alebo historického vyskumu ¢i na
Statistické Ucely, ana preukazovanie, uplatfiovanie
alebo obhajovanie pravnych narokov,

pravo na obmedzenie spracUvania osobnych Udajov,
ak SkuSajuci napadol spravnost’ osobnych udajov,
ato pocas obdobia umoZnujuceho overit’ spravnost
osobnych Udajov, spractvanie osobnych Udajov je
protizdkonné a SkuSajlci namieta proti vymazaniu
osobnych Udajov a ziada namiesto toho obmedzenie
ich pouzitia, ak uz nie sl osobné Udaje potrebné na
Ucely spracuivania, ale Skusajuci ich potrebuje na
preukdzanie, uplatfiovanie alebo obhajovanie
prévnych nérokov,

pravo podat’ staznost’ proti spracUvaniu osobnych
Udajov dozornému organu, ktorym je v Slovenskej
republike Urad na ochranu osobnych Gdajov
Slovenskej republiky, so sidlom Hrani¢cna 12, 820
07 Bratislava.

archiving purposes in the public interest, scientific
or historical research purposes or statistical
purposes, and for establishment, exercise or defense
of legal claims,

the right to restriction of processing of personal
data, if the accuracy of the personal data is
contested by the Investigator, for a period enabling
the controller to verify the accuracy of the personal
data, the processing in unlawful and the
Investigator opposes the erasure of the personal
data and requests the restriction of their use instead,
the persona] data are no longer needed for the
purposes of the processing, but they are required by
the Investigator for the establishment, exercise or
defense of legal claims,

the right to lodge a complaint against the processing
of the personal data with a supervisory authority,
which in Slovak republic is the Office for personal
data protection, with its seat at Hrani¢na 12, 820 07
Bratislava.

Skusajaci berie na vedomie, Ze ma mozZnost kedykolvek The Investigator takes into account, that it is at any time
kontaktovat' Oddelenie ochrany osobnych Udajov na adrese entitled to contact the Data Privacy Department on the

v pripade, Ze bude mat electronical address: in case
akékol'vek otazky tykajuce sa zbierania, spracovania alebo it has any questions regarding the collecting, processing or
pouZzitia osobnych Udajov ako je uvedené vysSie. usage of the personal data as described above.

Miesto a datum/Place and Date

Meno/Name: MUDr. Be. Tomas Uhrin, PhD
SkuSaj Uci/Investigator
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Poistovatel:

Poistnik/Poisteny:

Spolupoisteny:

Cislo poistnej zmluvy:

Rozsah poistenia:

Nazov klinického skiSania:

Pocet ucastnikov
klinického skuSania:

Uzemna platnost
poistenia:

Limit plnenia:

Doba trvania poistenia
klinického skuSania:

UPI

Poistny certifikat

HDI Versicherung AG

so sidlom EdelsinnstralJe 7-11, 1120 Vieden, Rakuska republika

zapisana v registri Obchodného sudu Vieden (Firmenbuch Handelsgericht Wien) pod ¢.91142 h
podnikajuca na Uzemi Slovenskej republiky prostrednictvom organizacnej zlozky

HDI Versicherung AG pobocka poistovne z iného ¢lenského Statu

so sidlom Obchodna 2, 811 06 Bratislava, Slovenska republika

zapisanej v Obchodnom registri Okresného sidu Bratislava |, oddiel: Po, viozka ¢. 1575/B

ICO: 36 857 475

tymto potvrdzuje, Ze so zadavatelom klinického skiSania

Novartis Slovakia s.r.o.

so sidlom ZiZkova 22B, 811 02 Bratislava, Slovenska republika

zapisany v Obchodnom registri Okresného sudu Bratislava |, oddiel: Sro, vlozka €. 44016/B
ICO: 36 723 304

uzavrel poistnd zmluvu na poistenie zodpovednosti za Skodu na zdravi a veciach o0s6b
v désledku klinického skdSania.

- Sponzor Klinického skasania
Novartis Pharma AG
Lichtstrasse 35, CH-4056 Basel, Svaj¢iarsko

- Zdravotnicke zariadenia podla prilohy ktomuto certifikatu a vSetky spolo€nosti skupiny
Novartis a ich dcérske spolocnosti

4100352-2020

Zodpovednost zadavatela klinického skudSania a zdravotnickeho zariadenia vykonavajliceho
klinické skuSanie za Skody na zdravi a veciach zu€astnenych oséb v doésledku klinického
skusania

Studia, protokol & CAIN457M2301E1: Multicentrické, dvojilo zaslepené prediZenie klinického
skdSania s randomizovanym vysadenim lieCby zamerané na preukazanie dlhodobej G€innosti,
bezpec€nosti a znaSanlivosti subkutannej lieCby sekukinumabom u pacientov so stredne
zavaznou az zavaznou hidradenitis suppurativa.

A Multicenter, Double-blind, Randomized Withdrawal extension study of subcutaneous
secukinumab to demonstrate long-term efficacy, safety and tolerability in subjects with
moderate to severe hidradenitis suppurativa.

13
Slovenska republika

EUR 4 329 400,- pre kazdu poistnd udalost a pre vSetky poistné udalosti, ktoré vzniknu
poCas jedného poistného obdobia zo vSetkych klinickych skdsani, ktoré
poisteny vykonava na Uzemi Slovenskej republiky

Zaciatok klinického skisania: 01.07.2020
Koniec klinického skusania: 27.02.2026

Predmetné klinické skuSanie je poistené az do jeho ukoncenia.

Tento certifikat je platny iba za predpokladu tr/ania poistenia dojednaného vysSie uvedenou poistnou zmluvou Poistovatelom bol vydany pre potreby poisteného a/alebo spolupoistenych
subjektov, vyluéne za ucelom potvrdenia o skuto¢nostiach v lom uvedenych Certifikat Ziadnym spdsobom nenahradzuje, nemeni alebo nedopliia poistnd zmluvu a jej pripadné dodatky

Datum vystavenia:

CERT-NOV- 11-2019

28.11.2019

1/3 Cislo zakaznika 1168580



HDI

Peciatka a podpis
zastupcov poistovatela:

Otokar Cudiman Mgr. Mirjana Kuncova
riaditel odborny referent

CERT-NOV-11-2019 212 Cislo zakaznika 1168580



11Dl

Priloha k poistnému certifikatu
Zoznam spolupoistenych zdravotnickych zariadeni

1 Univerzitna nemocnica Martin
Dermatovenerologicka klinika
Kollarova 2
036 59 Martin
Prof. MUDr. Juraj Péc, CSc.

2. Univerzitna nemocnica L.Pasteura
Rastislavova 43
041 90 Kosice
MUDr. Tomas Kampe
Pracovisko:
Klinika dermatovenerolégie
Tr. SNP 1
041 66 Kosice

3. FNsP J. A. Reimana PreSov
Dermatovenerologicka oddelenie
Hollého 14
081 81 PreSov
MUDr. Bc. Tomas Uhrin, PhD

4. FNsP F.D. Roosevelta
Dermatovenerologicka klinika
Nam.L. Slobodu 1
975 17 Banska Bystrica
MUDr. Slavomir Urbancéek, PhD.

CERT-NOV-11-2019 3/3 Cislo zakaznika: 1160580



