AMENDMENT No |.
AGREEMENT

TO CLINICAL TRIAL

This Amendment No. | to the Clinical Trial
Agreement (“Amendment”) is between IQVIA
RDS Slovakia, s. r. 0.

Vajnorska 100/B, 831 04 Bratislava

Slovak Republic

Organization Identification No.: 45 942 269
Tax ldentification No.: 2023154133

VAT ID: SK2023154133 (“IQVIA”),represented
by: Aurelia Mojzesova MD, per procuram and
Fakultna nemocnica s poliklinikou Nove Zamky
Slovenska 11A, 940 34 Nove Zamky, Slovak
Republic

Legal form: State Contributory Organization
Organization Identification No.: 17336112

Tax ldentification No.: 2021068324

VAT ID: SK2021068324

Represented by:

Ing. Lubica Bartosova, Financial Director
MUDr. Zoltan Danczi, Medical Director

Bank Account: Statna pokladnica

IBAN: SK88 8180 0000 0070 0054 0295
SWIFT: SPSRSKBAXXX (the “Institution”)

WITNESSETH:

WHEREAS, IQVIA and Institution and
Investigator are parties to an agreement
entitted PROMINENT “PEMAFIBRATE TO
REDUCE CARDIOVASCULAR QUTCOMES
BY REDUCING TRIGLYCERIDES IN
PATIENTS WITH DIABETES” bearing the
Protocol number K-877-302 effective as of
10.8.2019 (the “Agreement”), and the parties
desire to amend such Agreement;

WHEREAS, IQVIA is providing clinical
research organisation services to Kowa
Research Institute, Inc. (“Sponsor”’) under a
separate contract between IQVIA and
Sponsor, and IQVIA’'s services include
monitoring of the Study and contracting with
clinical research sites;

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
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DODATOK €. | k ZMLUVE O KLINICKOM
SKUSANI

Tento Dodatok €. | k Zmluve o klinickom
skusani (dalej ,dodatok”) sa uzatvara medzi
spolo¢nostou IQVIA RDS Slovakia, s.r.o.
Vajnorska 100/B, 831 04 Bratislava
Slovenska republika

IdentifikaCné Cislo organizacie: 45 942 269
Darnové identifikacné Cislo: 2023154133

IC DPH: SK2023154133 V zastUpeni: MUDr
Aurélia MojzeSova, prokurista (dalej ,IQVIA”),
A

Fakultna nemocnica s poliklinikou Nové Zamky
Slovenska 11A, 940 34 Nové Zamky,
Slovenska republika

Pravna forma: §tatna prispevkova organizacia
Identifikacéné Cislo organizacie: 17336112
Darové identifikacné Cislo: 2021068324

IC DPH: SK2021068324

Statutarny organ:

Ing. Lubica BartoSova, ekonomicky riaditef
MUDr. Zoltan Danczi, medicinsky riaditel
Bankové spojenie: Statna pokladnica

IBAN: SK88 8180 0000 0070 0054 0295
BIC/SWIFT: SPSRSKBAXXX (dalej
,zdravotnicke zariadenie”)

UVODNE VYHLASENIA:

Spolo¢nost IQVIA a zdravotnicke zariadenie al
skuSajuceho su zmluvnymi stranami zmluvy s
nazvom SKUSANIE PROMINENT: UCINOK
PEMAFIBRATU NA ZNIZENIE VYSKYTU
KARDIOVASKULARNYCH UDALOSTI
ZNIZOVANIM HLADINY TRIGLYCERIDOV U
DIABETICKYCH PACIENTOV, Cislo
protokolu K-877-302, ucinnej od 10.8.2019
(dalej ,zmluva®), a zmluvné strany si Zelaju
zmenit' a doplnit’ tuto zmluvu.

Spolo¢nost IQVIA poskytuje spolo¢nosti Kowa
Research Institute, Inc. (dalej ,zadavatel®)
sluzby zmluvnej vyskumnej organizacie podla
samostatnej zmluvy uzatvorenej medzi
spolo¢nostou IQVIA a zadavatelom, priCom
sluzby spolo¢nosti IQVIA zahfnaju
monitorovanie skuSania a uzatvaranie zmliv s
pracoviskami klinického skusania.

