AMENDMENT NO. 4 TO CLINICAL
TRIAL AGREEMENT

This Amendment No. 4 of Clinical Trial
Agreement (“Amendment”) is between:

IQVIA. RDS Czech Republic s.r.o.
(formerly Quintiles Czech Republic, s.r.0.),
having a place of business at Pernerova
691/42, Karlin, 186 00 Praha 8, Czech
Republic (“IQVIA™)

representing the interests of

Boehringer Ingelheim International
GmbH, having a place of business at
Binger Strasse 173, 55216 Ingelheim am
Rhein, Germany (upon power of attorney
represented by IQVIA RDS Czech Republic
s.r.o.) (“Sponsor”)

and

Nemocnice ve Frydku-Mistku,
budgetary organization, having a place of
business at tfida El. Krasnohorské 321,
Frydek, postcode 738 01 Frydek-Mistek,
Czech Republic, Identification number:
00534188, Tax identification number:
CZ00534188, represented by Ing. Tomas
Stejskal, director (the “Institution”)

and

B o =S the “Investigator”)

And is effective as of 01.01.2020

(hereinafter “Effective Date”).

WITNESSETH:

DODATEK C. 4 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek €. 4 ke Smlouvé o klinickém
hodnoceni (dale jen ,Dodatek®) se uzavira
mezi:

IQVIA RDS Czech Republic s.r.o. (dfive
Quintiles Czech Republic, s.r.0.), se sidlem na
adrese Pernerova 691/42, Karlin, 186 00 Praha
8, Ceska republika (dale oznadovana jen jako
JQVIA®)

zastupujici zajmy

Boehringer Ingelheim International GmbH,
se sidlem na adrese Binger Strasse 173, 55216
Ingelheim am Rhein, Némecko, (na zakladé
piné moci reprezentované spolecnosti IQVIA
RDS Czech Republic s.r.o. (dale oznacovana
jen jako ,Zadavatel®)

a
Nemocnici ve Frydku-Mistku, prispévkovou

organizaci, se sidlem tfida El. Krésnohvorské
321, Frydek, 738 01 Frydek-Mistek, Ceska

republika, Identifikacéni  Cislo: 00534188,
Danové identifikacni Cislo: CZ00534188,
zastoupenou Ing. TomasSem  Stejskalem,
feditelem (dale oznaCované jen jako
“Zdravotnické zarizeni”)

a

B (dile oznacovany jen jako
“Zkousejici”)

A je UCinny ke dni 1.1.2020 (dale jen ,Datum
uéinnosti®).

TIMTO SE POTVRZUJE:
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WHEREAS, IQVIA and Sponsor
and Institution and Investigator are parties
to an agreement entitled Clinical Trial
Agreement effective as of 17 March 2017
for Protocol number: 1245.110 and title: “A
phase lll randomised, double-blind trial
to evaluate efficacy and safety of once
daily empagliflozin 10 mg compared to
placebo, in patients with chronic Heart
Failure with preserved Ejection Fraction
(HFpEF)” (the “Agreement”), as amended
by Amendment No. 1 dated 23 October
2017 and Amendment No. 2 dated 20 April
2018 and Amendment No. 3 dated 09 July
2020 and the parties desire to amend such
Agreement;

WHEREAS, the parties desire to
amend the Agreement to update the

Budget Table per Study Protocol
requirements.
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:

1. ATTACHMENT B. BUDGET AND
PAYMENT  SCHEDULE, “The

Budget” is hereby deleted in its
entirety and replaced with the below
Budget Table:

VZHLEDEM K TOMU, ZE IQVIA,
Zadavatel, Zdravotnické zafizeni a Zkousejici
jsou smluvnimi stranami smlouvy s nazvem
Smlouva o klinickém hodnoceni, ktera nabyla
ucinnosti dne 17. kvétna 2017 pro klinickém
hodnoceni Cislo protokolu: 1245.110 nazvané:
.Randomizované, dvojité zaslepené klinické
hodnoceni faze Ill hodnotici uc¢innost a
bezpecnost empagliflozinu 10 mg
podavaného jednou denné v porovnani
s placebem u pacientii s chronickym
srdeénim selhanim se zachovanou ejekéni
frakci (HFpEF)“ (dale jen ,Smlouva®), ve znéni
Dodatku €.1 ze dne 23. fijna 2017 a Dodatku €.
2 ze dne 20. dubna 2018 a Dodatku €. 3 ze dne
9. Cervence 2020 a smluvni strany si pfeji
zménit tuto Smlouvu;

VZHLEDEM K TOMU, ZE si smluvni
strany z duvodu prodlouzeni studie preji
v souvislosti se zménou platebni tabulky zménit
Smlouvu;

NYNi S OHLEDEM NA SHORA
UVEDENE, po zvaZeni vzajemnych pfislibil
a zavazkl zde uvedenych a dalSich Fadnych
a hodnotnych  protiplnéni, jejichz  pfijeti
a dostate€nost je timto potvrzena, se smluvni
strany dohodly na zméné Smlouvy takto:

1. ,,Rozpocet” v Priloze B. Rozpocet a
platebni prehled, se rusi v celém svém
rozsahu a nahrazuje se nasledujicim
znénim:
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All terms and conditions of the VS8echny podminky Smlouvy, které nejsou
Agreement not expressly amended by vyslovné zménény timto Dodatkem,
this Amendment remain in full force and zustavaji v plném rozsahu platné a Gcinné.
effect.

IN WITNESS WHEREOF, this Amendment NA DUKAZ TOHO smluvni strany uzavely
has been executed by the parties hereto tento Dodatek prostfednictvim svych fadné
through their duly authorized officers onthe  opravnénych vedoucich pracovnikl v nize
date(s) set forth below. uvedeny(ch) den (dnech).

IQVIA RDS Czech Republic s.r.o.

By / Podpis:

Name / Jméno halkovym pismem:

Title / Funkce:

Date / Datum:

Podepsano IQVIA RDS Czech Republic,
s.r.o. na zakladé plné moci ze dne 23.
Listopadu 2016 v zastoupeni/Signed by
IQVIA RDS Czech Republic s.r.o. under a
Power of Attorney dated 23 November
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2016, for and on behalf of Boehringer
Ingelheim International GmbH

By / Podpis:

Name / Jméno halkovym pismem:

Title / Funkce:

Date / Datum:

Nemocnice ve Frydku-Mistku,
prispévkova organizace

By / Podpis:

Name / Jméno hllkovym pismem:

Title / Funkce:

Date / Datum:

By / Podpis:

Name / Jméno hllkovym pismem:

Title / Funkce:

Date / Datum:
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