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SECOND AMENDMENT

DRUHY DODATEK

TO

KE

INSTITUTION CLINICAL TRIAL AGREEMENT

SMLOUVE O PROVEDEN KLINICKEHO
HODNOCENI

This SECOND AMENDMENT is effective as of the last
date of signature (“Effective Date”) and takes effect on
the date of its publication in accordance with Act No.
340/2015 Coll., on the Register of Contracts (‘Effective
Date”) by and between:

Tento DRUHY DODATEK se uzavira ke dni pfipojeni
posledniho podpisu (dale jen "datum platnosti®) a je
ucinny dnem zvefejnéni dle zakona €. 340/2015 Sb., o
registru smiuv (dale jen ,datum Ucinnosti), mezi
témito stranami:

1. Labcorp Drug Development Inc., located at 206
Carnegie Center, Princeton, NJ 08540, USA and its
affiliates (“Labcorp” or “CRQO”) and

1. SpoleCnost Labcorp Drug Development Inc., se
sidlem na adrese 206 Carnegie Center, Princeton,
NJ 08540, USA, ajeji pfidruzené spolecnosti
(,Labcorp® nebo ,CRO) a

2. University Hospital in Motol, state subsidized
organization, V Uvalu 84, 150 06 Prague 5, Czech
Republic, Company ID No. 00064203, Tax ID No.:
CZ 00064203, represented by

I (hereinafter referred to as "Institution")

2. Fakultni nemocnice v Motole, statni pfispévkova
organizace, V Uvalu 84, 150 06 Praha 5, Ceska
republika, ICO: 00064203, DIC: CZ 00064203,

zastoupena [N
BN B e e

,Poskytovatel®),

WHEREAS, Labcorp and Institution entered into the
Institution Clinical Trial Agreement Agreement with
an effective date of 03 August 2021 relating to
clinical trial services (the “Agreement’) in
connection with ASTRAZENECA AB, (“Sponsor”)
clinical trial entitled, “A Phase 1IB, Randomized,
Double blinded, Placebo controlled, Parallel group
Study to Evaluate the Efficacy and Safety of
MEDI6570 in Participants with a Prior Myocardial
Infarction, Persistent Inflammation, and Elevated N
terminal Prohormone Brain Natriuretic Peptide”
(“Study”) according to Sponsor’s protocol number
D4920C00002 incorporated herein by reference
(“Protocol”); and

VZHLEDEM K TOMU, ZE spole¢nost Labcorp and
Poskytovatel uzavfeli Smlouvu o provedeni
klinického hodnoceni s datem Ucinnosti 3. srpna
2021 tykajici se sluzeb klinického hodnoceni (dale
jen ,smlouva‘) v souvislosti s klinickym hodnocenim
spoleénosti ASTRAZENECA AB (dale jen
,Zadavatel*) nazvanym ,Randomizovana, dvojité
zaslepena, placebem kontrolovana studie faze IIB s
paralelnimi  skupinami hodnotici u¢innost a
bezpecnost pfipravku MEDI6570 u pacientd s
prodélanym infarktem myokardu, pfetrvavajicim
zanétem a zvySenou hladinou N-terminainiho
prohormonu mozkového natriuretického
peptidu* (dale jen ,studie®) podle protokolu
Zadavatele Cislo D4920C00002 ktery je zde
zaclenén odkazem (dale jen ,protokol‘); a
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WHEREAS, the parties previously amended this
Agreement due to Protocol Amendment nr. 1 in
FIRST AMENDMENT;

VZHLEDEM K TOMU, ZE smluvni strany pozmenily
smlouvu z divodu dodatku k protokolu €. 1 PRVNIM
DODATKEM;

WHEREAS, the parties desire to amend the
Agreement due to Protocol Amendment nr. 2 in
order to amend the Budget accordingly as further
described herein,

VZHLEDEM K TOMU, ZE si smluvni strany preji
pozménit smlouvu z divodu dodatku k protokolu €.
2 tak, aby byl rozpocet upraven odpovidajicim
zplsobem, jak je zde déle popsano,

NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and
valuable consideration, the parties hereto agree to
amend the Agreement as follows:

SE TIMTO STRANY po vzijemné dohodé
podepsanych zastupcl apo fadné a hodnotné
uvaze dohodly zménit smlouvu nasledovné:

1. To change the Budget in accordance with new
Protocol Amendment nr. 2 In light of the above.
The Exhibit B: Budget of the Agreement shall
be deleted in its entirety and shall be replaced
by the Exhibit B: Budget that is attached as
Appendix 1 to this Amendment.

1. Zménit rozpoCet v souladu s novym dodatkem
k protokolu €. 2 s ohledem na vySe uvedené.
Pfiloha B: Rozpocet smlouvy bude ve svém
celém rozsahu vymazan a bude nahrazen
pfilohou B: Rozpocet, ktery je pfipojen k tomuto
dodatku jako pfiloha 1.