S ohfadom na vzdjomné dohody a zavazky

uvedené v tejto zmluve a riadne a primerané
protiplnenie, ktorého prevzatie a dostato¢nost
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which is hereby acknowledged, the parties
hereby agree to amend the Agreement as
follows:

1. As of the Agreement Effective Date,
Attachment A Budget and Payment Schedule
the following Sections are hereby amended as
follows:

a. Section Budget Table is hereby
deleted in its entirety and replaced by the
following:

sa tymto potvrdzuje, sa zmluvné strany tymto
dohodli na zmene a doplneni zmluvy takto:

1. K datumu ucinnosti zmluvy sa tymto
nasledujuce clanky Prilohy A Rozpocet a
rozpis platieb menia a doplfiaju takto:

a. Clanok Rozpoétova tabulka sa tymto
v celom rozsahu vypusta a nahradza sa takto:

Description

Budget without patient
reimbursement in EUR

Pre-screen

Screening

Randomization

Visit 3

Visit 4

Visit 5

Visit 6

Visit 7

Visit 8

Visit 9

Visit 10

Visit 11

Visit 12

Visit 13

Visit 14

Visit 15

Visit 16

Visit 17

Visit 18

Visit 19

Visit 20

Visit 21

Visit 22

Visit 23

Visit 24

Visit 25

Visit 26

Visit 27

Visit 28
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Visit 29

Visit 30

Visit 31

Visit 32

Visit 33

Visit 34

CSED Visit

Post Study Safety Call

Total Cost Per Patient (€)

Off Study Drug Visit *

Re-test**

Navsteva

Rozpocet bez nahrady
pacientom v EUR

PREDVSTUPNA NAVSTEVA

VSTUPNA NAVSTEVA

RANDOMIZACIA

. Navsteva

. Navsteva

. Navsteva

. Navsteva

. Navsteva

(eI NI Ko > T &) [N I ~ N O]

. Navsteva

9. Navsteva

10. Navsteva

11. Navsteva

12. Navsteva

13. Navsteva

14. NavsSteva

15. Navsteva

16. NavsSteva

17. Navsteva

18. Navsteva

19. Navsteva

20. Navsteva

21. Navsteva

22. Navsteva

23. Navsteva

24. Navsteva

25. Navsteva

26. Navsteva
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27. Navsteva

28. Navsteva

29. Navsteva

30. Navsteva

31. Navsteva

32. Navsteva

33. Navsteva

34. Navsteva

NAVSTEVA K

JEDNOTNEMU
DATUMU UKONCENIA SKUSANIA

SKUSANI

BEZPECNOSTNY TELEFONAT PO

Spolu na jedného pacienta (€)

Navsteva po uzivani skusaného lieku
*

Navsteva s opakovanim vySetreni **

* Visit can occur more than once.
Off study drug visits that occur via telephone
shall be reimbursed at the Rate of Visit 3.

** Re-test visits shall not be payable if the
Subject is not randomized after re test-visit.

b. Section G of the Amendment No I.
Unscheduled visits is hereby amended to
read as follows:

Payment for unscheduled visits will be
reimbursed in the amount of € per 1 visit [which
includes overhead]. To be eligible for
reimbursement for unscheduled visits,
completed CRF pages must be submitted to
IQVIA along with any additional information
which may be requested by IQVIA to
appropriately document the unscheduled visit.

Only In-person Unscheduled visits which are
not performed along with regular visits shall be
reimbursable, with the following exception:
Where an Unscheduled visit form is completed
to capture data for a Scheduled Phone visit that
is performed in person, Unscheduled visit
payment will not be applicable.
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* Navsteva sa moze uskutoénit’ viackrat.
Navstevy po ukonéeni uzivania skuSaného
lieku, ktoré sa uskutocnia formou telefonatu, sa
budu uhradzat vo vySke uvedenej za 3.
navstevu.

** Navstevy s opakovanim vySetreni nebudu
splatné, ak sa subjekt nebude po navsteve s
opakovanim vySetreni randomizovat.

b. Clanok G Dodatku &. | Neplanované
navstevy sa tymto meni a doplfia takto:

Platby za nepldnované navstevy sa budu
uhradzat’ vo vyske € za 1 navstevu [vratane
prevadzkovych nakladov]. Aby vznikol narok
na uhradu za neplanované navstevy, je
potrebné zaslat spolo¢nosti IQVIA vyplnené
stranky CRF a vSetky dalSie informacie, ktoré
moéze spoloCnost IQVIA pozadovat, aby

nalezite zdokumentovala neplanovanu
navstevu.

