KOWA

O QUINTILES

AMENDMENT NO. 1 TO CLINICAL
TRIAL AGREEMENT

This Amendment No. 1 to the Clinical
Trial Agreement (“Amendment”) is between:

Nemocnice Na FrantiSku, having a place of
business at Na FrantiSku 847/8, 110 00, Praha
1, Czech Republic, Identification number: 008
79 444, Tax identification number:
Cz00879444, represented by , director
(the “Institution”), and

Quintiles Czech Republic, s.r.o., having a
place of business at Praha 5, Jinonice,
Radlicka 714/113a, zip code 158 00 Prague,
Czech Republic, Identification number: 247 68
651, Tax identification number: CZ247 68 651
(“Quintiles”), and

Kowa Research Institute, Inc., having a place
of business at 430 Davis Drive, Suite 200,
Morrisville, NC 27560, Tax identification
number: 77-0450319, upon power of attorney
represented by Quintiles Czech Republic, s.r.o.
(the “Sponsor”).

and is effective as of the date last signed
below.

WITNESSETH:

WHEREAS, Quintiles and Institution
are parties to an agreement entitled
PROMINENT “PEMAFIBRATE TO REDUCE
CARDIO- VASCULAR OUTCOMES BY
REDUCING TRIGLYCERIDES IN PATIENTS
WITH DIABETES” bearing the Protocol
number K-877-302 effective as of 31 March
2017 (the “Agreement”), and the parties desire
to amend such Agreement;

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

DODATEK C. 1 KE SMLOUVE O
KLINICKEM HODNOCENI

Tento Dodatek & 1 ke Smlouvé o
klinickém hodnoceni (dale jen ,Dodatek®) je
uzaviran mezi:

se sidlenj Na
Praha 1, Ceska

Nemocnice Na FrantiSku,
FrantiSku 847/8, 110 00,

republika, ldentifikacni Cislo: 008 79 444
Danové identifikaéni Cislo: CZ00879444,
zastoupené , feditel (“Zdravotnické

zarizeni”), a

Quintiles Czech Republic, s.r.o., se sidlem
Praha 5, Jinonice, Radlicka 714/113a, PSC
158 00 Praha, Ceska republika, IC: 247 68
651, DIC: CZ24768651 (“Quintiles”), a

Kowa Research Institute, Inc., se sidlem 430
Davis Drive, Suite 200, Morrisville, NC 27560,
USA, dariové identifikaCni &islo: 77-0450319,
zastoupenou na zakladé plné moci spole¢nosti
Quintiles Czech Republic, s.r.o. (dale jen
.Zadavatel®).

a nabyva udinnosti k datu posledniho podpisu
nize.

UVODNIi USTANOVEN:I:

VZHLEDEM K TOMU, Ze Spole€nost
Quintiles a Zdravotnické zafizeni jsou
smluvnimi stranami smlouvy ke Kklinickému
hodnoceni s nazvem: , PROMINENT
,PEMAFIBRAT K OMEZENi VYSKYTU
KARDIOVASKU- LARNICH PRIHOD
SNIZENIM  HLADINY  TRI-GLYCERIDU
U PACIENTU S DIABETEM®, &islo protokolu
K-877-302 s datem ucinnosti 31. bfezna 2017,
(dale jen ,Smlouva“), a smluvni strany si pfeji
tuto Smlouvu upravit.

VZHLEDEM K TOMU, Ze spole€nost
Quintiles poskytuje sluzby klinické vyzkumné
organizace spoleCnosti Kowa Research
Institute, Inc. (dale jen "sponzor") na zakladé
samostatné smlouvy mezi spole€nosti Quintiles
a sponzorem, a sluzby spolecnosti Quintiles
zahrnuji monitorovani studie a uzavirani smluv
s klinickymi vyzkumnymi pracovisti;
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NOW THEREFORE, in consideration
of the mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
which is hereby acknowledged, the parties
hereby agree to amend the Agreement as
follows:

e Attachment A (BUDGET & PAYMENT
SCHEDULE) to the Agreement has be
amended to reflect the  Protocol
Amendment;

BUDGET TABLE

NYNi, Z TOHOTO DUVODU, Po zvazeni
vzajemnych pfislibll a zavazk( uvedenych v
této Smlouvé a dalSich Fadnych a hodnotnych
protiplnéni, jejichz pfijeti a dostateCnost je
timto potvrzena, se strany dohodly na zméné
Smlouvy takto:

. Priloha A (ROZPOCET A PLATEBNI
TABULKA) smlouvy byla aktualizovana
se zohlednénim Dodatku protokolu:

PLATEBNi TABULKA
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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.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

VSechny podminky Smlouvy, které nejsou
vyslovné zmeénény timto Dodatkem, zlstavaji v
plném rozsahu platné a ucinné.

NA DUKAZ TOHO byl tento Dodatek uzavien
smluvnimi stranami prostfednictvim jejich
fadné opravnénych zastupcu k datu
uvedenému (datim uvedenym) nize.

TATO CAST JE ZAMERNE
PONECHANA PRAZDNA
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ACKNOWLEDGED,ANQ AGREED BY / NA DUKAZ SOUHLASU PRIPOJUJE
SVUJ PODPIS OPRAVNENY ZASTUPCE Quintiles Czech Republic, s.r.o.,

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum: 27.6.2017

ACKNOWLEDGED AND AGREED BY / NA DUKAZ SOUHLASU PRIPOJUJE
SVUJ PODPIS OPRAVNENY ZASTUPCE: Nemocnice na Frantisku

By / Podpis:

Name / Jméno: |EEEEEEE

Title / Funkce: Director / Reditel

Date /Datum: 14.7.2017

Signed by Quintiles Czech Republic, s.r.o., under a Power of Attorney dated November
29, 2016, in the name of / Podepsano Quintiles Czech Republic, s.r.0., na zaklad¢ Plné
moci vystavené dne 29. listopadu 2016, jménem Kowa Research Institute, Inc.

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum: 27.6.2017
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