DODATOK C. 4
K ZMLUVE O KLINICKOM SKUSANI LIEKU PODI’A
PROTOKOLU KLINICKEHO SKUSANIA
CBAF312A2304 (d’alej len ,,Protokol)

AMENDMENT No. 4 TO 553721
MEDICINE CLINICAL TRIAL AGREEMENT
ACCORDING TO

THE CLINICAL TRIAL PROTOCOL CBAF312A2304
(hereinafter as the “Protocol”)

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava

ICO: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

zapisany: Obchodny register Okresného sidu Bratislava I,

oddiel: Sro, vlozka ¢. 44016/B
konajuci v zastipeni: Mgr. Hana Mrédzov4, na zdklade
plnomocenstva
PharmDr. Katarina Nosjean, na
zéklade plnomocenstva
(d’alej ako ,,Novartis*)

a

Fakultna nemocnica Tren¢in

sidlo: Legionarska 28, 911 71 Trenéin
ICQ: 00610470
DIC: 2021254631

IC DPH: SK2021254631
zapisany: Zriad'ovacia listina Ministerstva zdravotnictva
zastipend: Ing. Tom4s Janik, MBA, riaditel’ FN Tren¢in

bankové spojenie: Stitna pokladnica, Radlinského 32,

Bratislava
IBAN: SK 23 8180 0000 0070 0028 0438
SWIFT: SPSRSKBA
(d’alej ako ,,InStitdcia®)
a

Povodny skusajici: MUDr. Andrea Cimprichova
bytom:
rodné &islo:

(dalej len ,, Povodny Skusajuci* alebo ,,Povodny Hlavny
skusajuci®)
Novy skiSajici: MUDr. Méria Kiadikova
bytom:

rod.c.:

(d’alej len ,, Novy Skusajuci“ alebo ,,Novy Hlavny skuiSajtci®)

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

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Registry of the District Court
Bratislava I, Section: Sro, Insert No.
44016/B

Represented by: Mgr. Hana Mrizov4, on a basis of

a power of attorney
PharmDr. Katarina Nosjean, on the basis of
a power of attorney

(hereinafter as “Novartis”)

and

Fakultna nemocnica Trenc¢in
Registered Seat: Legiondrska 28, 911 71 Trenéin

Company ID: 00610470

Tax ID: 2021254631

VAT ID: SK2021254631
Registration: Certificate of Incorporation

Ministry of Health of Slovakia
Represented by: Ing. Tomas Janik, MBA, Director FN Trencin

Bank Account:  Stitna pokladnica,  Radlinského 32,
Bratislava
IBAN: SK 23 8180 0000 0070 0028 0438
SWIFT: SPSRSKBA

(hereinafter referred to as the “Institution”)
and

Former Investigator: MUDr. Andrea Cimprichova
Address:
Date of Birth:

(hereinafter referred to as the “Former Investigator” or the
“Former Principal Investigator™)

New Investigator: MUDr. Maria Kiacikova
Residence:
Birth number:

(hereinafter referred to as the “New Investigator” or the “New
Principal Investigator™)

(Novartis, InStitdcia, Povodny SkuSajici a Novy SkdSajici tiez | (Novartis, Institution, Former Investigator and New
spolo¢ne ako ,,zmluvnd strana‘) Investigator also jointly referred to as the “Party”)
CLL Art. L.

Uvodné ustanovenia

Initial Provisions

1.1 Novartis, InStitdcia a Povodny hlavny skudSajici uzavreli
dna 30.09.2013 Zmluvu o klinickom skds$ani lieku podla
protokolu klinického skdSania CBAF312A2304 (dalej
LProtokol“) (dalej len ,Zmluva“) v zneni neskorSich
dodatkov.

1.1 Novartis, the Institution and the Former Investigator
concluded on 30.09.2013 the Agreement on the conduct of
a clinical trial according to the clinical trial protocol
CBAF312A2304  (hereinafter as the “Protocol”)
(hereinafter referred to as ,,Agreement™) in wording of
later amendments.
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1.2 Pojmy zacinajice velkym zaciatoénym pismenom maji |1.2 Terms which are beginning with the first capital letter have
rovnaky vyznam aky im je pripisovany v Zmluve, pokial’ the same meaning as attributed to them in the Agreement,
v tomto dodatku nie je uvedené inak. unless agreed otherwise in this amendment.

