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ZMLUVA O KLINICKOM SKQSANi LIEKU PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CABL001J12302 (d'alej len ,,Protokol«)

AGREEMENT ON THE CONDUCT OF A CLINICAL
TRIAL ACCORDING TO
THE CLINICAL TRIAL PROTOCOL CABL001J12302
(hereinafter referred to as the “Protocol”)

uzatvorena podla § 269 ods. 2 a nasl. zékona ¢. 513/1991 Zb.
Obchodny zakonnik v platnom zneni (d’alej len ,,Obchodny
zakonnik”) (d’alej len ,,Zmluva‘®) medzi:

concluded pursuant to Section 269 (2) of Act no, 513/1991 of
Coll., the Commercial Code, as amended (hereinafter referred
to as the “Commercial Code”) (hereinafter referred to as the
“Agreement”) between;

Novartis Slovakia s.r.o.

so sidlom: Zizkova 22B, 811 02 Bratislava

1CO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: Vv Obchodnom registri Okresného studu

Bratislava I, oddiel: Sro, vlozka ¢.: 44016/B

v mene ktorého kona/zastipeny:
Mgr. Hana Mrazova, na zaklade plnomocenstva
PharmDr. Katarina Nosjean, na zéklade plnomocenstva

Tatra banka, a.s.
TATRSKBX
SK8611000000002926123169

bankové spojenie:
SWIFT:
IBAN:

(dalej len ,,Novartis®)
a

Univerzitna nemocnica L. Pasteura KoSice

sidlo: Rastislavova 43, 041 90 Kosice, Slovenska
republika
Statna prispevkova organizacia zriadend Zriad’ovacou

listinou MZ SR ¢. 1842/1990-A/I1-2 zo dna 18.12.1990

ICO: 00 606 707

DIC: 2021141969

IC DPH: SK 2021141969

Statutarny organ: MUDr. Luboslav Bena, PhD.,

MPH, riaditel’
Statna pokladnica, Radlinského
32, 810 05 Bratislava, SR

Bankové spojenie:

SWIFT: SPSRSKBA
IBAN: SKO06 8180 0000 0070 0028 0550
Specificky symbol: ¢islo protokolu

variabilny symbol: Cislo faktury
(d’alej len ,,InStitucia“)

(Novartis a Institacia d’alej spolo¢ne aj ako ,,Zmluvné
strany“ a samostatne ,,Zmluvna strana®)

Novartis Slovakia s.r.o.

Registered office: Zizkova 22B, 811 02 Bratislava

Company ID: 36 723 304
Tax No.: 2022302425
VAT No.: SK 2022302425

Registration: Commercial Register of District
Court Bratislava I, Section: Sro,

Insertion No. 44016/B

Represented by:
Mgr. Hana Mrazova, based on the power of attorney
PharmDr. Katarina Nosjean, based on the power of attorney

Bank Details: Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169

(hereinafter referred to as the “Novartis”)
and
Univerzitna nemocnica L. Pasteura KoSice

Registered office: Rastislavova 43, 041 90 Kosice,
Slovak republic
State contributory organization established by Founding

Charter of MZ SR ¢. 1842/1990-A/I-2 dated 18.12.1990

Company ID: 00 606 707

Tax ID: 2021141969

VAT ID: SK 2021141969

Statutory representative: MUDr. Cuboslav Benia, PhD.,
director

Bank details: Statna pokladnica, Radlinského
32, 810 05 Bratislava, Slovak
Republic

SWIFT: SPSRSKBA

IBAN: SKO06 8180 0000 0070 0028 0550

specific symbol: protocol No.

variable symbol: invoice No.

(hereinafter referred to as the “InStiticia”)

(Novartis and Institution hereinafter jointly referred to as the
“Parties” and separately as the “Party”)

CL 1. Preambula Article 1. Preamble
1.1. Zmluvné strany uzatvaraju zmluvny vztah na | 1.1. The Parties are entering into a contractual
zaklade tejto Zmluvy vychadzajuc z existencie relationship based on this Agreement, following the
niz§ie uvedenych skutocnosti: existence of the below-mentioned matters:
1.2. Dna 16.10.2021 nadobudla ucinnost Ramcova | 1.2. On October 16, 2021, the Framework Agreement on

zmluva o vykondavani klinickych skusani (d’alej len

the conducting of clinical studies entered into force

Jednotliva zmluva o klinickom sku$ani — verzia 06.09.2021
Novartis / Univerzitna nemocnica L. Pasteura KoSice - 2126
Protokol ¢: CABL001J12302

2/14




~Ramcova zmluva®), ktorej predmetom je
vzajomna dohoda Zmluvnych stran na zakladnych
podmienkach suvisiacich s vykonavanim
jednotlivych klinickych skusani podl'a jednotlivych
zmluv uzatvaranych podl'a Ramcovej zmluvy. Pre
vylucenie akychkol'vek pochybnosti, tito Zmluva je
Jednotlivou zmluvou, tak ako je Jednotlivd zmluva
definovana v Ramcovej zmluve.

(hereinafter referred to as the “Framework
Agreement”) which subject-matter is mutual
agreement of the Parties on fundamental terms
related to the conduct of the clinical studies, under
individual agreements concluded on the basis of the
Framework Agreement. For the sake of clarity, this
Agreement represents/equals to the Individual
Agreement as defined in the Framework Agreement.

1.3.

Vsetky pojmy definované v Ramcovej zmluve maju
rovnaky vyznam aj v tejto Zmluve, ak tato Zmluva
neurcuje inak.

1.3.

All terms defined in the Framework Agreement shall
also have the same meaning in this Agreement,
unless this Agreement specifies otherwise.

1.4.

Tato Zmluva je uzatvorena na zéklade ustanoveni
Réamcovej zmluvy v zneni jej pripadnych dodatkov.
Predmetom tejto Zmluvy je zavdzok Institucie
umoznit na svojich pracoviskach vykonanie
Klinického sku$ania podl'a Protokolu, prislusného
povolenia Riadiaceho organu vydaného
k vykonavaniu  tohto  Klinického  skuSania
a kladného stanoviska Etickej komisie, a to podla
podmienok uvedenych v Ramcovej zmluve a v tejto
Zmluve. Povolenie Riadiaceho organu a kladné
stanovisko  Etickej komisie st  sucastou
dokumentacie k Protokolu asu prilohou tejto
Zmluvy.

1.4.

This Agreement is concluded under the provisions
of the Framework Agreement, as amended. The
subject-matter of this Agreement represents the
undertaking of the Institution to enable conduct of
the Clinical study at its sites under the Protocol, the
pertinent authorization of the Governing Body
issued for the conducting of this Clinical study and
the positive statement of the Ethics Committee under
the provisions of the Framework Agreement and this
Agreement. The authorization of the Governing
Body and the positive statement of the Ethics
Committee are part of the documentation of the
Protocol and are attached hereto as an annex.

1.5.

