DODATOKC.2
K ZMLUVE O KLINICKOM SKUSAN{
(d’alej len ,.Dodaiok™)

AMENDMENT NO. 2
TO THE CLINICAL TRIAL AGREEMENT
(hereinafter referred to as the “Amendment™)

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava,
Slovenska republika

1CO: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

zapisany: v Obchodnom registri Mestského stidy

Bratislava T}, oddiel: Sro, vioZka
¢. 44016/B
v mene ktorého kond/zastiipeny:
Ing. Peter Takdics, na zéklade plnomocenstva
PharmDr. Andrea Urbanova, na zéklade
plnomocenstva

(d‘alej len ,.Novartis™)
a

Fakultnd nemocnica Nitra

sidlo: Spitalska 6, 949 01 Nitra

ICO: 17 336 007

DIC: 2021205197

ICDPH:  SK 2021205197

Zriadend: Prispevkova organizicia zriadeng

Zriad’ovacou listinou MZ SR &.
3724/1991-A/VIII-1 zo dfia
(9.12.1991, v zneni neskorsich
rozhodmnirti

v mene ktorého kond/zastipeny:

Mgr. Michal Fajin, MBA, LL.M, MPH, riaditel

bankové spojenie: Stama pokladnica, Radlinského 3z,

Bratislava
IBAN: SK 49 8180 0000 0070 0028 0649
BIC/SWIFT: SPSRSKBA

{dalej len , Indtiticia™)
a

Hlavny SkiSajici:

Doc. MUDy. Peter Mindrik, PhD.

bydlisko: Liptovska 9, 949 01 Nitra

détum naredenia: 07.02.1976

IBAN: SK72 0900 0000 0002 3118 7052

(dalej len ,,SkaSajici® alebo ,,Hlavny skiiajici®)

(Indtinicia a Skidajici tiez spolodne ako druhd
zmluvnd strana)

Novartis Slovakza S.r.0.
Registered seat: Zizkova 22B, 811 02 Bratislava,

Slovak Republic
Company ID: 36 723 304
Tax ID: 2022302425
VAT ID: SK 2022302425
Registration: ~ Commercial Register of City Court
Bratislava I, Section: Sro,
Insertion No. 44016/B
Represented by:

Ing, Peter Takdcs, based on the power of attorney
PharmDr. Andrea Urbanov4, based on the power of
attorney

(hereinafter referred to as “Novartis”)

and

Fakultna nemocnvica Nitra
Registered Seat: Spitalska 6, 949 01 Nitra

Company ID: 17336 007

Tax [D: 2021205197

VAT ID: SK 2021205197
Registration: Contributory organization

established by the Establishment Document of the
Ministry of Health of the Slovak Republic No.
3724/1991-A/V1II-1 dated 09.12.1991, as amended by
later decisions

Represented by:

Mgr. Michal Fajin, MBA, LL.M, MPH, Director

Bank Account: Stitna pokladnica, Radlinského 32,
Bratislava
IBAN:
BIC/SWIFT:

SK 49 8130 0000 0070 0028 0649
SPSRSKBA

(hereinafter referred to as the “Institution™)
and

Principal Fnvestigator:
Doc. MUDr. Peter Min4rik, PhD.

Address: Liptovskd 9, 949 01 Nitra
Date of Birth:  07.02.1976
IBAN: SK72 (900 0000 0002 3118 7052

(hereinafter as the “Investigator” or the “Principal
Investigator™)

(Institution and Investigator also together as the other
Party)

Pojmy pouZité vtomio Dodatku zadinajiice velkym
zagiatotnym pismenom majd rovnaky vyznim aky im
je prisudzovany v Zmiuve o klinickom skidani

Terms used in this Amendment which begin with first
capital letter have the same meaning as attributed to
them in the Clinical Trial Agreement concluded

Zmluva o klinickom skiSani — dodatok 2
Novartis / Fakultnd nemocnica Nitra - 4164
Protokol &.: CTQJ230A12301

1110



uzatvorenej medzi Zmluvnymi stranami  dia
31.08.2021 (dalej len ,Zmluva®), pokial' nie je
v tomto Dodatku urdené inak.

between the Contracting Parties on 31.08.2021
(hereinafier referred to as the “Agreement™), unless
stipulated otherwise in this Amendment,

Zmluvné strany uzatvorili tento Dodatok k Zmiuve,
ktorym sa rugia, menia alebo doplfiajii ustanovenia
Zmluvy nasledovne:

The Contracting Parties entered into this Amendment
to the Agreement, which repeals and amends the
provisions of the Agreement as follows:

Zmluvné strany sa dohodli na zmene CL 14 — Doba
platnosti Zmiuvy - Zmluvy v bode 14.1. tak, %e bod
14.1. bude zniet’ nasiedovne:

The Parties agreed to amend Art. 14 — Agreement
Validity Period — in para. 14.1. of the Agreement so
that para. 14.1. shall be as follows:

»14.1. Zmluva sa uzatvira na dobu trvania klinického
skuSania a jej platnost koné&i najneskédr diiom zéniku
povolenia na vykondvanie kiinického skisania
v Slovenske] republike. Predpokladany termin
skontenia klinického skiSania je 31.07.2026.
Novartis je oprdvneny jednostranne prediZit trvanie
klinického skiiSania a posunutie predpokladaného
datumu ukonfenia klinického skiisania v stlade s
povolenim mna vykondvanie klinického skfidania
v Slovenskej republike. Novartis je povinny dorugi¢
uvedené oznamenie o predieni tvania klinického
skiiSania v pisomnej forme Intitticii a Skidsajicemuy, a
to podia moznosti najneskér 30 duni pred psvodnym
plénovanym  terminom  skonéemia  klinického
skiifanja.”

“14.1. The Agreement is concluded for the period of
the clinical trial and its validity shall terminate at the
latest at the date of the expiry of the authorisation for
the conducting of the clinical trial in the Slovak
Republic. The clinical trial is expected to finish on
31.07.2026. Novartis is entitled to extend the period of
the clinical trial unilaterally, and to postpone the
expected date on which the clinical trial is finished in
accordance with permission to conduct the clinical
trial in the Slovak Republic. Novartis is obliged to
deliver the mentioned decision on the extension of the
clinical trial in written form to the Institution and the
Investigator, if possible, within 30 days before the
originally planned deadline of the clinical trial.”

Priloha & 1 Zmluvy, ktora upravuje popis klinického
skiSania vrdtane zékladného asového plénu, kiorej
povodné znenie bolo prilohou &1 Zmluvy, sa
nahridza novym znenim, ktoré je uvedené v Prilche
&.1 tohto dodatku.

Annex No. i of the Agreement, which governs the
description of the Clinical Trial, including the basic
schedule, the original wording of which formed
Annex No.] of the Agreement, shall be supplemented
by anew wording, as stated in Annex No. 1 of this
Amendment.

Priloha & 2 Zmluvy, ktord upravuje 3pecifikd
rozsahu aterminov thrady platieb za &innosti
Institlicie spojené s vykonanim klinického skisania,
ktorej pévodné znenie bolo prilohou & 2 Zmluvy, sa
nahrddza novym znenim, ktoré je uvedené v Prilohe &.
2 tohto Dodatku.

Annex No. 2 of the Agreement, which governs
particulars of the scope and dates of payments for
activities of the Institution associated with the conduct
of the Clinical Trial, the original wording of which
formed Annex No. 2 of the Agreement, shall be
supplemented by a new wording, as stated in Annex
No. 2 of this Amendment.

Ostamé ustanovenia Zmluvy tymto Dodatkom
vyslovene neupravené sa nemenia a zostivajl
v platnosti.

Other provisions of the Agreement, which are not
expressly regulated by this Amendment, shall not be
amended and remain valid.

Tento Dodatok nadobtida platmost a Géinnost diiom,
kedy bol podpisany vietkymi zmluvnymi stranami.

This Amendment becomes valid and effective on the
date of signing hereof by all Parties.

Tento  Dodatok je vyhotoveny v piatich
vyhotoveniach, dvakrdt pre Indtiticiu, jedenkrit pre
SkiiSajaceho a dvakrit pre Novartis.

This Amendment is executed in five copies, two for
the Institution, one for the Investigator and two for
Novartis.

Tento Dodatok je vyhotoveny v slovensko-anglicke;
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verziow Dodatku alebo jeho
priloh, m4 prednost’ slovenska verzia.

This Amendment is executed in Slovak-English
version. In case of any discrepancies between the
Slovak and the English language version of the
Amendment or its Annexes, the Slovak version shall
prevail.