1.3 V zmysle bodu 1.6. Zmluvy bola Hlavnym skuSajicim |1.3 According to para. 1.6. of the Agreement the Principal
MUDr. Andrea Cimprichovd (d’alej len ,Pévodny Investigator was MUDr. Andrea Cimprichové (hereinafter
skasajuci). as the “Former Investigator”).

1.4 V zmysle prilohy ¢. 1 Zmluvy je spoluskiSajicou MUDr. |1.4 According to Annex No. 1. of the Agreement the co-
Miria Kiac¢ikova (d’alej len ,,Novy Skusajici®). investigator is MUDr. Mdria Kiacikova (hereinafter as the

“New Investigator”).

1.5 Vzhladom na to, Ze sa Zmluvné strany z objektivnych |1.5 Whereas, the Parties agreed on the objective grounds on
pri¢in dohodli na zmene osoby Hlavného skuSajiceho changing of the Principal Investigator from the Former
z osoby Pdvodného skusajiceho na Nového skisajiceho, a Investigator to the New Investigator, and
vzhl'adom na to, Ze zmenu osoby SkuSajiceho musi whereas, the change of the Investigator must be approved
odsthlasit’ prislu$nd Etickd komisia a Stitny dstav pre by the relevant Ethics Committee and by the State
kontrolu lieCiv, Institution for Drug Control,
tak therefore,
sa Zmluvné strany podla bodu 3.4 v spojeni s bodom 16.5. following the para. 3.4. with connection to para. 16.5. of
Zmluvy dohodli, Ze sa Zmluva menf a dopliia nasledovne: the Agreement the Parties agree that the Agreement shall

be amended as follows:
CLIL Art. IL
Zmeny a doplnky Amendments

2.1. Zmluvné strany sa dohodli, Ze Zmluva sa meni nasledovne: |2.1. The Parties agree that the Agreement shall be amended as

follows:

2.1.1.  Zmluvné strany sa dohodli, Ze v celej Zmluve ajej | 2.1.1. The Parties agree that in the whole Agreement and its
prilohdch sa v prisluSnom gramatickom pdde meni annexes the designation of the Principal Investigator
oznacCenie Hlavného skiSajiceho z ,,MUDr. Andrea shall be changed in all corresponding grammatical
Cimprichova“ na ,,MUDr. Maria Kiadikova“. cases from “MUDr. Andrea Cimprichova ” to

“MUDr. Miria Kiac¢ikova”.

2.1.2. Zmluvné strany uvddzaji, Ze z ddovodu, Ze Novy | 2.1.2. The Parties declare that due to fact that the New
skidS$ajici sa ucinnostou tohto dodatku stdva Hlavnym Investigator become the Principal Investigator with the
skid$ajicim, a teda od dG¢innosti tohto dodatku prestidva effect of this amendment, and thus the New
byt spoluskiiSajicim, tak savcelej Zmluve a jej Investigator ceases to be a co-investigator with the
prilohdch oznacenie Nového skusajiceho ako effect of this amendment, therefore in the whole
spoluskusajiceho vypuista bez ndhrady. Agreement and its annexes the designation of the New

Investigator as the co-investigator is deleted without
replacement.

2.2. Priloha €. 2 Zmluvy sa nahrddza prilohou ¢. 2 tohto | 2.2. Annex No. 2 of the Agreement is replaced by Annex No. 2

dodatku v bode 2. Extenzia klinického skuSania v Casti
Odmena pre Hlavného skiiSajiceho nasledovne:

of this amendment in para 2. Extension of the clinical trial
in the section Remuneration for Principal Investigator
section as follow:

2. Extenzia Kklinického skuiSania

Celkova odmena pre Hlavného skiiSajiceho:

Eur

Eur

,- celkovo pri planovanom pocte pacientov

,- (slovom: Sest'tisicdevit’stotridsat’)

za kaZzdého kompletne a vyhodnotitel'ne spracovaného pacienta

2. Extension of the clinical study

Total remuneration for the Principal Investigator:

Eur

Eur

,- in total for the planned number of patients

,- (in words: six thousand nine hundred and thirty)

For each fully processed entity and processed patient

Rozvrstvenie odmeny:

Platba Eur ,- Ponavsteve ¢. 301

Platba Eur ,- Po ndvsteve (ndvsteva C.
303 - 320)

Platba Eur ,- Ponavsteve ¢. 399-EOS

Platba Eur .- Po navsteve ¢. 499-FO

Stratification of remuneration:

Payment Eur

Payment Eur

Payment Eur

Payment Eur

,- After visit no. 301

,- After visit (visit no. 303-320)

,- After visit no. 399-EOS

- After visit n0.499-FO
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2.3. Zostavajuce ustanovenia Zmluvy a jej priloh ostdvaji bez |2.3. The other provisions of the Agreement and its Annexes
zmeny. shall remain unchanged.

2.4. Novartis a Novy SkuSajici sa zdrovenn dohodli, Ze Zmluva |2.4. Novartis and the New Investigator also agreed that the
o poskytovani odbornych ¢&innosti zo dia 24.09.2013 Contract for the provision of professional activities dated
v zneni jej dodatkov sa medzi nimi ukoncuje dohodou, a to 24.09.2013 shall be terminated between them by mutual
ku diiu nadobudnutia i¢innosti tohto dodatku. agreement as of the day of the effectiveness of this

amendment.
CL IIL Art. IIL
Zaverecné ustanovenia Final Provisions

3.1 Tento dodatok nadobiida platnost diiom jeho podpisu |3.1 This amendment shall enter into force upon signature by all
vSetkymi Zmluvnymi stranami. Parties.

3.2 Tento dodatok nadobida tucinnost diiom odsuhlasenia |{3.2 This amendment shall enter into effect on the date of the
zmeny Hlavného skiSajiceho prislusnou Etickou komisiou given consent of the relevant Ethics Committee and the
a Statnym tstavom pre kontrolu lie¢iv, nie viak skor ako State Institute for Drug Control with the change of the
diiom nasledujicim po dni jeho zverejnenia v centrdlnom Principal Investigator, however, not earlier than the day
registri zmluv. following the day on which it is published in the central

register of contracts.

3.3 Tento dodatok sa vyhotovuje v Siestich (6) vyhotoveniach |3.3 This amendment is executed in six (6) counterparts in
v slovenskom aj anglickom jazyku, pricom v pripade Slovak-English version. In case of any discrepancies
rozporu medzi slovenskym aanglickym znenim, ma between these two versions of the amendment, the Slovak
prednost’ znenie v slovenskom jazyku. Novartis obdrz{ dve version shall prevail. Novartis shall receive two (2)
(2) vyhotovenia, InStiticia obdrzi dve (2) vyhotovenia, counterparts, the Institution shall receive two (2)
Povodny Skusajici obdrzi jedno (1) vyhotovenie a Novy counterparts, the Former Investigator shall receive one (1)
SkuSajici obdrzi jedno (1) vyhotovenie. counterpart and the new Investigator shall receive one (1)

counterpart.

3.4 Zmluvné strany vyhlasuju, Ze si tento dodatok precitali, |3.4 Parties represent that they concluded this amendment on
uzatvorili ho slobodne, védZne a bez omylu, nebol their own free will, in earnest and without any mistakes, it
uzatvoreny Vv tiesni ani za ndpadne nevyhodnych was not concluded neither under pressure nor under
podmienok, jeho obsahu porozumeli a na znak sthlasu ho markedly unfavourable circumstances, they read this
podpisuju. amendment, understood its content and in witness whereof

they sign it.

Za Novartis/For Novartis: Datum/Date:

Mgr. Hana Mrédzov4, na zdklade plnomocenstva / based on power of attorney

Za Novartis/For Novartis:

Datum/Date:

PharmDr. Katarina Nosjean, na zdklade plnomocenstva/based on power of attorney

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

Ing. Tom4s Janik, MBA

Riaditel’/Director FN Trencin

Povodny Skusajici/Former Investigator ... Détum/Date: ...