Ustanovenia Ramcovej zmluvy sa pouziju na
ustanovenia tejto Zmluvy, ak tdto Zmluva neurcuje
inak. Pre vylucenie akychkol'vek pochybnosti, sa
Zmluvné strany dohodli, ze na tito Zmluvu sa
pouziji  ustanovenia Ramcove] zmluvy aj
Sustanoveniami  jej  pripadnych  neskorSich
dodatkov, a to od momentu kedy prislusny dodatok
k Ramcovej zmluve nadobudne G¢innost’, pokial’ sa
Zmluvné strany nedohodnu inak. V pripade rozporu
medzi ustanoveniami Rémcovej zmluvy a tejto
Zmluvy maji prednost’ ustanovenia tejto Zmluvy.

1.5.

The provisions of the Framework Agreement apply
to the provisions of this Agreement unless this
Agreement specifies otherwise. For the sake of
clarity, the Parties agree that the provisions of the
Framework agreement together with the provisions
of its potential amendments shall apply to this
Agreement, beginning from the moment the
particular amendment becomes effective, unless
agreed otherwise by the Parties. In case of any
discrepancies between the provisions of the
Framework Agreement and the provisions of this
Agreement, the provisions of this Agreement shall
prevail.

1.6.

Predmetom tejto Zmluvy je zavdzok Institicie
vykonat’ Klinické skusanie s nazvom:
Multicentrické otvorené randomizované klinické
skusanie fazy IIIb hodnotiace znasanlivost’ a
udinnost’  peroralneho  asciminibu  oproti
nilotinibu u pacientov s novodiagnostikovanou

chronickou myelocytovou leukémiou s
pozitivnym chromozémom Philadelphia v
chronickej faze, podla protokolu
CABLO001J12302. Institaicia vykona klinické

skusanie podla tejto Zmluvy na svojom pracoVisku
— Univerzitna nemocnica L. Pasteura KosSice,
Klinika hematolégie a  onkohematolégie,
pracovisko Trieda SNP 1, 041 66 KoSice,
Slovenska republika, pod vedenim Zodpovedného
sktiSajuiceho MUDr. Toma§ Guman, PhD., ktory
je zamestnancom Institacie (d’alej len ,,Zodpovedny
skuasajuci®). Zodpovedny skusajuci vykona klinické
skusanie v spolupraci so spoluskisajicimi (dalej
len ,,Spoluskusajuci®). (V texte d’alej ,,Zodpovedny
skusajuci“ a ,,Spoluskusajuci“ spolu aj ako

1.6.

The subject-matter of this Agreement is the
undertaking by the Institution to perform a Clinical
study called: A phase Illb, multi-center, open-
label, randomized study of tolerability and
efficacy of oral asciminib versus nilotinib in
patients with newly diagnosed Philadelphia
Chromosome Positive Chronic Myelogenous
Leukemia in Chronic Phase under protocol
CABL001J12302. The Institution will perform
clinical study under this Agreement at their
workplace - University Hospital of L. Pasteur
Kosice, Clinic of Hematology a Oncohematology,
Centre: Trieda SNP 1, 041 66 Kosice, Slovakia,
under the leadership of the Responsible Investigator
MUDr. Tomas Guman, PhD., who is an employee
of the Institution (hereinafter referred to as the
“Responsible Investigator™). Responsible
Investigator will perform clinical study with Co-
Investigators (hereinafter referred to as the “Co-
investigators”). In the text below “Responsible
Investigator” and “Co-investigators” jointly referred

»Skusajuci alebo osobitne ,,Skusajuci®). to as the “Investigator/s” or separately
“Investigator”).
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CL. 2 Osobitné ustanovenia

Article 2. Specific provisions

2.1. Klinické skusanie bude vykonané v stlade s terminmi
a podmienkami Protokolu podla Prilohy ¢. 1 tejto
Zmluvy. Institacia zabezpe¢i, umozni, aby SkuSajuci
dodrzali v8etky zavizky a povinnosti tak, ako je uvedené
Vv Prilohe ¢. 1 Zmluvy a vyvinie primerané Usilie na
dodrzanie ¢asového planu uvedeného v Prilohe ¢. 1.
Kazdé omeSkanie bez odkladu ohlasi Novartisu a
vSemozne sa bude usilovat’ Casovu stratu vyrovnat’.

2.1 The Clinical study shall be conducted in accordance with
the terms and conditions of the Protocol pursuant to
Annex No. 1 hereto. The Institution shall ensure and
enable that the Investigators perform all of their
undertakings and obligations in the manner set out in
Annex No. 1 hereto and exert appropriate efforts in order
to observe the schedule listed in Annex No. 1 hereto.
Every delay will immediately announce to Novartis and
any loss of time will try to settle up.

2.2. Institdcia a SkuSajici sa zoznamili so spravnym | 2.2 The Institution and Investigators have made themselves
pouzivanim a vlastnostami hodnoteného produktu alebo familiar with correct use and properties of the product or
licku, ako aj so vSetkymi informaciami obsiahnutymi v medicine under evaluation, as well as with all
prislusnych dokumentoch a Protokole, a budu information contained in relevant documents and the
postupovat’ vzdy v sulade s nimi. Protocol and shall at all times proceed strictly in

accordance with them.

2.3. Klinické skuSanie sa vykonava len na pracovisku (v | 2.3 The Clinical study is only conducted at the site (centre) or
centre) alebo na pracoviskach (v centrach), ktoré st sites (centres) listed in Annex No. 1 hereto.
uvedené v Prilohe €. 1.

2.4. Do Klinického skuSania budi zaradené Subjekty | 2.4. Study Subjects will be enrolled in the Clinical study in
hodnotenia v poctoch uréenych Vv Prilohe ¢. 1 tejto the numbers set out in Annex No. 1 hereto. Any change
Zmluvy. Akakol'vek zmena v poéte Subjektov musi byt in the number of Study Subjects requires prior written
vopred pisomne schvalena Novartisom. approval by Novartis.

2.5. Institicia  a Zodpovedny  skasajiici  vyhlasuja, | 2.5 The Institution and the Responsible Investigator represent
a Novartisu sa zavdzuju, ze sa oboznamili s inStrukciou and commit themselves to Novartis that they are
Novartisu nazvanou ,Priru¢ka pre skaSajaceho” acquainted with an instruction issued by Novartis named
(Investigator’s Brochure) obsahujucou vsetky v sucasne;j as “Investigator’s Brochure”, which contains all
dobe zname informacie o produkte / lieku pouzitom currently known information on the product / medicine
v Klinickom skaSani a jeho vlastnostiach. Priru¢ku used in the Clinical study and on its properties. Prior to
Novartis odovzdal Zodpovednému skuaSajucemu pred the signing of this Agreement Novartis provided the
podpisom tejto Zmluvy abude ju aktualizovat Responsible Investigator with the Brochure and shall
v periodicite vyzadujucej stavom Klinického skusania periodically update the Brochure as required by the status
alebo stanovej pravnymi predpismi. Prirucka bude of the Clinical study or set out in the legal regulations.
pripojena k dokumentacii Klinického skti$ania. The Brochure will be appended to the Clinical study

documents.

2.6. Institicia a Zodpovedny sktsajuci potvrdzuju, Ze imboli | 2.6 The Institution and the Responsible Investigator
v suvislosti s tymto Klinickym skt$anim poskytnuté acknowledge that they have received the documents
dokumenty definované v Ramcovej zmluve ako related to this Clinical study defined in the Framework
Stvisiaca dokumentacia s dostatoénym predstihom Agreement as the Related Documentation well in
umoznujucim dokladné zoznamenie sa s tymito advance and thus were allowed to become fully familiar
dokumentmi. with such documents.

