AMENDMENT NO. 2

This is an amendment (,,Amendment®) to the Clinical
Trial Research Agreement by and between

MERCK SHARP & DOHME s.r.o., with its address
at Na Valentince 3336/4, Prague 5, Zip code 150 00,
ID: 284 62 564, tax ID: CZ 284 62 564, registered in
the Companies Register maintained by the Municipal
Court in Prague (Section C, File No. 143294), acting in
its own name at the request of Merck Sharp & Dohme
LLC, with its address at 126 East Lincoln Ave., P.O.
Box 2000, Rahway, NJ 07065, United States of
America (hereinafter called “Sponsor”),

and

FAKULTNI NEMOCNICE V MOTOLE, state
contributory organization,with its address at V Uvalu
84, Prague 5, Zip code: 150 06, company ID:
00064203, Tax ID: CZ00064203, represented by
XXXKX XXX XXX XXX XXX XXXXXXXXX, on the
basis of the power of attorney (hereinafter called
“Provider of Healthcare”),

entered into on 11 Sep 2020 (hereinafter called
,YAgreement*).

The Parties hereto are in accord that the Agreement for
the conduct of study XXX, site number XXX, ,, “
(hereinafter the ,,Protocol”) is hereby amended as
follows:

1. The listed Principal Investigator, XXX, is hereby
replaced with XXX with the validity of the change
of the Principal Investigator as of the date of
approval by the Ethics Committee and SUKL.

2. By signing of this Amendment No. 2, XXX agrees
that he/she will abide by the terms stated in the
Protocol and the Agreement as amended, and enters
into this Agreement as a party defined as:

XXX (hereinafter called “Principal Investigator”)

(Sponsor, Provider of Healthcare and Principal
Investigator will be hereinafter called collectively
“Parties” and separately as “Party”).

3. Paragraph 1.1 of the Agreement is replaced by
following wording:

1.1 The subject of this Agreement is co-operation
between the Parties in conducting the Study. The
Study is to be performed by Principal Investigator
in co-operation with the Provider of Healthcare and
shall be performed at healthcare facility of Provider
of Healthcare (hereinafter called: ‘“Healthcare
Facility”) in accordance with applicable legal
regulations of the Czech Republic, all other
applicable laws and regulations including the
International Conference on Harmonisation of
Technical Requirements for Registration of

DODATEK C. 2

Toto je dodatek (,,Dodatek) ke Smlouvé o provedeni
klinického hodnoceni uzavieny mezi

MERCK SHARP & DOHME s.r.0., se sidlem Na
Valentince 3336/4, Praha 5, PSC 150 00, IC: 284 62
564, DIC: CZ28462564, zapsana v obchodnim
rejstiiku vedeném Méstskym soudem v Praze (oddil C,
vlozka 143294), jednajici svym jménem na zadost
spoleCnosti Merck Sharp & Dohme LLC, se sidlem
126 East Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, Spojené staty americké (dale jen ,,Zadavatel),

a

FAKULTNI NEMOCNICI V MOTOLE, statni
ptispévkovou organizaci, se sidlem V Uvalu 84, Praha
5, PSC: 150 06, ICO: 00064203, DIC: CZ00064203,
zastoupenou XXXXXKXXX XXX KAXKAXKAXAX XX XXX XXX,
na zaklad¢ povéfeni (dale jen ,Poskytovatel
zdravotnich sluzZeb*)

ze dne 11.9.2020 (dale jen ,,Smlouva®).

Strany se dohodly, ze Smlouva o provedeni klinického
hodnoceni XXX, ¢islo centra XXX, ,,XXX*, (dale jen
,Protokol*) se zméni, jak je stanoveno nize:

1. Hlavni zkousSejici uvedena ve Smlouvé XXX, se
nahrazuje Hlavni zkousejici XXX s platnosti zmény
Hlavni zkousejici k datu schvaleni etickou komisi a
SUKL.