Preplatia sa len osobné neplanované
navstevy, ktoré sa neuskutoCnia spolu s
pravidelnymi planovanymi navstevami, s

nasledujucou vynimkou: Ak sa vypini formular
neplanovanej navstevy, aby sa zachytili idaje
z planovanej navstevy formou telefonatu, ktora
sa vykonala osobne, platba za neplanovanu
navstevu sa nebude uplatfiovat.
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Re-test visits shall not be payable if the Subject
is not randomized after re test-visit.

To be eligible for reimbursement of a screening
visit, completed screening CRF pages must be
submitted to IQVIA along with any additional
information, which may be requested by IQVIA
to appropriately document the subject
screening procedures. Payment for the
increased screen failures will be issued in one
lump sum payment after the close of
enrollment globally.

c. New Section Telephone visits is hereby
included as follows:
Payment for Telephone \visits will be

reimbursed in the amount of € (which includes
overhead). To be eligible for reimbursement for
Telehone visits, completed CRF pages must
be submitted to IQVIA along with any
additional information which may be requested
by IQVIA to appropriately document the
Telephone visit. In case the subject completes
the visit in-telephonic instead of in-person as
per protocol. The Visit 3 amount would be paid
irrespective the subject is ON or OFF IP.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain
in full force and effect.

IN WITNESS WHEREOF, this Amendment
has been executed by the parties hereto
through their duly authorized officers on the
date(s) set forth below.

IQVIA RDS Slovakia s.r.o.
By:/Podpisany:
Name:/Meno:Aurelia Mojzesova MD
Title:/Funkcia:AD Co

Date:/Datum:

Institution/ Za zdravotnicke zariadenie:
Ing. Lubica BartoSova, ekonomicky riaditel

By:/Podpisany:

Date:/Datum:
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Navstevy s opakovanim vySetreni nebudu
splatné, ak sa subjekt nebude po navsteve s
opakovanim vySetreni randomizovat.

Aby vznikol narok na uhradu za vstupnu
navstevu, je potrebné zaslat spolo¢nosti IQVIA
vyplnené stranky CRF zo vstupnych vysSetreni
spolu so vSetkymi dalSimi informaciami, ktoré
mbze spolocnost IQVIA pozadovat, aby
dostato¢ne zdokumentovala vstupné
vySetrenia subjektu. Uhrada za vy3S$i pocet
neuspesnych vstupnych vySetreni sa poukaze
ako jedna pauSalna suma po globalnom
uzatvoreni zaradovania subjektov.

c. Tymto sa dopina nasledujici novy &lanok
Navstevy formou telefonatu:

Platby za navstevy formou telefonatu sa budu
uhradzat v sume € (vratane prevadzkovych
nakladov). Aby vznikol narok na uhradu za
navstevy formou telefonatu, je potrebné zaslat
spolo¢nosti IQVIA vyplnené stranky CRF a
vSetky dalSie informacie, ktoré moze
spolo¢nost IQVIA pozadovat, aby nalezite
zdokumentovala navstevu formou telefonatu.
V pripade, Zze subjekt podla protokolu
absolvuje navstevu telefonicky namiesto
osobnej navstevy. Suma za 3. navstevu sa
vyplati bez ohladu na to, i subjekt uziva alebo
neuziva skusany liek.

VSetky podmienky zmluvy, ktoré sa vyslovne
nezmenili ani nedoplnili tymto dodatkom,
zostavaju plne platné a ucinné.

NA ZNAK SUHLASU S VYSSIE UVEDENYM
zmluvné strany uzatvaraju tento dodatok

prostrednictvom podpisov svojich riadne
opravnenych  zastupcov  ku  driu(-om)
uvedenému(-ym) niz3ie.
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Institution/ Za zdravotnicke zariadenie:
MUDr. Zoltan Danczi, medicinsky riaditel

By:/Podpisany:

Date:/Datum:
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