2.7. Naklady suavisiace s ucastou Skusajucich (resp. | 2.7 Costs associated with the participation of the Investigators
dohodnutého Clena sktsobného timu) na (or approved member of the Investigator’s team) in the
Investigatorskom mitingu nahradi Novartis v rozsahu Investigator Meeting shall be reimbursed by Novartis in
a za podmienok stanovenych v Prilohe ¢. 2 tejto Zmluvy. the scope and under conditions stipulated in Annex No.

2 hereto.

2.8. Za riadne vykonanie sluzieb a odovzdanie vSetkych | 2.8 Novartis shall pay compensation for due performance of
podkladov, ktoré Institdcia v prospech Novartisu services and handover of all details provided by the
poskytne podla tejto Zmluvy aRamcovej zmluvy, Institution for the benefit of Novartis pursuant to this
zaplati Novartis thrady za podmienok a spdsobom podla Agreement and Framework Agreement, under the
Prilohy €. 2 tejto Zmluvy. conditions and in the manner according to Annex No. 2

hereto.

2.9. Sposob arozsah vyplacania prispevku na nahradu | 2.9 The manner and scope of the contribution for cover of the
cestovnych nakladov a pripadnej nahrady straty casu travel costs and, where appropriate, the time spent in the
Subjektov hodnotenia v zmysle Ramcovej zmluvy je Institution of Study Subjects pursuant to the Framework
uvedeny v Prilohe €. 2 tejto Zmluvy. Agreement is described in Annex No. 2 hereto.

2.10. Poistny certifikat ku Klinickému skuSaniu tvori | 2.10 The insurance certificate to the Clinical study is attached
prilohu tejto Zmluvy. as annex hereto.

2.11.  Institacia a Skusajuci beru na vedomie a stihlasia, ze | 2.11 The Institution and Investigators acknowledge and agree

bez ohl'adu na ostatné ustanovenia Rdmcovej zmluvy a

that notwithstanding to other provision of the Framework
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tejto Zmluvy je Novartis opravneny spristupnit’ tretim
osobam informacie tykajice sa predmetu tejto Zmluvy,
najmé tykajuce sa Institucie (obchodné meno, sidlo)
a Skusajucich  (meno,  priezvisko,  zdravotnicke
povolanie, nazov a adresa zdravotnickeho zariadenia, v
ktorom zdravotnicky pracovnik vykondva svoje
povolanie) aspolone tykajuce sa vysky aucelu
penazného plnenia poskytnutého Institacii, vysky a tcelu
nepenazného plnenia poskytnutého Institacii, v rozsahu
podl'a Zékona o liekoch, najmai v stvislosti s vykonanim
oznamovacich povinnosti vo¢i Narodnému centru
zdravotnickych informacii.

Na pripadné spracuvanie osobnych tidajov Sktisajtcich
podra tohto bodu sa aplikuje ¢1. 12 Ramcovej Zmluvy.

Agreement and this Agreement is Novartis authorized to
release to third parties any information relating to the
subject matter of this Agreement, in particular
concerning the Institution (business name, seat) and the
Investigators (name, medical profession, the name and
address of the healthcare facility where medical staff is
carrying out its profession), and together concerning the
amount and purpose of the monetary transactions
provided to the Institution, the amount and the purpose
of non-monetary benefit provided to the Institution in the
range according to the Medicinal Products Act,
especially in connection with the realization of the
reporting obligations to the National Health Information
Centre.

Art. 12 of the Framework Agreement shall apply
accordingly for the potential processing of Investigators'
personal data under this paragraph.

2.12.  Predpokladany termin skoncenia  klinického

skusania je 04.09.2027.

2.12 The Clinical study is expected to finish on 04.09.2027.

3. Zavere¢né ustanovenia

3. Final Provisions

3.1. Prava a povinnosti Zmluvnych strdn, ktoré nie su
upravené touto Zmluvou, ako aj pravny vztah zalozeny
touto Zmluvou sa riadi Ramcovou zmluvou a platnym
pravom Slovenskej republiky. Zmluvné strany sa
v sulade s ustanovenim § 262 ods. 1 a 2 Obchodného
zakonnika vyslovne dohodli, Ze ich zavdzkovy vztah
upraveny touto Zmluvou sa bude riadit Obchodnym
zakonnikom.

3.1 Rights and obligations of the Parties that are not regulated
by this Agreement as well as the legal relation established
by this Agreement shall be governed by the Framework
Agreement and the laws of the Slovak Republic. The
Parties, in accordance with the provision of Section 262
para. 1 and 2 of the Commercial Code, expressly agreed
that their contractual relationship regulated by this
Agreement should be governed by the Commercial Code.

3.2. Skusajuci prehlasuju, ze vietky osobné tdaje v rozsahu | 3.2 The Investigators declare that all personal data, as listed
osobnych tdajov uvedenych v tejto Zmluve poskytli in this Agreement were provided voluntarily for the
dobrovol'ne ana ucely plnenia tejto Zmluvy v sulade purposes of the fulfilment of this Agreement in
s Nariadenim a Zakonom o ochrane osobnych tdajov. accordance with the Regulation and Data Protection Act.
Skusajuci zarovenn prehlasuju, ze sa oboznamili so The Investigators also declare that they are acknowledged
svojimi pravami ako dotknutej osoby v zmysle with their rights of a data subject in accordance with the
Nariadenia. Toto oboznamenie tvori prilohu ¢&. 1 Regulation. This information is attached as Annex No. 1
HInformacia pre dotknutd osobu“, ktord je sucastou “Information for the data subject” to the Framework
Réamcovej zmluvy. Agreement.

3.3. Tato Zmluva nadobuda platnost diiom jej podpisania | 3.3 This Agreement shall enter into force upon signing by
Zmluvnymi stranami a u¢innost’ dilom nasledujucim po both Parties and shall come into force on the day
dni jej zverejnenia v Centralnom registri zmluv. following the day after its publication in the Central

Reqgister of Contracts.

3.4. Institicia bezodkladne zasle Zmluvu na zverejnenie; | 3.4 The Institution shall immediately send the Agreement for
pokial’ neddjde k zverejneniu do 7 dni odo dna jej its publication/disclosure; in case that the Agreement will
uzavretia, méze Novartis podat’ navrh na jej zverejnenie. be not publicise within 7 days following its conclusion,
InstitGcia sa zavdzuje vydat Novartisu pisomné Novartis may submit a proposal to the
potvrdenie o0 zverejneni Zmluvy bez zbyto¢ného odkladu publication/disclosure. The Institution commits itself to
po jej zverejneni. Institdcia je povinnd zabezpedit Novartis to issue a written confirmation of the publication
nespristupnenie tych ustanoveni tejto Zmluvy, ktoré of the Agreement without undue delay after its
obsahujt informaciu, ktora sa podla platnych pravnych publication. The Institution is obliged to ensure to non-
predpisov nespristupiiuje. disclose provisions of this Agreement, which contain

information that should be not publicised according to
law.

