AMENDMENT NO. 1 TO CLINICAL TRIAL
AGREEMENT

This Amendment No.1 (this “Amendment”) to the Clinical
Trial Agreement (the “Agreement”), dated 29-June-2021
by and between

Fakulini nemocnica Nitra, having a place of business at
Spitalska 6, 950 01 Nitra, , Slovak republic (“Institation”)
and Gabriel Haja§, MD, PhD (the “Investigator™), and
Merck Healthcare KgaA, having a place of business at
Frankfurter Strasse 250, Darmstadt, Germany {“Sponsor™)

This Amendment No.1 will become valid on the date of
the last signature and will be effective on the date of its
publication in the Register of Agreements (the ,,Effective
Date*) ) The Contracting Parties have agreed that they
wish to be bound by this Amendment as early as 01 July
2021. All capitalized terms used but not otherwise defined
herein shall have the meaning set forth in the Agreement.

WHEREAS, Sponsor, Institution and Investigator entered
on 29 June 2021 into the Clinical Trial Agreement,
pursuant to which the parties agreed that Institution would
conduct the following clinical trial sponsored by Merck
Healthcare KGaA:

Protocol Number: MS700568 0158
Principal Investigator: Gabriel Hajai, MD, PhD; and

WHEREAS, the parties wish to amend the Agreement due
to budget changes based on an amended Protocol dated 28
June 2021;

NOW THEREFORE, for good and wvaluable
consideration, the receipt and sufficiency of which is
hereby acknowledged, the parties agree as follows:

1. A new provision shall be added as Section 17.9
“Conditional Procedures” of the Attachment A
“Budget and Payment Schedule” of the Agreement
as follows:

DAPATOK €. 1] ZMLUVY O
KLINICKOM SKUSANI

Tento dodatok £. 1 (dalej ,.dodatok™) zmluvy o klinickom
skiiSani (dalej ,,zmluva®) zo dita 29 jina 2021 nzatvorenej
medzi zmluvnymi stranami Fakultn4 nemocrica Nitra, so
sidlom na Spitilska 6, 950 01 Nitra, Slovenska republika
(dale] ,zdravotnicke zariadenie®) a MUDr. Gabrielom
HajaSom, PhD (d'alej ,,skiisajici”) a

Spoloénostou Merck Healthcare KgaA, so sidiom na
adrese Frankfurter Strasse 250, Darmstadt, Nemecko (d'alej
»Zzadavatel). :

Tento dodatok €. 1 nadobiida platnost diiom posledného
podpisu a uéinnost’ dilom jej zvercjnenia v registri zmliv
(dalej len ,Ddtum hinnosti®) Zmluvné strany sa pritom
dohodli, Ze si prajii byt’ viazani tymto dodatkom uZ od 1.
Jola 2021. Vietky kfGéové pojmy pouZivané v tomto
dodatku,, ale nedefinované inak, maji ten viznam, ktory je
uvedeny v zmluve.

Zadévatel, zdravotnicke zariadenie a skifajiici uzavreli
Zmluve o klinickom skdSani, dita 29 jina 2021, podla
ktorej sa zmluvné strany dobodli, Ze zdravotnicke
zariadenie bude vykondvat nasledujice klinické skiSanie,
ktorého zaddvatelom je spolofnost Merck Healthcare
KGaA:

Cislo protokolu: MS700568 0158
Zodpovedny skiiSajiici: MUDr. Gabriel Haja§, PhD a

Zmluvné strany si Zelajit zmenit’ a doplnit’ zmluvu z dévodu
zmien v rtozpoite vychidzajicich zo zmeneného a
doplneného protokolu zo diia 28. jina 2021.

Zmluvné strany sa preto za riadne a primerané protiplnenie,
ktorého prijatie a dostatotnost’ sa tymto potvrdzuje, dohodli
takto: .

1. Nasledovae sa doplita nové ustanovenie ako &lénok
17.9 ,Postupy vykonavané podl'a potreby™ prilohy
A ,Rozpotet a platobna schéma* zmluvy:




Procedure
Procedure SEATAE
Procedure amount — P1 W
(60%) Tnstitution
{40%)
1E romgen=: 282Bur | 18,8 Eur
iraining
questionnaire entry
(data entry fee / 6,6 Eur 4.4 Eur
visity**

*All amounts are inclusive of any overhead.

**A specific invoice will have to be submited by the site
to list:

- The patient ID that were re-consenting and
trained on the questionnaires (together with the date when
this was completed)

- The visit during which the questionnaires were
completed (M36 and/or M48)

2. As of 01 June 2023 IQVIA Lid., with a registered
address at 3 Forbury Place, 23 Forbury Road,
Reading, RG1 3JH, United Kingdom, VAT No:
(GB450315485 will become the invoicee for the site.
. IQVIA invoicing details in Section E “Invoices” of the
Attachment A “Budget and Payment Scheduie” of the
Agreement, shall be updated as follows:

The invoice must be issued to:

IQVIA Litd.

