AMENDMENT NO. 2

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

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

. , on the basis of
the power of attorney (hereinafter called "Provider of
Healthcare")

and

MERCK SHARP & DOHME s.r.o., with its
address at Na Valentince 3336/4, Prague 5, Zip
code 150 00, ID: 28462564, tax ID: CZ28462564,
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, successor to
Merck Sharp & Dohme Corp., with its address at
126 East Lincoln Avenue, P.O. Box 2000, Rahway,
NJ 07065 USA, represented

(hereinafter called “Sponsor”)

entered into on 13 January 2020 and amended on 19
June 2024 (the "Agreement").

The parties hereto are in accord that the
Agreement for the conduct of study, V503-049-
0402: "A Phase 3, International, Multi-center,
Randomized, Double-blind, Placebo controlled
Clinical Trial to Study the Efficacy,
Immunogenicity, and Safety of the 9vHPV Vaccine,
a Multivalent L1 Virus-like Particle Vaccine, in the
prevention of oral persistent infection with HPV
Types 16, 18, 31, 33, 45, 52, or 58 in adult males,
20 to 45 years of age," (the "Protocol") is hereby
amended as follows:

1. The budget is amended in accordance
with the new budget terms set forth in
Attachement A to this Amendment. The
changes to the budget include the
following:

e Four patient visits were added to the
budget resulting in increases to

DODATEK C.2

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

FAKULTNI NEMOCNICI V MOTOLE, statni
prispévkovou organizaci, se sidlem V Uvalu 84, Praha
5, PSC: 150 06, ICO: 00064203, DIC: CZ00064203,
zastoupenou ,na
zaklade povereni (dale jen ,,Poskytovatel zdravotnich
sluzeb")

a

MERCK SHARP & DOHME s.r.o., 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
spole¢nosti MERCK SHARP & DOHME LLC,
nastupce spolecnosti Merck Sharp & Dohme Corp.,
se sidlem 126 East Lincoln Avenue, P.O. Box 2000,

Rahway. NJ 07065, USA, zastoupenou, [l
I ci'cjcn Zadovatct

dne 13. 01. 2020 a zménénou Dodatkem ¢.1 dne 19.
06. 2024. (dale jen ,,Smlouva®)

Strany se dohodly, ze Smlouva o provedeni
klinického hodnoceni dle protokolu ¢. V503-049,
¢islo mista hodnoceni 0402, s nazvem: ,,Mezinarodni,
multicentrické, randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni faze 3,
jehoz cilem je zkoumat ucinnost, imunogenicitu a
bezpecnost vakciny 9vHPV (multivalentni vakcina
obsahujici castice podobné virim L1) v prevenci
perzistujici tstni infekce HPV typu 16, 18,31, 33, 45,
52 nebo 58 u dospelych muzi ve véku od 20 do 45
let®, (,,Protokol*) se zméni tak, jak je stanoveno niZe:

1. Rozpocet klinického hodnoceni pro centrum
se méni v souladu s novymi podminkami
rozpo¢tu uvedenymi v piiloze A tohoto
dodatku.

e Do rozpoctu byly pfidany 4
pacientské navstévy, coz vedlo ke



patient reimbursement and informed
consent payments.

e The total amount of the budget is
increased.

The parties hereby agree that all other terms
and conditions of the Agreement shall remain in
full force and effect.

This Amendment becomes valid on the last
date of signing by a party below and effective on
the publication of the redacted Amendment in the
contract register in accordance with Contract
Register Act No. 340/2015 Coll., as amended.

This Amendment is made in two Czech -
English language versions of which each party
shall receive one counterpart. In case there is a
discrepancy between both language versions, the
Czech language version shall be decisive.

The parties declare that they have read this
Amendment prior to its signing, fully understand
its contents and conclude it in good faith as
manifestation of their serious and free will which
they confirm with their below signatures.

FAKULTNI NEMOCNICE V MOTOLE:

Naveveno: |

zvyseni ndhrad pacient a plateb za
informovany souhlas.

o Vdusledku toho se ménii celkova
odhadovana vyse Rozpoctu, ktera
nove ¢ini ¢astku 5 420 114,- K¢ (odst.
8.2. Smlouvy).

Strany timto souhlasi, Ze veskeré dalsi
nalezitosti a podminky Smlouvy zlstavaji timto
Dodatkem nedotceny.

Tento Dodatek nabyva platnosti poslednim
dnem podpisu Stranami uvedenymi nize a u¢innosti
dnem zvetejnéni redigovaného Dodatku v registru
smluv v souladu se zakonem ¢&. 340/2015 Sb., o
registru smluv, ve znéni pozd¢jSich predpist.

Tento Dodatek je vyhotoven ve dvou cesko-
anglickych jazykovych verzich, z nichz kazda Strana
obdrzi po jednom vyhotoveni. Objevi-li se mezi
obéma jazykovymi verzemi nesrovnalosti, je
rozhodujici ¢eska jazykova verze.

Strany prohlasuji, ze si tento Dodatek pied
jeho podpisem precetly, pln¢ porozumély jeho
obsahu a Ze jej uzaviraji v dobré viie jako projev své
vazné a svobodné vile, na dikaz ¢ehoz jej stvrzuji
svymi podpisy.

TITLE/TITUL: na zéklad¢ povéieni/ on the basis of the power of attorney

DATE/DATUM:
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MERCK SHARP & DOHME s.r.o.

Name/ antino: [

TITLE/TITUL: Clinical Research Director CZ & SVK, GCTO

DATE/DATUM:

PRINCIPAL INVESTIGATOR/HLAVNI ZKOUSEJICI

I have read and agree with the terms of this
Amendment, including the Protocol, and that I will
act and perform my duties in the Study in
accordance therewith, including but not limited to
the assignment to Sponsor of any proprietary rights
relating to the Study results that I may otherwise

have according to law.

Nave/amino: |

DATE/DATUM:
FN Moto! || 049-0402 Amend2
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Seznamil jsem se a souhlasim s podminkami této
Dodatku, vcetné¢ Protokolu, a budu jednat a
vykonavat své povinnosti vramci Studie
v souladu s témito podminkami, a to naptiklad
vcetné postoupeni jakychkoliv majetkovych prav
Zadavateli tykajicich se vysledkii Studie, které
by mné¢ mohly nélezet v souladu s pravnimi
predpisy.