3.5. Tato Zmluva je vyhotovena v Styroch vyhotoveniach, | 3.5 This Agreement is executed in four copies, two for the
dvakrat pre Institaciu a dvakrat pre Novartis. Institution and two for Novartis.

3.6. Tato Zmluva je vyhotovena v slovensko-anglickej verzii. | 3.6 This Agreement is executed in Slovak-English version. In

V pripade rozporu medzi slovenskou a anglickou
jazykovou verziou Zmluvy, jej priloh alebo pripadnych
dodatkov, ma prednost’ slovenska verzia.

case of any discrepancies between these two versions of
the Agreement, its Annexes or possible amendments, the
Slovak version shall prevail.

3.7. Prilohami tejto Zmluvy su:

3.7 Annexes of this Agreement are following:
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- Priloha ¢.
- Priloha ¢.
- Priloha ¢.
- Priloha ¢.
- Priloha ¢.
- Priloha ¢.
- Priloha ¢.

~NOoO Ol Wk —

. Popis Klinického sktsania

: Platbhy

. Poistny certifikat

. Povolenie Riadiaceho organu

. Kladné stanovisko Etickej komisie
. Protokol

. Formular informovaného suhlasu

- Annex No. 1: Description of the Clinical study

- Annex No. 2: Payments

- Annex No. 3: The insurance certificate

- Annex No. 4: Authorization of the Governing
Body

- Annex No. 5: Positive statement of the Ethics
Committee

- Annex No. 6: Protocol

- Annex No. 7: Informed consent form

3.8. Zmluvné strany prehlasuji, ze si Zmluvu precitali, jej
obsahu porozumeli, Ze ju uzavreli slobodne a vézne,
urite a zrozumitelne, a na potvrdenie toho, ze obsah
tejto Zmluvy zodpoveda ich skutocnej a slobodnej voli,
ju vlastnorucne podpisali.

3.8 The Parties declare that they have read this Agreement,
understood its content and that they have entered into the
Agreement freely and seriously, definitely and clearly,
and in witness of the fact that the content of this
Framework Agreement corresponds with their true and
free will, they attach their authentic signatures.

Za Novartis/For Novartis:
Novartis Slovakia s.r.o.

Datum/Date:

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

Za Novartis/For Novartis:
Novartis Slovakia s.r.o.

Datum/Date:

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

Za Institaciu/for the institution:
Univerzitnd nemocnica L. Pasteura KoSice
MUDr. Luboslav Bena, PhD., MPH., riaditel’/director

Datum/Date:
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Ako Zodpovedny skusajuci, resp. ako Spolusktsajuci svojim
podpisom prehlasujem, Ze som si preital/a thto
Zmluvu, rozumiem svojim povinnostiam z tejto Zmluvy,
Protokolu aich priloh vyplyvajicim, ktoré sa zavdzujem
plnit’, a pristupujem k ustanoveniam tejto Zmluvy, ktorymi
budem viazany(a).

Ako Zodpovedny sktisajuci stihlasim s tym, ze zabezpecim,
aby personal sktSania a vSetci spoluskusajuci boli
informovani o ich povinnostiach podla tejto Zmluvy
a Ramcovej zmluvy a tieto dosledne plnili.

Prehlasujem, Ze budem bezodkladne iniciovat u svojho
zamestnavatel'a - InStitucie, na pracovisku ktorého sa toto
Klinické skusanie vykonava, zastavenie skuSania a ukoncenie
platnosti Zmluvy, ak by mohlo v pripade jeho pokradovania
dojst’ k ohrozeniu Subjektu hodnotenia alebo inej Skode.

Potvrdzujem, ze som bol riadne oboznameny s internymi
predpismi Institacie (svojho zamestnavatela), ktoré sa tykaji
vykonavania Klinického skusSania na pracoviskach Institicie
a s tym suvisiacich ¢innosti, ktoré sa zavazujem dodrziavat'.

Rovnako prehlasujem, ze som bol oboznameny so znenim
Réamcovej zmluvy v aktualnom zneni, tito Ramcova zmluvu
som si precital, rozumiem svojim povinnostiam z Rdmcove;j

zmluvy, ktoré sa zavizujem plnit, a pristupujem
k ustanoveniam Ramcovej zmluvy, ktorymi budem
viazany(a). Rovnako prehlasujem, 7¢  nemam
zrusenu/pozastavenu  licenciu/povolenie na  vykonanie

zdravotnickeho povolania, resp. Ze mi tato/toto nezaniklo.

Zaroven prehlasujem, Ze vSetky osobné udaje v rozsahu
osobnych udajov v zmysle tejto Zmluvy som poskytol/la
dobrovolne ana tcely plnenia tejto Zmluvy v stlade
S Nariadenim a Zakonom o ochrane osobnych tdajov.
Zaroven prehlasujem, Ze som sa oboznamil/a so svojimi
pravami ako dotknutej osoby v zmysle Nariadenia. Toto
oboznamenie tvori prilohu Ramcovej zmluvy.

By my signature as the Investigator or Co-investigator, |
declare that | have read this Agreement, understand my
obligations arising from this Agreement, the Protocol and
their annexes, which | undertake to meet, and | accept the
provision of this Agreement by which | shall be bound.

As the Responsible Investigator | agree that | will ensure the
staff of the clinical study and all co-investigators would be
aware of their obligations under this Agreement and the
Framework Agreement and that they will perform these
obligations consistently.

I hereby declare that | will immediately initiate to my
employer - Institution, on the workplace where is the Clinical
study performed, stop of the study and expiration of the
Agreement that should in case of its continuing came to risks
of the Study Subject of the clinical study or other damage.

I confirm that | have been duly informed of the internal
regulations of the Institution (my employer) regarding the
conduct of Clinical study in the workplaces of the Institution
and related activities, which | am obliged to observe.

I also declare that | have been acknowledged by the wording
of the Framework Agreement in its present wording, | have
read this Framework Agreement, understand my obligations
arising from this Framework Agreement, which | undertake
to meet, and | accept the provisions of this Framework
Agreement by which | shall be bound. | also certify that | do
not have a revoked or suspended medical license/certification
or that this license/certification does not cease to exist.

I also declare that all the personal data under this Agreement,
was provided voluntarily for the purposes of the fulfilment of
this Agreement in accordance with the Regulation and
Personal Data Protection Act. | also declare that 1 am
acknowledged by my rights of a data subject in accordance
with the Regulation. This information is incorporated in the
Annex to the Framework Agreement.

Zodpovedny skusajuci/Responsible Investigator
MUDr. Tomas Guman, PhD.