2. Podpisem tohoto Dodatku ¢. 2 XXX souhlasi s tim,
ze bude dodrzovat podminky obsazené v Protokolu
a ve Smlouvé v platném znéni a uzavie tuto
smlouvu jako smluvni strana definovana jako.

XXX (dale jen ,,Hlavni zkouSejici®)

(Zadavatel, Poskytovatel zdravotnich sluzeb a
Hlavni zkouSejici déle spolecné jen ,,Strany“ a
samostatn¢ ,,Strana®).

3. Odstavec 1.1 Smlouvy je nahrazen nasledujicim
znénim:

1.1 Pfedmétem této Smlouvy je spoluprace Stran pfi
provadéni Studie. Studie bude provedena Hlavnim
zkousejicim  ve  spolupraci s Poskytovatelem
zdravotnich sluzeb a musi byt provedena ve
zdravotnickém zafizeni Poskytovatele zdravotnich
sluzeb (dale jen ,,Zdravotnickém =zafizeni®), a to
vsouladu s piislusnymi pravnimi piedpisy Ceské
republiky, veSkerymi dal$imi pfisluSnymi zakony a
nafizenimi, a to véetné Konsolidované smérnice
Spravna klinickd praxe mezinarodni konference pro
harmonizaci technickych pozadavkd na registraci

Page 1 of 3

XXX



Pharmaceuticals for Human Use Good Clinical
Practice (Consolidated Guideline and other
generally accepted standards of good clinical
practice, the terms of the final Protocol (including
as it may be amended) provided by Sponsor, an
opinion of the Ethics Committee, this Agreement
and Sponsor’s guidelines.

. Paragraph 2.5 of the Agreement is replaced by
following wording:

2.5 Principal Investigator and the Study Team
Members named by the Principal Investigator are
obliged to actively participate in meetings
concerning the Study, organized by the Sponsor and
on Sponsor’s cost, necessary for appropriate
conduct thereof

. The budget is amended in accordance with the new
budget terms set forth in Exhibit A to this
Amendment. At the same time, the amount is
changed in the last sentence of Article 8. of the
Agreement and is amended:

Total estimated value
Healthcare's Budget is:

of Provider of

4.

5.

lé¢iv pro humanni pouziti, podminkami posledni
schvalené verze Protokolu (v€etné jeho pfipadnych
dodatkll) poskytnuté Zadavatelem, stanoviskem
etické komise, touto Smlouvou a pokyny Zadavatele.

Odstavec 2.5 Smlouvy je nahrazen nasledujicim
znénim:

2.5 Hlavni zkousejici a Clenové studijniho tymu
urCeni Hlavnim zkousejicim jsou povinni se aktivné
ucastnit schizek tykajicich se Studie, které jsou
organizovany Zadavatelem na jeho naklady, za
ucelem jejiho fadného provadéni.

Rozpocet se méni v souladu s novymi podminkami
rozpo¢tu uvedenymi v Ptiloze A tohoto Dodatku.
Soucasné se meni ¢astka v posledni vété ¢lanku 8.
Smlouvy, kterd nové zni:

Celkova odhadovana vyse Rozpoctu €ini:

73.559.936,00 CZK / K¢
. This Amendment becomes valid as of the date of 6. Dodatek nabyva platnosti ke dni podpisu posledni

signature of second party and effective as of the
date of publication the Amendment in the
agreements register in accordance with applicable
and effective legislation and Article 10. paragraph
10.2 of the Agreement. This Amendment shall
apply to claims for remuneration that could be
claimed in the period from 01 Nov 2023.

ze Smluvnich stran a Uc¢innosti ke dni uvetejnéni
Dodatku v registru smluv v souladu s platnou a
ucinnou pravni upravou a ¢lankem 10. odstavce
10.2 Smlouvy. Dodatkem se uplatiiuje i narok ve
vztahu k odménam, na néz vznikl narok v obdobi
od 1.11.2023.