MUDr. Andrea Cimprichova

Novy SkuSajuci vyhlasuje, Ze si tento dodatok aZmluvu
precital, rozumie, Ze ucinnostou tohto dodatku sa stdva
Hlavnym skiSajicim podla Zmluvy a rozumie svojim
povinnostiam a prdvam z toho vyplyvajicim

The New Investigator declares, that he/she have read this
amendment and the Agreement, he/she understands, that by the
effectiveness of this amendment, he/she becomes the Principal
Investigator under the Agreement and he/she understands
his/her duties and rights arising therefrom
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Novy skusajici/New Investigator
MUDr. Miria Kiacikova

Datum/Date:

Novy skudSajici niz§ie uvedenym podpisom vyjadruje sihlas
s poskytnutim a spracovanim jeho osobnych uddajov do
databazy klinickych skusani, pricom podrobnosti si uvedené vo
formuldri sdhlasu, ktory tvori prilohu ¢ 4 Zmluvy
Isprihliadnutfm na jej zmenu prostrednictvom boduem 2.1.1.
tohto dodatku. NiZSie uvedeny podpis Nového skisajiceho
nahrddza jeho podpis na tomto formuldri, s ktorym je Novy
skid$ajici obozndmeny.

By the signature below the New Investigator shall express
his/her consent with the provision and processing of his/her
personal data in the database of clinical studies, details being
given in the consent form which forms the annex No.: 4 of the
Agreement with respect to its change by the para. 2.1.1. of this
amendment. The below signature of the New Investigator
replaces his/her signature on the consent form of which the
New Investigator is aware.

Novy skusajici/New Investigator
MUDr. Miria Kiacikova

Datum/Date:
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Priloha &. 5

Annex No. 5

Pre zamedzenie akychkol'vek nezrovnalosti, zmluvné strany
potvrdzujd, Ze rozpocet a platby za Cinnosti k pacientom podla
Prilohy ¢.5 k pdvodnému rozsahu klinického skuSania budud
realizované len za skuto¢ne vykonané navStevy v povodnom
rozsahu klinického skdSania, t.j. v pripade planovanych navstev
v pdvodnom rozsahu klinického skdSania, ktoré sa do vstupu
pacienta do extenzie neuskutocnili, za tieto nebude InStiticii
aani Ostatnym osobdm zicastiujicim sa realizovania
klinického skiiSania uhradend Ziadna platba, ale platby budi
realizované podla ndvstev vykonanych v extenzii klinického
skdSania.

Platby su poskytované len za redlne vykonané Cinnosti, t.j. ich
vySka je uvedend ako maximdlna av pripade nevykonania
prislusnej Cinnosti pri prislusnej ndvSteve nebude platba za
takito navsStevu poskytnutd.

1. Zaklad Kklinického skaSania

I. Novartis ma v suvislosti s realizovanim klinického skidSania
vytvoreny rozpocet, v zmysle ktorého si pldnované ndklady
suvisiace s realizovanim klinického skdSania na jedného

kompletne a vyhodnotiteI'ne spracovaného pacienta v sume:
15 300,- EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e ktory nesplni kritéria pre randomizaciu — tzv. screening
failure (SF), v sume:
500,- EUR / 1 screening failure pacient.

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,

* thrada za zabezpefenie HRCT vySetrenia hrudnika
preukdzatel’'ne absolvovaného pacientom zaradenym do
gtﬁdie, v stilade s Protokolom a HRCT manudlom, po
odovzdani kompletnych zdznamov z tychto vySetreni,
Vv sume:

450,- EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e thrada za zabezpecenie tloh Oftalmoléga pri zaradeni
pacienta do oftalmologickej podstidie, v sume:
114,30 EUR / 1 pacient

a navyse na jedného vyhodnotite'ne spracovaného pacienta,

e thrada za zabezpecenie tloh Independent First Dose
Administratora  /zabezpeCenie  podania  Studijnej
medikdcie po pripadnom preruseni liecby/, v sume:

71,43 EUR / 1 pacient, po vizite po preruseni liecby pri
opitovnom nasadeni Studijnej medikdcie

a navyse na jedného vyhodnotite'ne spracovaného pacienta,
e dhrada pri =zaradeni pacienta do Kkardiologickej
podstidie - vykonanie EKG vySetreni, v sume:
171,44 EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e pri zaradeni pacienta do kardiologickej podstidie -
MCT monitoring, v sume:

In order to avoid any discrepancies, the Parties confirm that the
budget and payments for activities to patients according to
Annex No. 5 to the original scope of the clinical trial will be
made only for visits actually performed in the original scope of
the clinical trial, i.e. in the case of planned visits in the original
scope of the clinical trial, which did not take place before the
patient entered the extension, no payment will be made to the
Institution or to other participants in the clinical trial, but
payments will be made according to visits made in the extension
of the clinical trial.