Datum/Date:
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Priloha ¢.1

Annex No. 1

Nazov sktsaného produktu/lieku:

Name of the investigational product/medication:

asciminib asciminib
Referencné &islo: Reference number:
ABLO001 ABL001

Kéd klinického skti$ania: Clinical study code:
CABL001J12302 CABL001J12302

Nézov/Popis klinického skusania:

Multicentrické otvorené randomizované klinické skusanie
fazy IlIb hodnotiace znasanlivost a Uc¢innost’ peroralneho
asciminibu oproti nilotinibu u pacientov s
novodiagnostikovanou chronickou myelocytovou leukémiou
s pozitivnym chromozémom Philadelphia v chronickej faze

Title/Description of the clinical study:

A phase Illb, multi-center, open-label, randomized study of
tolerability and efficacy of oral asciminib versus nilotinib in
patients with newly diagnosed Philadelphia Chromosome
Positive Chronic Myelogenous Leukemia in Chronic Phase

Datum finalnej verzie protokolu:
24.05.2022 (verzia 00)

Date of final version of the Protocol:
24.05.2022 (version 00)

Skusajuci: The Investigator:
MUDr. Tom4as Guman, PhD. MUDr. Tomas Guman, PhD.
InstitGcia: Institution:

Univerzitna nemocnica L.Pasteura KoSice,

Klinika hematolégie a onkohematologie,

pracovisko Trieda SNP 1, 041 66 Kosice, Slovenska
republika

Mobil: +421 905 449 218

University Hospital of L. Pasteur Kosice,
Clinic of Hematology and Oncohematology
Centre: Trieda SNP 1, 041 66 Kosice, Slovakia
Mobile: +421 905 449 218

Statutdrny zastupca:

MUDr. Cuboslav Bena, PhD., MPH. riaditel’
tel: +42155 615 3001

fax: + 421 55 615 3007

Statutory representative:

MUDr. Cuboslav Bena, PhD., director
tel: + 42155 615 3001

fax: + 421 55 615 3007

Cislo centra:

Centre number:

2126 2126
Planovany pocet zaradenych pacientov: Planned number of enrolled patients:
3 3

Monitor klinického skuSania:
Tatiana Kokin¢akova

Clinical trial monitor:
Tatiana Kokiné¢akova

Adresa:

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

Fax: 02/5556 5886

Address:

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

Fax: 02/5556 5886

Casovy rozvrh Klinického skiisania:
30.11.2022 — 04.09.2027

Clinical Trial schedule:
30.11.2022 — 04.09.2027

Za&iatok zaradovania U¢astnikov:
30.11.2022

Commencement of Participants enrolment:
30.11.2022

Ukonéenie zarad’ovania subjektov skusania /randomizacie:
14.04.2025

End of patient enrolment of trial subjects/randomization:
14.04.2025

Zaciatok kompetitivneho zarad’ovania subjektov skusania
30.11.2022

Commencement of competitive trial subjects’ enrolment:
30.11.2022

Ukonéenie Klinického skiania najneskor:
04.09.2027

End of the Clinical Trial at the latest on:
04.09.2027
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Priloha ¢.2

Annex No. 2

~

Pojmy pouzité v tejto prilohe ¢. 2 zacinajlice velkym
zaCiatoCnym pismenom maji rovnaky vyznam aky im je
prisudzovany v tele Zmluvy, pokial’ nie je v tejto prilohe €. 2
urcené inak.

Terms used in this appendix No. 2 which begin with first
capital letter have the same meaning as attributed to them in
the body of the Agreement, unless stipulated otherwise in this
appendix No. 2.

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za vykonané navstevy zdokumentované v
dokumentacii subjektu skusania, vedenej pre ucely tohto
Klinického skuSania (vSetky vySetrenia vykonané v sulade s
Protokolom) sa budu uskutoc¢iovat’ 1-krat StvrtroCne a to
podla bodu 8.3 Ramcovej zmluvy a ustanoveni tejto Prilohy
¢. 2 Zmluvy, po¢ntic prvym zaradenym subjektom skusania,
ato vzavislosti na vykonani pldnovanych navstev
a odovzdanych kompletnych zaznamov z tychto navstev.

Payments for performed visits documented in the
documentation of the trial subject, led for the purposes of this
Clinical Trial (all examinations performed in accordance with
the Protocol) shall be made on a quarterly basis (once in a
quarter-year) in accordance with the point 8.3 of Framework
agreement and provisions of this Annex No. 2, starting from
the first inclusion in a Clinical Trial, and depending on the
completion of scheduled visits and submitted complete
records of such visits.

Planovany pocet Subjektov hodnotenia: 3

Uhrada pre Institaciu: 44 784 eur — Celkovo
Uhrada pre Institiciu najviac: 14 928 eur

(slovom: strnast'tisicdevét'stodvadsatosem eur) za kazdého
kompletne  a vyhodnotitelne  spracovaného  Ugastnika
Vv klinickom skusani

sa vyplati nasledovne:

Platba a) 1560 eur — Po navsteve ¢. SCR

Platba b) 648 eur — Po navsteve ¢. BSL-D1

Platba c) 516 eur — Po navsteve ¢. W2

Platbad) 768 eur — Po navsteve ¢. W4

Platba e) 792 eur — Po navsteve ¢. W12

Platba f) 564 eur — Po navsteve ¢. W24

Platbag) 528 eur — Po kazdej navsteve ¢. W36, W60,
W72, W84, W108, W120, W132, W144, W156,
W168, W180, W192, W204, W216

Platba h) 552 eur — Po kazdej navsteve ¢. W48, W96

Platba i) 660 eur — Po navsteve ¢. EOT

Platba j) 204 eur — Po navsteve ¢. D30SFU

Platba k) 90 eur — Po kazdej navsteve ¢. SURVO1,
SURV02

Platba I) 264 eur — Po navsteve ¢. USV

Platbam) 276 eur — Po navsteve ¢. TMED

A planned number of the Study Subjects: 3

Payment for the Institution: EUR 44 784 - In total
Payment for the Institution maximum of: EUR 14 928

(in words: fourteen thousand nine hundred and twenty-eight
Euro) for each completely and in a manner allowing for
evaluation, processed Participant in the clinical trial

shall be paid as follows:

Paymenta) EUR 1560 — Following visit No. SCR

Payment b) EUR 648 — Following visit No. BSL-D1

Payment ¢) EUR 516 — Following visit No. W2

Payment d) EUR 768 — Following visit No. W4

Paymente) EUR 792 — Following visit No. W12

Payment f) EUR 564 — Following visit No. W24

Paymentg) EUR 528 — Following each of the visits No.
W36, W60, W72, W84, W108, W120, W132,
W144, W156, W168, W180, W192, W204,
W216

Payment h) EUR 552 — Following each of the visits No.
W48, W96

Paymenti) EUR 660 — Following visit No. EOT

Payment j) EUR 204 — Following visit No. D30SFU

Payment k) EUR 90 — Following each of the visits No.
SURV01, SURV02

Paymentl) EUR 264 — Following visit No. USV

Payment m) EUR 276 — Following visit No. TMED
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Uhrada pre Institiciu navy$e za 2 Subjekty hodnotenia,
ktoré nesplnia kritéria pre randomizaciu — tzv. screening
failures:

Uhrada pre Intitaciu: 3120 Eur — Celkovo

Uhrada pre Institiciu najviac: 1560 Eur

(slovom: jedentisicpat'stosestdesiat Eur) za kazdy
vyhodnotitel'ne spracovany Subjekt, ktory nesplni kritéria pre
pokracovanie v klinickom skuSani pri navSteve SCR
(screening failure).

Additional payment for the Institution for 2 Study
Subjects who will not meet the randomization criteria —
so-called screening failures:

Payment for the Institution: EUR 3120 - In total

Payment for the Institution maximum of : EUR 1560

(in words: one thousand five hundred sixty Euro) for each
Study Subject not meeting the criteria for continuing the
clinical trial on visit SCR (screening failure) processed in a
manner allowing for evaluation.