2. To amend Section 7(g)(i) of the Agreement as
follows:

7 (9)(i): Ipad for econsent, the monitoring devices
with phones for the patient that will be doing the
Actiography, free of charge, properly packaged and
labeled, to be used solely for the purposes of the
conduct of the Study. As per Protocol Amendment
no. 2, monitoring devices with phones for the patient
are no longer needed and will be returned as per
instructions of Labcorp/Sponsor.

2. Upravit znéni odst. 7(g)(i) smlouvy nasledujicim
zplisobem:

7(9)(i): Ipad pro elektronické poskytnuti souhlasu,
sledovaci zafizeni s telefony pro pacienta, ktery
bude provadét Aktiografii bezplatné, fadné zabalené
a oznacené, uréené k pouziti vyhradné pro Ucely
provadéni Studie. Podle 2. dodatku Protokolu nesjou
sledovaci zafizeni s telefony pro paciena potfeba a
budou vracena dle pokyni  spoleCnosti
Labcorp/Zadavatele..

Except as specifically set forth herein, all other
terms and conditions contained in the Agreement
shall remain in full force and effect. Unless
otherwise defined in this Amendment, capitalized
terms used herein shall have the same meaning
defined in the Agreement.

Pokud neni v tomto dokumentu vyslovné stanoveno
jinak, zstanou v8echny ostatni podminky smlouvy
v pIné platnosti a ucinnosti. Nestanovi-li tento
dodatek jinak, vyrazy uvedené v originale s velkymi
pocCatecnimi pismeny maji stejny vyznam, jaky je
definovan ve smlouvé.

IN WITNESS WHEREOF, duly authorized
representatives of the parties have executed and
delivered this Agreement as of the Effective Date
written above.

NA DUKAZ CEHOZ tadné opravnéni zastupci
smluvnich stran uzavfeli tuto smlouvu k datu
ucinnosti uvedenému vyse.
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Labcorp Drug Development Inc. Fakultni nemocnice v Motole
By: By:

Podepsal/a: Podepsal/a:

Name: Name:

Jméno: Jméno:

Title: Title:

Funkce: Funkce:

Date: Date:

Datum: Datum:

,Ja, nize podepsany _jako zkousejici potvrzuji, Ze jsem se fadné sezndmil se smlouvou a pfislusnou
dokumentaci ke klinickému hodnoceni léCiva a zavazuiji se zajistit dodrzovani povinnosti z nich vyplyvajicich. Dale
se zavazuji nezverejnovat informace tykajici se predmétného klinického hodnoceni bez predchoziho pisemného
souhlasu zadavatele, zachovavat mil¢enlivost o vSech poskytnutych informacich, povazovat tyto za divérné a zdrzet
se jakéhokoliv jiného uZiti téchto informaci a vysledkd nez pro ucely tohoto klinického hodnoceni. Jako zkousejici
souhlasim s tim, Ze zadavatel (a popf. i CRO) bude/budou shromaZzdovat, pouzivat, zpracovavat a zvefejiovat mé
osobni Udaje, véetné jména, kvalifikace a zkusenosti v klinickém hodnoceni, mé financ¢ni Udaje vztahujici se mimo
jiné k obdrzené odméné a finanéni ndhradé a dalsi osobni idaje k administrativnim Gcelim v souvislosti s klinickym
hodnocenim, pop¥. k poskytnuti etickym komisim a statnim Uradim a zavazuiji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lend studijniho tymu.

»1, the undersigned _, as an investigator, confirm that | have duly acquainted myself with the contract
and the relevant documentation for the clinical trial of the drug, and | undertake to ensure compliance with the
obligations arising from them. | further undertake not to disclose information relating to the clinical trial in
guestion without the prior written consent of the Sponsor, to maintain the confidentiality of all information
provided, to maintain its confidentiality and to refrain from any use of such information and results other than for
the purposes of this clinical trial. As Investigator, | agree that the Sponsor (and possibly CRO) will collect, use,
process and disclose my personal information, including my name, qualifications and experience in clinical trials,
my financial information relating to, among other things, the remuneration | have received, and financial
compensation and other personal data for administrative purposes in connection with the clinical trial, or to
provide it to ethics committees and state authorities, and | undertake to secure this consent from my fellow
investigators and other members of the study team.

Zkousejici / Investigator: ||| |GG

By:
Podepsal/a:

Date:
Datum:
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APPENDIX 1 PRILOHA 1

Revised and Restated Financial Appendix Revidovana a pfepracovana financni pfiloha

WILL NOT BE PUBLISHED IN THE CONTRACT REGISTER

NEBUDE ZVEREJNENO V REGISTRU SMLUV
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