Payments are provided only for activities actually performed,
i.e. their amount is stated as the maximum and in case of non-
performance of the relevant activity during the relevant visit,
payment for such a visit will not be provided.

1. Basis of clinical trial

I. Novartis has a budget in connection with the conduct of a
clinical trial, according to which the planned costs related to the
conduct of a clinical trial are for one complete and evaluably
processed patient in the amount of:

15 300 EUR / 1 patient

and in addition for one evaluably treated patient,

e which does not meet the criteria for randomization - the so-
called screening failure (SF), in the amount of:

500 EUR /1 screening failure patient.

and in addition for one evaluably processed patient,

* Reimbursement for the provision of an HRCT examination of
the chest demonstrably completed by a patient enrolled in the
Study, in accordance with the Protocol and the HRCT Manual,
upon submission of complete records of these examinations, in
the amount of:

450 EUR / 1 patient

and in addition for one evaluably processed patient,

e payment for ensuring the tasks of the Ophthalmologist in the
inclusion of the patient in the ophthalmological substudy, in the
amount of:

114,30 EUR / 1 patient

and in addition for one evaluably processed patient,

* payment for securing the tasks of the Independent First Dose
Administrator / securing the submission of study medication
after a possible interruption of treatment /, in the amount of:
71,43 EUR / 1 patient, after visit after interruption of treatment
with re-introduction of study medication

and in addition for one evaluably processed patient,

e reimbursement for the patient's placement in a cardiological
substudy - performance of ECG examinations, in the amount of:
171,44 EUR / 1 patient

and in addition for one evaluably processed patient,

e when the patient is included in the cardiological substudy -
MCT monitoring, in the amount of:

285,72 EUR/ 1 patient
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285,72 EUR/ 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e pri zaradeni pacienta do kardiologickej podStidie —
meranie vitdlnych funkcii, v sume:
85,72 EUR/ 1 pacient

and in addition for one evaluably processed patient,

e when the patient is included in the cardiological substudy -
measurement of vital functions, in the amount of:

85,72 EUR / 1 patient

II. Z predmetného rozpoc¢tu tvori thrada pre InsStiticiu
30%, t.j. 4 590,- EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e ktory nesplnf kritéria pre randomizaciu — tzv. screening
failure (SF), v sume:
150,- EUR / 1 screening failure pacient.

a navyse na jedného vyhodnotite'ne spracovaného pacienta,

» thrada pre InStitdciu za zabezpecenie HRCT vySetrenia
hrudnika preukdzatelne absolvovaného pacientom
zaradenym do Stddie, v sdlade s Protokolom a HRCT
manudlom, po odovzdani kompletnych zdznamov
z tychto vySetreni, v sume:

135,- EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
» thrada pre InStiticiu za zabezpecenie tloh Oftalmoldga
pri zaradeni pacienta do oftalmologickej podstidie, v
sume:

34,30 EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,

e thrada pre Institiiciu za zabezpecenie tloh Independent
First Dose Administratora /zabezpefenie podania
Studijnej medikacie po pripadnom preruseni liecby/, v
sume:

21,43 EUR / 1 pacient, po vizite po preruseni lieCby pri
opdtovnom nasadeni Studijnej medikécie

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e dhrada pre InStiticiu pri zaradeni pacienta do
kardiologickej podstidie - vykonanie EKG vySetreni,
Vv sume:
51,44 EUR / 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e pri zaradeni pacienta do kardiologickej podstidie -
MCT monitoring, v sume:
85,72 EUR/ 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,
e pri zaradeni pacienta do kardiologickej podStidie —

meranie vitdlnych funkcii, v sume:
25,72 EUR/ 1 pacient

Specifikdcia tejto thrady pre Institiciu podla tdkonov je
uvedend v Prilohe ¢.2 aje jedinou a konecnou thradou, ktord
bude vyplatend Institicii podl'a Zmluvy.

II1. Z predmetného rozpodtu tvori thrada pre Ostatné osoby
zucastiujice sa realizovania klinického skisania spolu 70 %,
tj. ,- EUR/1 pacient.