Zmluvné strany prehlasujii, Ze si Dodatok pregitali,
jeho obsahu porozumeli, Ze ho uzavreli slobodne
a vazne, uréite a zrozumitefne, a na potvrdenie toho,
ze obsah tohto dodatku zodpovedi ich skutocnej
a slobodnej voli, ho vlastnoruéne podpisali.

The Contracting Parties represent that they read this
Amendment, understood its content and concludad it
on their own free will, in earnest, in all conscience
and unequivocally, and in witness of that the content
of this Amendment represents their good faith
intention and free will, they sign it by hand.
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Za Novartis/For Novartis: _.......... v DAUM/Date: //7;1/72(7
PharmDr. Andrea Urbanova, na Zhklade plnomocenstva/on a basis of a power of attormney .
7é“k Novartis Slovakia S.he
Zizkpva 228
81102 Bratisiava

Datum/Date: A #4023 T

Za Inititficiu/For the Institution:\...__.‘::.—t o DétumDate: L7 7% 267
Fakultna nernocnica Nitra
Mgr. Michal Fajin, MBA, LL.M, MPH, riaklitel/Director

G
Skiiajiici/ Investigator 2 Dammeate.{..///.z M})

Doc. MUDr. Peter Minarik, PhD.

3M0
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Priloha &1

Annex No. 1

Nazov skiifaného produktu/lieku:
Apo(a} Antisense Oligonucleotide

Name of the investigational product/medicine:
Apo(a) Antisense Oligonucleotide

Referencné &islo;

Reference number;

TQI230 TQI230
Kdéd kiinického skiigania: Clinical trial code:
CTQI230A12301 CTQI230A12301

Nazov/Popis klinického skiisania:

Randomizované, dvojito zaslepené multicentrické klinické
skuidanie kontrolované placebom na zhodnotenie tidinku
zniZenia lipoproteinu (2) pomocou TQJ230 na zavaimé
kardiovaskuldme prihody v pacientov s preukédzanou
kardiovaskuldrnou chorobou.

Title/Description of the clinical trial:

A randomized double-blind, placebo-controlled, multicenter
trial assessing the impact of lipoprotein (a) lowering with
TQJ230 on major cardiovascular events in patients with
established cardiovascular disease.

Détum findlnej verzie Protokolu:

Date of final version of the Protocol:

20.04.2020 20.04.2020

Skiisajici: The Investigator:

Doc. MUDr. Peter Minarik, PhiD. Doc. MUDr, Peter Mindrik, PhD.
Centrum: Centre:

Fakulna nemocnica Nitra Fakultnd nemocnica Nitra

Inteind klinika, Internd ambulancia Interna klinika, Internd ambulancia
Spitalska 6 Spitalska 6

049 Q1 Nitra 949 01 Nitra

Mobil: +421 907 705 249 Mobile: +421 907 705 249
Riaditel Institiicie: Director of the Institution:

Mer. Michal Fajin, MBA, LL.M, MPH
Telefon: +421 37 6545 289

Mgr. Michal Fajin, MBA, LL.M, MPH
Phone: +421 37 6545 289

Cislo centra:

Cenire number:

4164 4164

Plénovany potet zaradenych pacientov: Planned number of enrolled patients:
7 7

Adresa: Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6111

Fax: 02/5356 5886

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6111

Fax: 02/5536 5886

Casovy rozvrh klinického skiigania:
02.09.2021 - 31.07.2026

Clinical study schedule:
02.05.2021 - 31.07.2026

Zagiatok zarad'ovania pacientov:

Commencement of patient enrolment:

02.09.2021 02.09.2021

Ukonéenie zarad'ovania pacientov/randomizicie: End of patient enrolment/randomization:
30.11.2021 30.11.2021

Ukonéenie klinického skii§ania najneskér: End of the clinical trial at the latest on:
31.07.2026 31.07.2026
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Datum/Date: // / 02 97)""7

Za Novartis/For Novartis: . e .
PharmDr. Andrea Urbanova na zak}!de plnornocenstva/on a basis of 2 power of attorney .
Novartis Slovakia g r.¢,
Zizkova 22B
811 02 Bratislava
Za Novartis/For Novartis: Déatum/Date: /"f”’“l "{‘)'2:5 o

Ing. Peter Takacs, na zal\ladé.ﬁl.homocenstya/on a basis of a power of attorney

-

Za Indtithcin/For the Institution:
Fakulina nemocnica Nitra
Mgr. Michal Fajin, MBA, LL.M, MPH, nadnemi{m%é\