. This Amendment is made in three Czech-English 7. Tento Dodatek je vyhotoven ve tfech Cesko-
language versions of which each party shall receive anglickych jazykovych verzich, z nichz kazda
one counterpart. In case there is a discrepancy Strana obdrzi po jednom vyhotoveni. Objevi-li se
between both language versions, the Czech mezi obéma jazykovymi verzemi nesrovnalosti, je
language version shall be decisive. rozhodujici ¢eska jazykova verze.

. The parties declare that they have read this 8. Strany prohlasuji, Ze si tento Dodatek pied jeho
Amendment prior to its signing, fully understand its podpisem pieCetly, plné porozumély jeho obsahu a
contents and conclude it in good faith as Ze jej uzaviraji v dobré vife jako projev své vazné a
manifestation of their serious and free will which svobodné vile, na diikaz ¢ehoz jej stvrzuji svymi
they confirm with their below signatures. podpisy.
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MERCK SHARP & DOHME s.r.o.

BY/PODPIS . DATE/DATUM
NAME/JMENO: XXX

TITLE/TITUL: XXX XXX

FAKULTNI NEMOCNICE V MOTOLE

BY/PODPIS . DATE/DATUM

NAME/JMENO: XXXXXXXXXXXXXXXX

TITLE/TITUL: na zakladé povéteni/ on the basis of the power of attorney

NEW PRINCIPAL INVESTIGATOR / NOVY HLAVNI ZKOUSEJICi

I, the below undersigned XXX, as the Principal
Investigator, hereby confirm that | have read and agree
with the terms of the Agreement as amended and
respective documentation pertaining to the Study,
including the Protocol, and | undertake to ensure that
duties arising from these documents will be performed in
accordance therewith, including but not limited to the
assignment to Sponsor of any proprietary rights relating
to the Study results that | may otherwise have according
to law. Furthermore, | undertake not to disclose
information relating to the Clinical Trial (the Study)
without a prior written consent of the Sponsor, to hold
this information in confidence and to refrain from using
this information and the Study results for any other
purpose than for the purpose of this Study. | hereby also
agree, in my capacity as the Principal Investigator, that
Sponsor will collect, use, process, disclose and export of
my personal data, including name, qualification and
experience with clinical trials, my financial data relating
to the remuneration paid and financial compensation
received and other personal data, for the purpose of
administration of the Study or, as the case may be, for
their provision to the Ethics Committees or state
authorities and | undertake to obtain such consent also
from the other members of the Study Staff.

Ja, nize podepsany/a XXX, jako Hlavni zkousejici
potvrzuji, Ze jsem se fadné seznamil/a a souhlasim s
podminkami Smlouvy v platném znéni a pfislusnou
dokumentaci ke Studii, vCetné Protokolu, a zavazuji se
zajistit dodrzovani povinnosti z nich vyplyvajicich, a to
napriklad vcetné postoupeni jakychkoliv majetkovych
prav Zadavateli tykajicich se vysledkt Studie, které by
mné mohly nalezet v souladu s pravnimi predpisy. Dale
se zavazuji nezvefejhovat informace tykajici se
predmétné Studie bez predchoziho pisemného souhlasu
Zadavatele, zachovavat mlcenlivost o  vSech
poskytnutych informacich, povazovat tyto za divérné a
zdrzet se jakéhokoliv jiného uziti téchto informaci a
vysledki nez pro ucely tito Studie. Jako Hlavni
zkouSejici souhlasim s tim, Zze Zadavatel bude
shromazd’ovat, pouzivat, zpracovavat, zvefejiiovat a
predavat do zahrani¢i mé osobni udaje, véetné jména,
kvalifikace a zkuSenosti v klinickém hodnoceni, mé
finanéni udaje vztahujici se mimo jiné k obdrzené
odméné¢ a finanéni nahradé¢ a dalsi osobni udaje k
administrativnim t¢eliim v souvislosti se Studii, popf. k
poskytnuti etickym komisim a statnim ufadiim a zavazuji
se zajistit tento souhlas i od ostatnich ¢lentt Studijniho
personalu.

BY/PODPIS , DATE/DATUM
NAME/JMENO: XXX
Exhibit A (Budget) / Ptiloha A (Rozpocet)
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