II. From the budget in question, the payment for the
Institution is 30%, i. 4 590 EUR / 1 patient

and in addition for one evaluably processed patient,

e which does not meet the criteria for randomization - the so-
called screening failure (SF), in the amount of:

150 EUR/ 1 screening failure patient.

and in addition for one evaluably processed patient,

* Reimbursement to the Institution for the provision of an HRCT
examination of the chest demonstrably completed by a patient
enrolled in the Study, in accordance with the Protocol and the
HRCT Manual, upon submission of complete records of these
examinations, in the amount of:

135 EUR/ 1 patient

and in addition for one evaluably processed patient,

e payment to the Institution for ensuring the tasks of the
Ophthalmologist in the inclusion of the patient in the
ophthalmological substudy, in the amount of:

34.30 EUR / 1 patient

and in addition for one evaluably processed patient,

e payment for the Institution for securing the tasks of the
Independent First Dose Administrator / securing the submission
of study medication after a possible interruption of treatment /,
in the amount of:

21,43 EUR / 1 patient, after the visit after the interruption of
the treatment with the re-introduction of the study medication

and in addition for one evaluably processed patient,

* Reimbursement to the Institution for the enrollment of a
patient in a cardiological substudy - performance of ECG
examinations, in the amount of:

51,44 EUR / 1 patient

and in addition for one evaluably processed patient,

e when the patient is included in the cardiological substudy -
MCT monitoring, in the amount of:

85,72 EUR / 1 patient

and in addition for one evaluably processed patient,

* when the patient is included in the cardiological substudy -
measurement of vital functions, in the amount of:

25,72 EUR / 1 patient

The specification of this payment for the Institution according to
the acts is given in Appendix No. 2 and is the only and final
payment that will be paid to the Institution according to the
Contract.

III. From the budget in question, the reimbursement for
Other persons participating in the implementation of a
clinical trial amounts to a total of 70 %, i. ,-EUR /1
patient.
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Ostatné osoby a Specifikdcia rozdelenia tejto thrady pre Ostatné
osoby je nasledovna:

Uhrada pre hlavného skisajiceho a jeho tim
52,3%, t.j. ,- EUR/1 pacient

z toho:

MUDr. Andrea Cimprichové - hlavny skuSajici
50%, t.j. ,- EUR/1 pacient

MUDr. Méria Kiacikova — spoluskuSajuci

50%, t.j. ,- EUR/1 pacient

a

Uhrada pre Ostatné osoby:

MUDr. Martina Fabianova - nezavisly hodnotitel’
13,6%,t.j ,- EUR/1 pacient

MUDr. Marek Kacerik, PhD. — oftalmolég

1,6 %, t.j. ,- EUR/1 pacient

MUDr. Katarina Novacekova — dermatolég

0,6%, t.j. ,- EUR/1 pacient

MUDr. Marek Bojda - independent dose administrator

1,9%, t.j. ,- EUR/1 pacient

a navyse na jedného vyhodnotite'ne spracovaného pacienta,
e ktory nesplnf kritéria pre randomizaciu — tzv. screening
failure (SF), v sume:

,- EUR /1 screening failure pacient
z toho:
MUDr. Andrea Cimprichovd — hl. skdsajuci 50%, t.]. \-
EUR/ 1 screening failure pacient
MUDr. Méria Kiacikova — spoluskusSajici 50%, t.j.
1 screening failure pacient

- EUR/

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,

e thrada pre ridioléga - MUDr. Ladislav Badik za
zabezpecenie HRCT vySetrenia hrudnika preukazatel'ne
absolvovaného pacientom zaradenym do Stidie,
vsilade s Protokolom aHRCT  manudlom, po
odovzdani kompletnych zdznamov z tychto vySetreni,
Vv sume:

,- EUR /1 pacient
a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,

e thrada za zabezpecenie tloh oftalmol6ga — MUDr.
Marek Kacerik, PhD. pri zaradeni pacienta do
oftalmologickej podstidie, v sume:

,- EUR/ 1 pacient

a navyse na jedného vyhodnotiteI'ne spracovaného pacienta,

» thrada za zabezpecenie tloh Independent First Dose
Administratora - MUDr. Marek Bojda /zabezpecenie
podania Studijnej medikdcie po pripadnom preruseni
liecby/, v sume:

,- EUR / 1 pacient, po vizite po preruSeni liecby pri
opidtovnom nasadenf Studijnej medikdcie

a navyse na jedného vyhodnotite'ne spracovaného pacienta,
e dhrada pri =zaradeni pacienta do Kkardiologickej
podstidie - vykonanie 4 EKG vySetreni - MUDr.
Marek Bojda, v sume:
,- EUR /1 pacient

Other persons and the specification of the distribution of this
payment for Other persons is as follows:

Remuneration for the Principal Investigator and his team
52.3%,i.e. EUR/ 1 patient

of this:

MUDr. Andrea Cimprichovd - chief examiner 50%, i.e.
EUR / 1 patient

MUDr. Maria Kiacikova - co-examiner 50%, i.e.
patient

EUR / 1

and

Payment for Other persons:

MUDr. Martina Fabianova - independent evaluator 13,6 %, i.e.
EUR /1 patient

MUDr. Marek Kéacerik, PhD. - ophthalmologist 1,6%, i.e.

EUR /1 patient

MUDr. Katarina Novacekovd -

EUR /1 patient

MUDr. Marek Bojda - independent dose administrator 1,9 %,

i.e. EUR/1 patient

dermatologist 0,6%, i.e.

and in addition for one evaluably processed patient,
e which does not meet the criteria for randomization - the so-
called screening failure (SF), in the amount of:
EUR /1 screening failure patient
of this:

MUDr. Andrea Cimprichova - hl. examiner 50%, i. =~ EUR /1
screening failure patient
MUDr. Maria Kiac¢ikova - co-examiner 50%, i.e. EUR / 1

screening failure patient

and in addition for one evaluably processed patient,
e payment for a radiologist - MUDr. Ladislav Badik for
providing HRCT examination of the chest demonstrably
completed by the patient included in the Study, in accordance
with the Protocol and HRCT manual, after submitting complete
records of these examinations, in the amount of:

EUR /1 patient

and in addition for one evaluably processed patient,
 payment for securing the tasks of an ophthalmologist - MUDr.
Marek Kacerik, PhD. when the patient is included in the
ophthalmological substudy, in the amount of:

EUR /1 patient

and in addition for one evaluably processed patient,
e payment for securing the tasks of the Independent First Dose
Administrator - MUDr. Marek Bojda / ensuring the
administration of study medication after a possible interruption
of treatment /, in the amount of:

EUR / 1 patient, after the visit after the interruption of the
treatment with the re-introduction of the study medication

and in addition for one evaluably processed patient,
e reimbursement for inclusion of a patient in a cardiological
substudy - performance of 4 ECG examinations - MUDr.
Marek Bojda, in sum:

EUR /1 patient
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a navyse na jedného vyhodnotite'ne spracovaného pacienta,
e pri zaradeni pacienta do kardiologickej podstidie -
MCT monitoring - MUDr. Marek Bojda, v sume:
,- EUR/ 1 pacient

a navyse na jedného vyhodnotite'ne spracovaného pacienta,

e pri zaradeni pacienta do kardiologickej podstidie —
meranie vitdlnych funkcii - MUDr. Marek Bojda, v
sume:

,- EUR/ 1 pacient

2. Extenzia klinického skiSania

I. Novartis m4 v suvislosti s realizovanim extenzie klinického
skdSania vytvoreny rozpocet, v zmysle ktorého su planované
ndklady sdvisiace s realizovanim extenzie klinického skiSania
na jedného kompletne a vyhodnotitelne spracovaného pacienta
Vv sume:

13 767,- EUR / 1 pacient

II. Z predmetného rozpoc¢tu tvori thrada pre InsStiticiu
30%, t.j. 4 137,- EUR / 1 pacient

Specifikdcia tejto thrady pre Institiciu podla tkonov je
uvedend v Prilohe ¢.2 aje jedinou a konecnou thradou, ktord
bude vyplatena Institicii podl'a Zmluvy.

II1. Z predmetného rozpodtu tvori tihrada pre Ostatné osoby
zucastiiujuce sa realizovania klinického skisania spolu 70 %,
t.j. ,- EUR /1 pacient.