Sktifajici/ Investigator
Doc. MUDr. Peter Mmarlk PhD

Diétum/Date: f*’/‘?/"b’
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Priloha &.2 Annex Ne. 2
Vsetky @hrady sa vykonajd nasledovne: All payments shall be made as follows:
Platby za ndvitevy zdokumentované v zdravotnej | Payments for visits documented in  the medical

dokumentdcii Utastnika (vietky vySetrenia vykonané v
sulade s Protokolom) sa budd uskutogfiovat polrodne,
pocnic prvym zaradenym Utastnikom, a to v zavislosti na
vykonani planovanych navstev a odovzdanych kompletnych
zaznamov z tychto ndvstev. Predmetnd odmena je uvadzana
bez DPH. Na predmetni odmenu sa uplami daii podia
prisiu$nych pravnych predpisov Slovenskej republiky.

documentation 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, Ze uhradi naklady aodmenu za
vykonanie klinického skit3ania spolu vo vyske 10 060 EUR
za jedného riadne ukonéeného Utastnika; odmena sa
vyplati spésobom ako je uvedené niZ$ie. Této suma zahfiia
vietky ndklady a Cinnosti Institicie a Skiajiicich spojené
s vykonanim klinického skifania. Odmena zahffia aj
odmenu pre  SkiSaficich, spoluskiajiicicha urgeny
pracovny tim za dkony nad rimec poskytovania zdravotnej
starostlivosti.

Novartis undertake that it will pay the costs and remuneration
for providing of the clinical trial total in amount of EUR
10 060 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-investigatorsand the designated working
team for activities beyond the scope of healthcare provision.

Plénovany potet Ugastnikov: 7
Uhrada pre InStiticiu: 70 420 exr - Celkovo

Uhrada pre Indtiticiu najviac: 10 060 eur

(slovom: desaftisiciestdesiat eur} za kazdého kompleme
a vyhodnotitelne spracovaného Utastnika v klinickom
skiiani

sa vyplati nasledovne:

400 eur — Po kaZdej naviteve & SCREEN,
TREATI2, TREAT24 a TREAT36

Platba a)

A planned number of the Participants: 7
Payment for the Institution: EUR 70 420 - In total

Payment for the Institution maximum of: EUR 10 060

(in words: ten thousand and sixty 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 400 — Following each of the visits No.
SCREEN, TREATI2, TREAT24
and TREAT36

Platbab) 550 eur - Po naviteve &. ENTRT Paymentb) EUR 550 — Following visit No. ENTRT
Platbac) 280 eur — Po ka¥dej naviteve &. TREATOL, | Paymentc) EUR 280 - Following each of the visit No.
TREAT0Z, TREAT04, TREATOS, TREATOS9, TREATO1, TREAT02, TREAT04, TREATOS,
TREATI5 a TREATZ21 TREATO09, TREATI15 and TREAT21
Platbad) 320 eur — Po ndviteve &. TREATO3 Payment d) EUR 320 - Following visit No. TREAT(3
Platbae} ~ 310 eur Po ka’dej naviteve & TREATO6, | Paymente) EUR 310 ~ Following each of the visits No.
TREATI8, TREAT30 a TREAT42 TREAT06, TREAT18, TREAT30 and
TREAT42
Platbha f) 30 eur ~ Po ka¥dej naviteve &. T1-M27, T2- | Paymentf) EUR 30 — Following each of the visits No. T1-
M33, T3-M39, T4-M45 a FUP16W M27, T2-M33, T3-M39, T4-M45 and FUP16W
Platbag) 390 eur — Po naviteve & TREAT48 Payment g) EUR 390 — Following visit No. TREAT48
Platha h) 30 eur — Po kaZdej nivsteve & T5-M51, T6- | Payment h) EUR 30 — Following each of the visits No.
M57, T7-M63, T8-M69 T5-MS51, T6-MS57, T7-M63, T8-M69
Platbai) 460 eur - Po kazdej naviteve &. TREAT54, | Payment i) EUR 460 — Following each of the visits No.
TREAT60, TREAT66 a TREAT72 TREATS4, TREAT60, TREATG6
a TREAT72
6/10
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Platba j) 490 eur — Po naviteve & EOT

Platba k) 280 eur - Po kaZdej naviteve & DAdmin01,
DAdmin02, DAdmin(3, DAdmin04,
DAdmin05, ktori Ufastailk absolvuje

(afalebo uZ absolvoval od 29.03.2023) za
i¢elom poZadovaného sledovania po podani
ski$aného produktuflicku na ziklade
vydaného listu ] urgentnych
bezpetnostnych opatreniach

Uhrada pre Institiciu za ndvitevu EOTDisc (Treatment
phase early discontinuation) za ['Iéastnikov, ktori
pred€asne ukontia i¢ast na skusan{ je 490 eur (slovom:
Styristodevatdesiat eur).

