AMENDMENT NO. 5 TO CLINICAL
TRIAL AGREEMENT

This Amendment No. 5 of Clinical Trial
Agreement (“Amendment”) is between:

IQVIA RDS Czech Republic s.r.o.
(formerly Quintiles Czech Republic,
s.r.o.), 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.o0.) (“Sponsor”)

and
Fakultni Thomayerova
nemocnice,(formerly Thomayerova

nemocnice) having a place of business at
Videnska 800, 140 59 Praha 4 - Krg¢,
Czech Republic, Identification number:
000 64 190, Tax identification number:
CZ00064190, state contributory
organization established by the Ministry of
Health of the Czech Republic, full text of
foundation deed No. MZDR 17268-
IV/2012, registered in  Companies
Registry by Municipal Court in Prague,
Section PR, inlet 1043 represented by
doc. MUDr. Zdenék Benes, CSc., Director
(the “Institution”)

and

I (Principal
Investigator, hereinafter referred to as the
“Investigator”)
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DODATEK C. 5 KE SMLOUVE
O KLINICKEM HODNOCENI

Tento Dodatek €. 5 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
oznacovana jen jako ,IQVIA®)

zastupujici zajmy

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

A
Fakultni Thomayerovou
nemochnici,(dfive Thomayerova

nemocnice) se sidlem Videriska 800, 140
59 Praha 4 - Kré, Ceska republika,
Identifikaéni &islo: 000 64 190, Dariové
identifikacni &islo: CZ00064190, statni
pfispévkovou organizaci zfizenou
Ministerstvem zdravotnictvi CR, Uplné
znéni zfizovaci listiny ¢&. ). MZDR 17268-
IV/2012, zapsanou v obchodnim rejstfiku u
Méstského soudu v Praze, oddil Pr, vl.
1043, zastoupenou doc. MUDr. Zderikem

Benesem, CSc,, feditelem (dale
oznaCované jen jako “Zdravotnické
zarizeni”)

A

I (déle  oznacovany

2

jen jako “Zkousejici”)
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And is effective as of 01.01.2020

(hereinafter “Effective Date”).

WITNESSETH:

WHEREAS, IQVIA and Sponsor
and Institution and Investigator are parties
to an agreement entitled Clinical Trial
Agreement effective as of 20 January
2017 for Protocol number: 1245.110 and
titte: A phase Ill 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 20 September
2017 and Amendment No. 2 dated 26
October 2017 and Amendment No. 3
dated 29 March 2018 and Amendment
No. 4 dated 24 July 2020 (the
“Agreement”), 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:
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A je ucinny ke dni 1.1.2020
,Datum uéinnosti“).

(dale jen

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, ZE IQVIA,
Zadavatel, Zdravornické zafizeni a
ZkouSejici  jsou  smluvnimi  stranami
smlouvy s nazvem Smlouva o klinickém
hodnoceni, ktera nabyla ucinnosti dne 20.
ledna 2017, pro klinickém hodnoceni €islo
protokolu: 1245.110 nazvaneé:
.Randomizované, dvojité zaslepené
klinické hodnoceni faze Ill hodnotici
ucinnost a bezpecénost empagliflozinu
10 mg podavaného jednou denné
v porovnani s placebem u pacienti
s chronickym srdeénim selhdnim se
zachovanou ejekcni frakci (HFpEF)*
(dale jen ,Smlouva®), ve znéni Dodatku &.1
ze dne 20. zafi 2017 a Dodatku €. 2 ze dne
26. fijna 2017 a Dodatku €. 3 ze dne 29.
bfezna 2018 a Dodatku €. 4 ze dne 24.
cervence 2020 (dale jen ,Smlouva®), a
smluvni strany si pfeji zménit tuto Smlouvu;

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

NYNi S OHLEDEM NA SHORA

UVEDENE, po zvaZeni vzajemnych
prislibd  azavazkl zde uvedenych
a dalSich fadnych a hodnotnych

protipInéni, jejichz pfijeti a dostateCnost je
timto potvrzena, se smluvni strany dohodly
na zméné Smilouvy takto:

1. ,Rozpocet“ v Priiloze B.
Rozpocet a platebni prehled,
se rusi v celém svém rozsahu a
nahrazuje se nasledujicim
znénim:
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I I

Tento Dodatek je vyhotoven v eském
The Amendment is drawn up in English jazykovém znéni a v anglickém jazykovém
and in Czech language versions. In case  znéni, pficemz pfednost ma Ceské
of any dispute Czech language version jazykové znéni.
shall prevail.
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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 Czech Republic s.r.o.

By / Podpis:

NA DUKAZ TOHO smluvni strany uzaviely
tento Dodatek prostfednictvim svych fadné
opravnénych vedoucich pracovnikl v nize
uvedeny(ch) den (dnech).

Name / Jméno hllkovym pismem:

Title / Funkce:

Date / Datum:

Podepsano IQVIA RDS Czech Republic
s.r.o. na zakladé piné 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
2016, for and on behalf of Boehringer
Ingelheim International GmbH

By / Podpis:

Name / Jméno hllkovym pismem:

Title / Funkce:

Date / Datum:

Fakultni Thomayerova nemocnice

By / Podpis:

Name / Jméno halkovym pismem:

Doc. MUDr. Zdenék Bene$, CSc.

Title / Funkce: reditel

Date / Datum:
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By / Podpis:

Name / Jméno hilkovym pismem:

Title / Funkce:

Date / Datum:
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