Pri odsuhlasenom zaradeni viac ako planovanych 3
randomizovanych Utastnikov a 2 Ug&astnikov, ktori
nesplnia Kritéria pre randomizaciu platia vyssie uvedené
podmienky pre kazdého d’alsieho Ucastnika.

After approved inclusion of more than 3 planned
randomized Participants and 2 Participants who will not
meet the randomization criteria the conditions the
conditions above apply for each additional Participant.

V pripade, Ze Subjekt hodnotenia bude uznany nesposobilym
pre Klinické skusanie alebo pri jeho ucasti bude poruseny
Protokol, Novartis nie je povinny zaplatit’ uhradu za takyto
Subjekt hodnotenia resp. je opravneny kratit’ thradu za takyto
Subjekt hodnotenia az na 50 % z pévodnej sumy podla tejto
prilohy.

V pripade, ze Subjekt hodnotenia dobrovolne odstlpi alebo
je z Klinického sktisania vyradeny (a) Novartisom alebo (b)
Skusajucim pre akukol'vek pri¢inu ini ako nesplnenie
poziadaviek spdsobilosti pre Klinické skusanie alebo
porusenie Protokolu, Novartis zaplati proporciondlnu ¢ast’
uhrady za Subjekt hodnotenia az do dna vyradenia splatnt po
prijati vSetkych formularov s nalezmi ainej poZadovanej
dokumentécie.

Ak po skonéeni Klinického skuSania Novartis poskytol v
ramci tejto Zmluvy, resp. Ramcovej zmluvy sumy
prevySujice opravnené uhrady podla vysSie uvedenych
podmienok, Institicia musi vratit Novartisu prevysujucu
sumu nad opravnené thrady na zdklade vyzvy Novartisu.

If the Study Subject 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 Study
Subject or shall be entitled to reduce the payment for such
Study Subject by up to 50% of the original amount pursuant
to this Annex.

If the Study Subject voluntarily withdraws from the Clinical
trial or is excluded from the Clinical trial (a) by Novartis or
(b) by the Investigator 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 Study Subject 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, event. Framework
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 on the basis of an appeal.

1. Lieky Asciminib 40 mg, Tasigna 150 mg, 200 mg budu
dodané na centrum (do lekarne UN LP Kosice)
zadavatel'om pre pouzitie v klinickom skusani.

1. IMP Asciminib 40 mg, Tasigna 150 mg, 200 mg shall
be supplied to the centre (Hospital Pharmacy of UN LP
Kosice) by the Sponsor to be used for this clinical trial.

Pripadna praca skusSajiceho ¢i Institicie pri podani vyssie
uvedenych liekov a liecby ¢i tkonov s tym suvisiacich je uz
zapocitana v thrade Institucie podl'a Prilohy ¢.2 t.j. za takéto
pripadné tkony nebude hradend ziadna zvlast odmena ci
uhrada. Tym nie je dotknuty zavdzok Novartisu definovany
Vust. § 43 pism. h) zakona o liekoch, v zmysle ktorého je
zadavatel' povinny uhradit vSetky naklady spojené s (i)
klinickym sktsanim vratane nakladov na skisané humanne
produkty, skaSané humanne lieky a humanne lieky uvedené v
protokole a nakladov spojenych s laboratérnymi,
zobrazovacimi a inymi vysetreniami uvedenymi v protokole
a ndkladov suvisiacich s poskytnutim ustavnej zdravotnej
starostlivosti, ak je poskytnutd v suvislosti s klinickym
skusanim a (ii) liecbou zdravotnych komplikacii a pripadnych

Costs related to work of the Investigator or Institution
performed during the above stated drug administration is
already included in the price of the Institution contained in
Annex No.2 i.e. such work shall not be reimbursed separately.
This does not affect the obligation of Novartis defined in sec.
§ 43 letter h) of the Medicines Act, according to which the
sponsor is obliged to pay all costs associated with (i) clinical
trials, including the costs of tested human products, tested
human drugs and human drugs listed in the protocol and costs
associated with laboratory, imaging and other examinations
listed in protocol and costs related to the provision of
institutional health care, if it is provided in connection with
the clinical trial and (ii) treatment of health complications and
possible permanent health consequences incurred by the
participant as a result of the clinical trial.
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trvalych nasledkov na zdravi vzniknutych ucastnikovi v
dosledku klinického skusania.

Novartis prehlasuje, Ze platby pre Institaciu zahinaju vsetky
lekarske vySetrenia podl'a Protokolu v stlade so zdkonom
(zék. €. 362/2011 Z.z. v zneni neskorsich predpisov).

Novartis declares that the payment for the Institution includes
all medical screening of the Protocol in accordance with the
law (Act. No. 362/2011 Z.z. as amended).

Pri realizacii Klinického skuSania Novartis poskytuje
Subjektom hodnotenia za vykonané navstevy v ramci
Klinického skusania prispevok na nahradu cestovnych
nakladov a pripadne Casu straven¢ho v Instittcii sposobom
a Vv rozsahu schvalenom regulacnymi a kontrolnymi organmi
a Protokolom.

Institicia sa zavédzuje poskytnut’ administrativnu cinnost’
suvisiacu s vyplatenim a spracovanim cestovnych vydavkov
apripadne ¢asu straveného v InstitGcii pre Subjekty
hodnotenia zaradené do klinického skusania a to tak, Ze bude
vyplacat’ Subjektom hodnotenia prispevok na nahradu
cestovnych nakladov a pripadne Casu straveného v Institacii
Subjektov hodnotenia za ucelom Wuc¢asti na Protokolom
$pecifikovanych navstevach v ramci Klinického skusania,
ato vpausalnej vyske 40 eur / 1 navSteva ((za kazda
planovanu prezen¢nti navstevu podla protokolu, ako aj za
kazda neplanovani prezenénu navstevu)) / 1 Subjekt
hodnotenia (v pripade odberu kostnej drene 250,- eur / 1
odber, a to v pripade, ak uvedeny odber bude nevyhnutny pre
uvedené Klinické skuSanie). Institacia vyplati kazdému
zaradenému Subjektu hodnotenia uvedenti sumu za kazdu
uskutoénent navstevu v sulade s Protokolom, a to priebezne
pocas jednotlivych navstev, minimalne spitne za uplynuly
polrok, najneskdr vSak do 30 dni od ukoncenia ucasti
Subjektu hodnotenia v Klinickom skusani.

Novartis sa zavdzuje poskytnut’ InstitGcii finanéné
prostriedky potrebné pre riadne vyplacanie cestovnych
nahrad a pripadne ¢asu straveného v Institacii Subjektov
hodnotenia a to tak, ze Novartis vyplati Institicii uvedenti
Ciastku za kazdu Subjektom hodnotenia riadne absolvovani
navstevu predpisanit Protokolom. Tato ciastka bude
vyplatena na uc¢et Institicie na zaklade faktury spdsobom a za
podmienok stanovenych pre vyplacanie platby podla
Ramcovej zmluvy a tejto prilohy.

Institicia zaznamenava vyplatenie prispevku na nahradu
cestovnych nakladov a pripadne Casu straveného v Institucii
Subjektom hodnotenia zaradenym do Klinického skusania
Vv na nahradu cestovnych nakladov a pripadne casu
straveného v Institacii podpisanom Subjektom hodnotenia.