Paymentj) EUR 490 ~ Following visit No. EOT

Payment ) EUR 280 — Following each of the visits No.
DAdmin01, DAdmin(2, DAdmin03,
DAdmin04, DAdmin05 which will be
performed (and/or was already performed
since 29.03.2023) by Participant due to
required observation after the
investigational product/medicine
administration according to issued urgent
safety measures letter

Additional payment for the Institution for the EQTDisc
(Treatment phase early discontinuation) for participants
who are prematurely discontinuated from participating in the
clinical trial is EUR 480 (in words: four hundred and ninety
Euro).

Uhrada pre Inititiciu pavySe za Utastnikov, ktorf
podstiipia optimalizani fizu — CV risk treatment
optimization:

Uhrada pre Institiciu: 4 480 eur - Celkovo
Uhrada pre Institiciu najviac: 640 eur

(slovom: Seststostyridsat’ eur) za kaZdého vyhodnotitelne
spracované¢ho U€asinfka v klinickom skii§ani

sa vyplati nasledovne:

Platba a) 160 eur — Po ka¥dej naviteve &. TROP -90,
TROP -60, TROP -30 a TROP -1

Additional payment for the Institution for Participants
who will attend optimalization phase — CV risk treatment
optimization:

Payment for the Institution: 4 430 EUR - In total
Payment for the Institution maximum of: EUR 640

(in words: six hundred and fourty Euro) for each Participant
in the clinical trial processed in a manner allowing for
evaluation shall be paid as follows:

Paymenta) EUR 160 - Following each of the visits No,
TROP -90, TROP -60, TROP -30 and TROP -1

Novartis poskytne Institicii ndhradu ndkladov vo vyike 30
eur (slovom: tridsat’ Eur) / 1 ndviteva (od navitevy
TREATO1) za ugastmikov, ktori v rAmci klinického skigania
predCasne ukonéia uZivanie skuiSaného produktu/lieku
anebudii absolvovar vySetrenia podas osobnych navitev
centra (podla protokolu) a budu sledovani len telefonicky.

Novartis provides Institution with the additional payment of
EUR 30 (in word: thirtty Euro) / 1 visit (from visit
TREATO1) for participants who are prematurely
discontinued from study treatment and not performing on-site
visits assessments (according to protocol) during the clinical
trial and will be followed up via phone calls only.

Uhrada pre Indtiticiu navySe za 2 Utastnikov, Ktori
nesplnia kritéria pre randomiziciu — tzv. sereening
failures:

Uhrada pre InStiticiu: 800 eur - Celkovo
Uhrada pre Institiciu najviac: 400 eur

(slovom: Styristo eur) za kaZdého vyhodnotitePne
spracovaného Udastnika v klinickom sktgan{

sa vyplati nasledovne:

400 eur — Za ka?dého Ugastnika, ktory nespln{
kritérid pre pokradovanie v klinickom skiSani
pri naviteve & SCREEN

Platha a)

Additienal payment for the Institution for 2 Participants
who will not meet the randomization criteria — so-called
screening failures:

Payment for the Institution: EUR 800 - In total
Payment for the Institution maximum of: EUR 400

(in words: four hundred Euro) for each Participant in the
clinical trfal processed in a manner allowing for evaluation
shall be paid as follows:

Paymenta) EUR 400 - For each Participant not meeting
the criteria for continning the clinical trial
during visit No. SCREEN
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Platby podla tejto Prilohy zahriia vietky lekdrske vy3etrenia
jednotlivého Utastnika podFa Protokolu. Vietky pripadné
neplinované ndvitevy v ramei celého Klinického skiiiania
st uZ zahrnuté v platbdch v zmysle tejto Prilohy, a za takéto
tikony nebudt poskytnuté Ziadne d'al’§ie platby.

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

Pri odsihlasenom zaraden{ viac ako planovanych 7
randomizovanych Ucastnikov a 2 Ugastnikov, ktori
nesplnia kritéria pre zaradenie platia vysiie uvedené
podmienky pre kazdého d'alsieho Uastnika.