3 Forbury Place, 23 Forbury Road
Reading, RG1 3JH

United Kingdom

VAT No: GB450315485

If for any reason sending the invoice per email is
not possible, as a last resort you can post the paper
invoices to the following address:

I0QVI4 RDS Slovakia s.r.o

Suma pre
Hismaas zdravotnicke
. zariadenie
Postup skridaffice (40%)
ho (60%)
Informovany
ciihlis + ndevik 28,2 Bur 13,8 Eur
Vypiiianie @dajo
v dotaznpika
(platba za 6,6Eur |  44Fur
vypliianie
tidajov/navsteva
)*-k

* Vietky sumy si uvedené vratane vietkych
prevadzkovych nékladov.

** Pracovisko skii$ania bude musief’ odoslat’ osobitni
faktiru, na ktorej bude uvedené:

- identifikacné &isla pacientov, ktori poskytli
opiitovny sithlas a absolvovali nacvik vypliiania
dotaznikov (spolu s ditumom, kedy tieto postepy
prebehli),

- pdviteva, podas kiore] sa vyplnili dotazniky
(M36 alebo M48).

2.0d 1. jana 2023 sa fakturantom stréanky stane spolocnost’
IQVIA ILtd., so sidlom na 3 Forbury Place, 23 Forbury
Road, Reading, RG1 3JH, Spojené kritovstvo, IC DPH:
GB450315485.. Fakturaéné 0daje spoloénosti IQVIA v
asti E , Fakttwy“prilohy A ,,Rozpotet a platobna schéma™
zmluvy sa aktualizuji nasledovne:

Faktiira musi byt’ vystavena na:

IQVIA Ltd.
3 Forbury Place, 23 Forbury Road
Reading, RG1 3JH

United Kingdom
VAT No: GB450315485

Ak z akéhokolvek ddvodu nie je moziné zaslat faktivu e-
mailom, ako poslednii moinost méZete zaslat' papierové
Jaktiry na nasledujiicu adresu:

IOVIA RDS Slovakia s.r.o




Investigator payments EMIEA
Professional Service Centre
Polus Tower II, Vajnorska 100/B
831 04 Bratislava, Slovakia

Email:
IOVIA. InvestigatorPayments. EMEA@frd.iavia.com

Except as provided gbove, all other terms and conditions of
the Agreement remain unchanged and in full force and
effect.

IN WITNESS WHEREOF, the parties hereto have
caused this Amendment to be executed by their duly
authorized representatives as of the effective date first set
forth above.

Merck Healtheare KGaA
By IQVIA Litd, its authorized representative

(Print): Ermma Blount Bt

Clinical Operatio-ns

1L Nov 2083

Date:

Fakulitni nemocnica Nitra(“Institution™)

By:

Name (Pript’
Mgr. MichaliBapn, WA, LIL.M., MPH.

Titlet Ditecto)

Date:

------

Gabrie! Haja§, MD. PhD (the “[nvestigator™),
By:

Name (Print): Mgﬁfh% H/&f 45
Pruwettn  fuerd) b0
A9 (bec /2022

Title:

Date:

Investigator payments EMEA
Professional Service Centre
Polus Tower I, Vajnorska 100/B
831 04 Bratisiava, Slovensko

E-mait;

IQVIA InvestigatorPayments. EMEA @frd.iqvia.com
S vynimkou pripadov uvedenych vy§§ie zostavaii vietky
ostatné podmienky zmluvy nezmenené a plne plainé a
Géinné.

NA DOKAZ SUHLASU S VYSSIE UVEDENYM
zmluvné strany zabezpedili, aby ich riadne oprivmeni
zastupcovia podpisali tento dodaick k détumu
nadobudnutia G¢innosti prvykrat uvedenému vysSie.

Za spolocnost® MERCK Healthcare KGaA za IQVIA
Litd, jej opravaeny zastupca svojim podpisom
potvrdznje:

Podpisany:

Emma Blount, St Dir

Meno a priezv. (tl. pismom):
Clinical Operations

Funkcia:

24 Nov 2073

Datum:

Za Fakuolinid Nitra

zariadenie®)

nemocnica (,.zdravotnicke

Podpisany:

Meno a priezv. (tl. pisypom):
Mgr. Michal Faiin. .» MPH.

Funkcia: Riaditel Zﬂ 12. 1053

Détum: %

MUDr. Gabriel Hajas, P (_Nifaiici”)
Podpisany:

Meno a priezv. (tl. pismom): (Cfpp i b L
Funkcia: H WM' _ ‘(‘wﬂ'] U{Of
Ditum:__ 44 [DC / w2 q