Institicia umozni Novartisu kontrolu plnenia povinnosti
Institicie zabezpecovat' vyplacanie prispevku na nahradu
cestovnych nékladov a pripadne ¢asu straveného v Institicii
Subjektom hodnotenia, ato najmd nahliadnutim do
vyUctovania vyplatenych platieb na cestovné naklady

During the conduct of the Clinical trial, Novartis shall provide
the Study Subjects for visits completed as part of the Clinical
trial with a contribution for reimbursement of travel costs and,
where appropriate, the time spent in the Institution in a
manner and amount approved by regulatory and supervisory
authorities and by the Protocol.

The Institution undertakes to carry out administrative
activities associated with the payment and processing of
travel costs and, where appropriate, the time spent in the
Institution for the Study Subjects included in the Clinical trial,
namely it shall pay the contribution for reimbursement of
travel costs and, where appropriate, the time spent in the
Institution incurred to Study Subjects in order to participate
in visits specified in the Protocol within the Clinical Trial, and
that in the flat amount of EUR 40 /1 visit (for every onsite
visit planned as per protocol, as well as for each unplanned
onsite visit) / 1 Study Subject (in case of the bone marrow
collection EUR 250/ 1 collection, in the case if the collection
is necessary for this clinical trial). The Institution shall pay
the respective sum to each included Study Subject for each
visit completed pursuant to the Protocol, continuously during
individual visits, at least retrospectively for the previous half
year, however, at the latest within 30 days after termination
of the Study Subjects’ participation in the Clinical trial.

Novartis undertakes to provide the Institution with funds
necessary for due payment of travel reimbursements and,
where appropriate, the time spent in the Institution to Study
Subjects, namely Novartis shall pay the respective amount for
each duly completed Study Subject visit prescribed in the
Protocol to the Institution. This amount shall be paid to the
account of the Institution based on an invoice in a manner and
under conditions as set out for the payments according to the
Framework Agreement and this Annex.

The Institution shall record payments of contributions for
reimbursement of travel costs and, where appropriate, the
time spent in the Institution to Study Subjects included in the
Clinical trial for reimbursement of travel costs and, where
appropriate, the time spent in the Institution which is signed
by the Study Subjects.

The Institution shall allow Novartis to inspect whether the
Institution meets its obligation to pay the contribution for
reimbursement of travel costs and, where appropriate, the
time spent in the Institution to Study Subjects, in particular by
viewing the settlements of payments provided for coverage of
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apripadne Casu strdveného v InStitacii

hodnotenia.

Subjektom

V pripade, Ze sa preukaze, Zze nedoslo k vyplateniu tohto
prispevku Institiciou Subjektom hodnotenia, napriek tomu,
ze Novartis Institicii danu platbu poskytol, Institacia je
povinna vratit' Novartisu neoprdvnene poskytnuti Ciastku,
ktora nebola pouzitd na vyplacanie cestovnych nahrad
a pripadne ¢asu straveného v Institucii Subjektom hodnotenia
podl’a vyssie uvedenych ustanoveni.

Cinnost’ Institicie podla vyssie uvedenych ustanoveni je
zahrnutd v ¢innosti  vykonavania Klinického skuSania
a thrada za tto ¢innost’ je zahrnut4 v thrade podl'a bodu 2.8.
Zmluvy a za ti ktoru spracovanu vykonanu navstevu podla
Prilohy ¢. 2

Pokial v stlade sbodom 2.9. Zmluvy budd vykonom
administrativnych ¢innosti spojenych s vyplatou prispevku na
nahradu cestovnych nakladov a pripadnej straty asu za Cas
straveny v InStitdcii Subjektov hodnotenia povereni
zamestnanci InStitacie, ktori su povinni dodrziavat
povinnosti Institacie ustanovené v tomto bode, v takom
pripade Institicia zodpoveda za plnenie povinnosti
poverenych zamestnancov.

travel costs and, where appropriate, the time spent in the
Institution to Study Subjects.

If it is found out that the Institution has not paid such
contributions to the Study Subjects, 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
and, where appropriate, the time spent in the Institution to
Study Subjects 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
2.8. of the Agreement for the particular processed visit which
has been completed in accordance with Annex No. 2

In case the employees of the Institution are, in accordance
with para 2.9. of this Agreement, responsible for
administrative activities related to payment of the
reimbursement of travel expenses and, where appropriate, the
time spent in the Institution to the Study Subjects, the
employees of the Institution are obliged to comply with
obligations of the Institution set forth in this paragraph; the
Institution is responsible for fulfilment of the employees'
obligations in such case.

V suvislosti s Klinickym skGsanim sa pred zaciatkom
Klinického sku$ania ako aj poc¢as jeho realizacie uskutoénujt
Investigatorské mitingy, na ktorych sa oboznamuju dolezité
farmakologické, toxikologické a klinické informacie, ktoré su
potrebné pre spravne naplanovanie a vykonanie Klinického
skusania, a zacastnené osoby sa pripravuju a Skolia o danom
Klinickom skasani, dolezitych priebeznych okolnostiach
a informaciach a postupoch v danom Klinickom skdsani.
Vzhladom k tomu, ze Investigatorské mitingy su sucastou
Klinického skusania, SkusSajici (resp. dohodnuty c¢len
skasobného timu) sa bude zlcastiovat Investigatorskych
mitingov podl'a pokynov Novartisu.

In connection with the Clinical trial, Investigator Meetings
take place prior to the commencement of the Clinical trial 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 trial,
and participants are preparing for and get trained with regard
to the particular Clinical trial, important continuous
circumstances and information and procedures used in the
particular Clinical trial. As Investigator Meetings are part of
the Clinical trial, the Investigator (or approved member of the
investigator’s team) shall attend such Investigator Meetings
as instructed by Novartis.

V pripade ucasti na Investigatorskom mitingu realizovanom
na zaklade pokynov a len so sthlasom Novartisu, Novartis
preplati naklady stvisiace sucastou Skusajuceho (resp.
dohodnutého ¢lena skiisobného timu) v rozsahu podl'a vopred
dohodnutych podmienok (vratane emailovou komunikaciou).
Pravidla niektorych vydavkov st urc¢ené nasledovne:

a) cesta hromadnym dopravnym  prostriedkom
(autobusom, vlakom) — z miesta bydliska do miesta
Investigatorského mitingu a spit’ — preplacanie
cestovného listka — zdokladovat’ cestovny listok,
pripadne preukazatelne ucelne vynalozené uhrady
na stravné, pripadne na ubytovanie ¢i nahrada
osobnych vydavkov;

b) cesta taxikom — preplacanie ndkladov na taxik
V ramci mesta (mesto Investigatorského mitingu) —
z miesta letiska, vlakovej alebo autobusovej stanice
na hotel ¢i miesto Investigatorského mitingu a spét
- zdokladovat’ potvrdenie o tihrade.

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 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,
and where applicable, efficiently incurred payments
for meals, or for accommodation or reimbursement
of personal expenses;

b) 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.
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Vydavky, ktoré neboli vopred odsuhlasené, sa nepreplacaju,
hoci boli Instituciou, Skasajucim (resp. dohodnutym ¢lenom
skusobného timu) aj preukazatel'ne uhradené.