Ostatné osoby a Specifikdcia rozdelenia tejto thrady pre Ostatné
osoby je nasledovna:

Uhrada pre hlavného skisajiiceho a jeho tim
50,3 %, tj ,- EUR/I pacient

z toho:

MUDr. Mdria Kiacikovd — novy hlavny skiisajiici

100%, .. ,- EUR/I pacient

a

Uhrada pre Ostatné osoby:

MUDr. Martina Fabianova - nezavisly hodnotitel’
10,2%, t.j. ,- EUR/1 pacient

MUDr. Marek Kacerik, PhD. — oftalmoldg

3,6%, t.j. ,- EUR/1 pacient

MUDr. Katarina Novacekova — dermatolég

1,3%, t.j. ,- EUR/1 pacient

MUDr. Marek Bojda - independent dose administrator

4,6 %, t.j. ,- EUR/1 pacient

Novartis sa zavizuje, Ze Hlavnému SkuSajicemu, jeho timu ani
inym zamestnancom InStiticie neposkytne ind odmenu ¢i
akékolvek iné hmotné alebo nehmotné statky v suvislosti
s realizdciou tejto zmluvy. PoruSenie tejto povinnosti bude
klasifikované ako podstatné porusenie tejto zmluvy.

and in addition for one evaluably processed patient,
e when the patient is included in the cardiological substudy -
MCT monitoring - MUDr. Marek Bojda, in sum:

EUR// 1 patient

and in addition for one evaluably processed patient,

e when the patient is included in the cardiological substudy -

measurement of vital functions - MUDr. Marek Bojda, in sum:
EUR /1 patient

2. Extension of the clinical trial

I. Novartis has a budget in connection with the implementation
of the extension of the clinical trial, according to which the
planned costs related to the implementation of the extension of
the clinical trial per one complete and evaluably processed
patient in the amount of:
13767 EUR / 1 patient

II. From the budget in question, the payment for the
Institution is 30%, i. 4 137 EUR / 1 patient

The specification of this payment for the Institution according to
the acts is given in Appendix No. 2 and is the only and final
payment that will be paid to the Institution according to the
Contract.

III. From the budget in question, the reimbursement for
Other persons participating in the implementation of a
clinical trial amounts to a total of 70%, i.e. EUR /1
patient.

Other persons and the specification of the distribution of this
payment for Other persons is as follows:

Remuneration for the Chief Examiner and his team 50,3%, i.e.
EUR/ 1 patient

of this:

MUDr. Mdria Kiacikovd — new Principal Investigator 100%,

ie. EUR /I patient

And

Payment for Other persons:

MUDr. Martina Fabianova - independent evaluator 10,2 %, i.e.
EUR /1 patient

MUDr. Marek Kécerik, PhD. - ophthalmologist 3,6%, i.e.

EUR /1 patient

MUDr. Katarina Novacekovd -

EUR /1 patient

MUDr. Marek Bojda - independent dose administrator 4.6 %,

i.e. ,-EUR/1 patient

dermatologist 1,3%, i.e.

Novartis undertakes not to provide the Chief Examiner, his team
or other employees of the Institution with any other
remuneration or any other tangible or intangible assets in
connection with the performance of this Agreement. Breach of
this obligation will be classified as a material breach of this
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Na poziadanie InStiticie poskytne Novartis InStiticii na
nahliadnutie zmluvy uzavreté s uvedenymi Ostatnymi osobami.

Agreement.

At the request of the Institution, Novartis will provide the
Institution with a view to the contract concluded with the said
Other Persons.

Za Novartis/For Novartis: Datum/Date:

Mgr. Hana Mrizov4, na zdklade plnomocenstva / based on power of attorney

Za Novartis/For Novartis: Datum/Date:

PharmDr. Katarina Nosjean, na zdklade plnomocenstva/based on power of attorney

Za Institdciu/For the Institution: Datum/Date:

Ing. Tomas Janik, MBA
Riaditel’/Director FN Trencin

Novy skusajici/New Investigator Datum/Date:

MUDr. Maria Kiacikova

Dodatok 4 Zmluvy o klinickom sktSani — zmena Hlavného Skisajiceho — verzia 17.08.2020

Novartis / Fakultnd nemocnica Tren¢in
Protokol ¢.: CBAF312A2304

9/9