After approved inclusion of more than 7 planned randomized
Participants and 2 Participants who will not meet the entry
criteria the conditions above apply for each additional
Participant.

Odmena (podlPa vysSie uvedenych ustznoveni vritane
odmeny navyse) sa vyplica nasledovoe:

Platba InStiticii — Indtinicii sa vyplati 30% z odmeny (.
zkazdej jednotlivej Eiastky horeuvedenej odmeny) a tito
odmena bude vyplatend priamo na téet Indtitficie uvedeny
v zahlavi Zmluvy,

Platba pre SkuSajicich — Hlavnému SkiSajicemu,
spoluskiiSajiicim  ainym  zamesmancom  Institicie
Zi€astivjicim sa vykondvania klinického skusania, ktorf st
uvedeni v zéhlavi Zmluvy ako zmluvné strany sa vyplati 70
% z odmeny a to, nasledovne:

(1) 100% zuvedenej platby Studijného timu (tj. z kazdej
Jednotlivej Ciastky horeuvedenej platby Studijného timu) sa
vyplati Hlavnému SkuSajicemu atito &ast sa vyplati
priamo na Gcet Hlavného SkiSajiceho uvedeny v zdhlavi
Zmluvy;

Spésob vypldcania odmeny je moiné menif len po
pisomnej dehode zmluvnych strin

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 Investigators — Principal Investigator,
co-investigators and other personnel of the Institution
participating in the conducting of the ¢linical trial mentioned
in the heading of the Agreement as contracting parties - 70 %
from the remuneration (i.e. each part of the abovespecified
remuneration) shall be paid to the study team and that as
follows:

(i) 100% from the above payment to the study team (i.e. each
particular ftem of the above specified payment to the stady
teamn) shall be paid to the Principal Investigator and that
directly to the bank account of the Principal Investigator
specified in the heading of the Agreement;

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

V pripade, 7e Uastnfk bude umany nespdsobilym pre
Klinickd 3tidiu alebo pri jeho déasti bude poruseny
Protokol, Novartis nie je povinny zaplatit thradu za
takéhoto UGastnika resp. je opravmeny kratit dhradu za
takéhoto Uastnika az na 50 % z povodnej sumy podla tejio
prilohy.

V pripade, Z¢ Utastnik dobrovolne odstipi alebo je zo
klinického skiSania vyradeny (a) Novartisom alebo (b)
SkuSajicimi pre akikolvek prifinu intt ake nesplnenie
poZiadavick spdsobilosti pre klinické slaifanie alebo
poruSenie Protokolu, Novartis zaplati proporciondinu &ast
dhrady za Ugastnika aZ do diia vyradenia, splatnd po prijati
vietkych formuldrov snalezmi ainej poZadovanej
dokumenticie.

Ak po skonCeni klinického skusania Novartis poskytol
vramci tejto Zmluvy sumy prevySujice opravnené thrady
podla vysSie uvedenych podmienok, Institticia musi vratit’
Novartisu prevySujticu sumu nad opravnené Ghrady.

If the Participant is determined to be unfit for the clinical trial
or if the Protocol is breached during histher 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 clinicalrial (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.
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Novartis sa zavizuje uhradit’ Inititdcif Startovaci poplatok
predstavajuci néklady za pouZivanie pristrojového
vybavenia InSiinicie (napr. tlakomer, osobnd viha,
vyskomer) a za jeho udrZiavanie vriadnej previdzke aza
poskytnutie potrebnej dokumenticie Novartisu ohladom
pravidelnej kalibrécii/certifikacii a pravidelnych kontroldch
tohto pristrojového vybavenia. vo vyske 500,- EUR bez
DPH, t,j.600,- EUR s DPH (slovom:§est’sto eur) (dalej len
LStartovaci poplatok®). Indtithcif vznikd ndrok na
Startovaci poplatok diom uzatvorenia tejto Zmluvy a je
splatmy do 30 dni od dorufenia faktiry Indtiticiou
Novartisu,

Novartis undertakes to pay the Institution a start-up fee
representing the cost of using and maintaining the
Institution’s  devices (eg manometer, personal scale,
altimeter) and of providing Novartis with the necessary
documentation regarding regular calibration / certification
and regular inspections of such devices in the amount of
EUR 500 without VAT, i. EUR 600 with VAT (in words: six
hundred euros) (hereinafter referred to as the “Starting
Fee”). The Institution is entitled to the Starting Fee on the
day of concluding this Agreement and are payable within 30
days of delivery of the invoice by the Institution to Novartis.