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 vyplati Specifikované dohodnuté a preukazatelne
vynalozené vydavky len vtedy, ak tieto budu riadne
zdokladované, pricom Institacia resp. SkuSajuci predlozi
Novartisu vyuctovanie nakladov s potrebnymi dokladmi
najneskor do 30 dni od ukoncenia Investigatorského mitingu.
V dohodnutych pripadoch méze Novartis poskytnut’
preddavok na tieto vydavky.

V pripade, ze sa preukdze, ze Specifikované dohodnuté a
preukazatel'ne vynalozené vydavky nie st spravne podlozené
prislusnymi dokladmi, resp. neboli vynalozené alebo su
vrozpore sinternymi predpismi Novartisu, Novartis si
vyhradzuje pravo odmietnut’ ich prefinancovanie a Vv pripade,
ak uz Novartis poskytol platbu na prefinancovanie, Institiicia
je povinna vratit’ Novartisu poskytnuta ¢iastku, ktora nebola
vynaloZzena v stlade stouto dohodou alebo podloZzena
preukazatel'nymi ¢i platnymi dokladmi.

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 30 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.

Novartis poskytne Institicii ndhradu néakladov za
zabezpecenie uchovavania Medicinskych produktov,
najmi sktsanych produktov a/alebo skuSanych liekov,
Vv nemocnicnej lekarni Institicie vV jednorazovej pausalnej
vyske 1500 EUR bez DPH, t.j. 1800 EUR s DPH Zmluvné
strany sa dohodli, Zze zmluvny narok na uvedeny poplatok

vznikd dilom nadobudnutia u¢innosti Zmluvy.

Novartis shall provide to the Institution the reimbursement
of the costs for ensuring the storage of the Medical
Products, mainly of the investigational products and/or
investigational medicines, at the site of the Institution, and
that as a single payment in the amount EUR 1500
excluding VAT, i.e. EUR 1800 with VAT. The contracting
parties have agreed that the contractual right to the said fee
arises on the day of entry into force of the Agreement.

Novartis sa zavdzuje uhradit’ Institicii archivaény poplatok
V jednorazovej pausalnej vySke 1500 EUR bez DPH, tj.
1800 EUR s DPH. Zmluvné strany sa dohodli, Zze zmluvny
narok na uvedeny poplatok vznikd dhnom nadobudnutia
ucinnosti Zmluvy.

Novartis undertakes to pay the Institution an archiving fee in
as one-time lump sum of EUR 1500 excluding VAT, i.e.
EUR 1800 with VAT. The contracting parties have agreed
that the contractual right to the mentioned fee arises on the
date of entry into force of the Contract.

1. Novartis sa zavdzuje zaslat’ vlehote 30 dni (resp.
V lehote 10 dni tak ako je bliz§ie definované v bode 8.3.
Réamcovej zmluvy) navrh faktary (z
mailu boris.kastak@novartis.com alebo
slovakia.rdfcoe@novartis.com) na e-mail:
a. tomas.guman@unlp.sk (v kopii jan.sykora@unlp,
ovw@unlp.sk), v pripade, ak sa polozky vo faktare
tykaji pracoviska,
b. ovw@unlp.sk, v pripade, ak sa polozka vo fakture
tyka inych poloziek.
2. Institacia (v pripade platieb uvedenych v pism. a)
Zodpovedny skusajici, v pripade pism. b) povereny
zamestnanec OBVaKS Institicie) navrh faktiry Novartisu
mailom odsuhlasi ato zaslanim potvrdzujiceho e-mailu na
mail boris.kastak@novartis.com.
3. Zamestnanec InstitGcie v zmysle predchadzajiceho
bodu vzmysle internych predpisov Institicie zabezpeci
prostrednictvom Uc¢tovného oddelenia Institiicie vystavenie
faktary.

1. Novartis undertakes to send a draft invoice within 30 days
(or within 10 days as defined in point 8.3 of the Framework
agreement) (from email boris.kastak@novartis.com or
slovakia.rdfcoe@novartis.com) to email:

a. tomas.guman@unlp.sk (in copy
jan.sykora@unlp.sk, ovv@unlp.sk), if the items in
the invoice refers to the workplace

b. ovv@unlp.sk in case the item in the invoice refers
to other items

2. Institution (in the case of payments referred to in letter a)
Responsible examiner, in the case of letter b) an authorized
employee of the Institution's OBVaKS) approves the draft
invoice of Novartis by e-mail by sending a confirmation e-
mail to boris.kastak@novartis.com.
3. The employee of the Institution in accordance with the
previous point, in accordance with the internal regulations of
the Institution, shall ensure the issuance of an invoice through

the  accounting  department of the Institution.
4. Uttovné odd. Intitdcie vystavi faktaru a spolu s | 4 Accounting dept. of the institution will issue an invoice and
ndvrhom faktary ju zagle | send it  together with the draft invoice to
na invoices.slovakia@novartis.com (v kopii ovw@unlp.sk, | invoices.slovakia@novartis.com (with a copy to
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tomas.quman@unlp.sk,

jan.sykora@unlp a boris.kastak@novartis.com).

5. Novartis sa zavdzuje uhradit’ fakturu v lehote splatnosti,
tj. do 30 dni od jej dorufenia na e-mailovu adresu
invoices.slovakia@novartis.com.

ovv@unlp.sk, tomas.guman@unlp.sk, jan.sykora@unlp and
boris.kastak@novartis.com).

5. Novartis undertakes to pay the invoice within the due date,
i.e. within 30 days of its delivery to the e-mail address
invoices.slovakia@novartis.com.

Platba v prospech uctu:
Univerzitna nemocnica L. Pasteura KoSice,
Rastislavova 43, 041 90 KosSice
¢islo uctu: 7000280550/8180
IBAN : SK06 8180 0000 0070 0028 0550
BIC : SPSRSKBA
Specificky symbol = ¢islo protokolu
variabilny symbol = ¢islo faktary

Platba bude poukazana z uctu:
SWIFT: TATRSKBX
IBAN: SK®8611000000002926123169

Payment to the account:
L. Pasteur University Hospital Kosice,
Rastislavova 43, 041 90 Kosice
account number: 7000280550/8180
IBAN: SK06 8180 0000 0070 0028 0550
BIC: SPSRSKBA
Specific symbol = number of the protocol
Variable symbol = number of invoice

Payment will be made from the account:
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169

Za Novartis/For Novartis:
Novartis Slovakia s.r.o.

Datum/Date:

Mgr. Hana Mrézova, Head of the Department for Clinical Trials,

na zéklade plnomocenstva/on a basis of a power of attorney

Za Novartis/For Novartis:
Novartis Slovakia s.r.o.

Datum/Date:

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

Za InStituciu/for the institution:

Univerzitnd nemocnica L. Pasteura KoSice
MUDr. Luboslav Bena, PhD., MPH., riaditel’/director

Datum/Date:

Jednotliva zmluva o klinickom sku$ani — verzia 06.09.2021
Novartis / Univerzitna nemocnica L. Pasteura KoSice - 2126
Protokol ¢: CABL001J12302
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