V pripade ti€asti na Investigatorskom mitingu realizovanom
na zdklade pokynov a len so sithlasom Novartisu, Novartis
preplati naklady stvisiace sugastou SkuSajfcich (resp.
dohodnutého ¢lena skiSobného timu) vrozsahu podla
vopred dohodnutych podmienok (vritane emailovou
komunikdcion). Pravidld niektorych vydavkov sii urdené
nasledovne:
a) cesta hromadnym dopravnym prostriedkom
(autobusom, vlakom) — zmiesta bydliska do

miesta Investigitorského mitingu a spif -
preplacanie cestovného listka — zdokladovat
cestovny listok,

b) cesta vlastnym  dopravnym  prostriedkom

(osobnym autorn) —~ zmiesta bydliska do miesta
Investigdtorského mitingu a spat - preplacanie
spotrebovanych pohonnych hmét podl'a priemernej
spotreby vozidla podla technického preukazu
a ceny pohonnych hmét stanovenych Statistickymi
ukazovatelmi cien pohonnych hmét v Slovenskej
republike (aj pri ceste mimo 1izemie Slovenskej
republike) - zdokladovat technicky preukaz
osobného vozidla, podpisané prehlasenie o podte
kilometrov,
c) cesta taxikom — prepldcanie nikiadov ma taxik
v rémci mesta (mesto Investigatorského mitingu) —
zmiesta letiska, vlakovej alebo autobusovej
stanice pa hotel & miesto Investigitorského
mitingn a spéf - zdokladovat’ potvrdenie o tihrade.
Vydavky, kioré neboli vopred odsiihlasené, sa nepreplacaji,
hoci boli InStiticiou, Skidsajicimi (resp. dohodnutym
€lenom skiiSobného timu) aj preukazatelne uhradené.

Novartis vyplati $pecifikované dohodnuté a preukézatelne
vynalozené vydavky len viedy, ak tieto budi riadne
zdokladované, pritom Institiicia resp. Sktsajiici predloZia
Novartisu vytiétovanie nakladov s potrebnymi dokladmi
vnajneskér do 14 dni od ukonfenia Investigitorského
mitingu. 'V dohodnutych pripadoch mé%e Novartis
poskytnit’ preddavok na tieto vydavky.

V pripade, Ze sa preukdZe, e 3pecifikované dohodnuté a
preukdzatelne vynaloZené vydavky nie sG spravme
podloZené prisluinymi dokladmi, resp. neboli vynaloZené
alebo si vrozpore sinternymi predpismi Novartisu,
Novartis si  vyhradenje  privo  odmietnuf  ich

In case of attendance at the Investigator Meeting as
instrcted 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 trave] ticket — provide proof of the travel ticket,

b) travelling by own vehicle (personal car) — from the
place of residence to the venne of the Investigator
Meeting and back - reimbursement of fuel
consumption according to average consumption of
the vehicle based om the certificate of
roadworthiness and the price of fuel determined by
statistical indicators of fuel prices i 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 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
incwred 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
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prefinancovanie a v pripade, ak uz Novartis poskytol platbu | payment for their refunding, the Institution shall be obliged
na prefinancovanie, Indtitlicia je povinnd vratit Novartisu | to return the amount which it received and which was not
poskytnuti &astku, ktord nebola vynalozena v silade | incurred in accordance with this agreement or supported by
stouto dohodou alebo podloZend preukdzatelnymi & provable or valid documents, to Novartis.

platnymi dokladmi.

Za Novartis/For Novartis: . ... ... . Détum/Date: // 7 //”a ;7"’2 J

PharmDr. Andrea Urbanova, na :7ﬁ1ade plnomocenstva/on a basis of a power of attorney N -------------- L
ovartis Slovakia
) 8.0,

Zizkova 225
81102 Bratislaya

Za Indtimiciu/For the Institution: Datum/Date: ( //x’f[’l}
Fakultma nemocnica Nitra
Mgr. Michal Fajin, MBA, LL.M, MPH, rb##=I/Dietor

77 2/
SkiiSajiici/ Investigator ; g o Détumeate,% // 7 WZ\D

Doc. MUDr. Peter Minarik, PhD.
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