AMENDMENT NO. 2

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

FAKULTNI NEMOCNICE V MOTOLE, with its
address at V Uvalu 84, Prague 5, Zip code: 150 06,
Czech Republic, company ID: 00064203. Tax ID:
CZ00064203. bank details
. renresented by
under a
mandate dated 29th November 2016 (hereinafter
called "Institution™)

and

MERCK SHARP & DOHME, s.r.0., with its
address at Evropska 2588/33a, Prague 6, ZIP code
160 00, Czech Republic, 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
Corp. with its address at 1 Merck Drive,
Whitehouse Station, New Jersey 08889, United
States of America(hereinafter called ,,Sponsor*)

entered into on 25" of March 2015
(the "Agreement™).

The parties hereto are in accord that the
Agreement for the conduct of study entitled “A
Randomized, Open Label, Phase 11l Study of Overall
Survival Comparing Pembrolizumab (MK-3475)
versus Platinum Based Chemotherapy in Treatment
Naive Subjects with PD-L1Positive Advanced or
Metastatic Non-Small Cell Lung Cancer” MK-3475-
042, Site number (the "Protocol™) is hereby
amended as follows:

1. The budget is amended in accordance with
the new budget terms set forth in Exibit B
to this Amendment. The reason for this
change is increasing of the total budget to
include the cost of the medication with
active ingredient , which will
be supplied locally by pharmacy of the
Institution.
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DODATEK C.2

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

FAKULTNI NEMOCNICI V MOTOLE, se sidlem V
Uvalu 84, Praha 5, PSC: 150 06, Ceska republika,
ICO: 00064203. DIC: CZ00064203. bankovni spoieni

zastoupena
na zékladé poveieni ze dne 29.11.2016 (dale
jen " Zdravotnické zatizeni")

a

MERCK SHARP & DOHME, s.r.0., se sidlem
Evropska 2588/33a, Praha 6, 160 00, Ceské
republika, 1C: 28462564, DIC: CZ28462564, zapsana
v obchodnim rejstriku vedeném Méstskym soudem v
Praze (oddil C vloZka 143 294), jednajicim svym
jménem na Zadost spole¢nosti Merck Sharp & Dohme
Corp., se sidlem 1 Merck Drive, Whitehouse Station,
New Jersey 08889, Spojené staty americké , (dale jen
»Zadavatel®)

dne 25. biezna 2015 (déale jen "Smlouva™).

Strany se dohodly, Ze Smlouva o provedeni
klinického hodnoceni s  nézvem:”Nezaslepené
randomizované klinické hodnoceni faze 3 srovnavajici
lécbu piripravkem MK3475 oproti standardni chemoterapii
u diive  nelécenych  pacientt s  pokrocilym
nemalobun&enym karcinomem plic* ¢islo protokolu MK-
3475-042, ¢islo centra ("Protokol") se zmeni jak je
stanoveno nize :

1. Rozpocet se meéni vsouladu snovymi
podminkami rozpoc¢tu uvedenymi v ptiloze B
tohoto dodatku. Davodem zmeny je navyseni
celkového rozpoctu o castku za lécivy
ptipravek s ucinnou latkou ktery
bude dodavan lokaln¢ léké&rnou
Zdravotnického zatizeni.



2. Furthermore, Article 10 Data, Publications 2. Dale se méni n ¢lanek 10. Udaje, publikace a dalsi

and Other Rights of this Agreement is prava Smlouvy. Do ¢lanku 10 byl vloZen nize
amended. Subsection G below has been uvedeny odstavec G, ktery obsahuje informace
added to Article 10 and contains tykajici se zakona o registru.

information related to the Act on the
Contract Register.

G.  The Parties acknowledge that this G.  Stany uznavaji, Ze tato Smlouva je
Agreement is a mandatorily published contract povinné uverejiiovanym  dokumentem podle
pursuant to Act No. 340/2015 Coll., On zako[]a ¢. 34,0/2015 Sb., o registru smluv, ve
Contract Register, as amended. The Parties have znéni pozdejsich predpisi. Strany se dohodly, ze
agreed that publication of this Agreement in the uverejnéni teto Smlouvy prostrednictvim registru
Contract Register pursuant to Section 5 par. 1 of smluv podle § 5 odst. 1 citovaneho zakona bude
this Act shall be performed by the Institution provedeno  Zdravotnickym  zafizenim bez
without undue delay, however not later than 30 zbytecneho odkladu, nejpozdgji vsak do 30 dni
days after its conclusion. Without undue delay od jejiho uzavreni. Zadavatel doruci bez
Sponsor shall deliver to the Institution final zbyteeneho  odkladu Zdravotnickému  zafizeni
version of documents (with redaction) which konecnou podobu dokumenta (s redigci), které
are subject of publication. Neither Sponsor nor Jsou prgd[nete_m zvetejneni. Zadavatel ani Hlayn|
Principal Investigator shall be authorized to zkousSejici nejsou opravnéni k- uvefejnéni  této
publish this Agreement. Smlouvy.

The Parties understand that the information Strany jsou srozumeny s tim, Ze informace
constituting business secrets of Parties and tvofici obchodni ~ tajemstvi ~Stran a  dalSi
other information that is not subjected to the informace,  které  nepodiehaji  povinnosti
obligation of disclosure, is redacted before the uverejnéni, budou pred odeslanim Smlouvy k
Agreement is sent for publication. Therefore, uverejnéni znecitelnény. S ohledem na uvedené
the Parties agree that before publication Strany souhlasi s tim, ze Zadavatel pred
Sponsor shall ensure protection of personal uverejnénim - zajisti ochranu osobnich Udaji
data (including given name, surname, any type (véetné jmena a prijmeni, jakehokoliv  typu
of ID numbers, birthdates, addresses, identifikacnich  Gdajii, dat narozeni, adres
telephone, bank accounts, etc.) of any bydliste, tglefo_nnl’ch' é!'sel, bankovnll’ch ,Uétﬁ
individual referred to in the Agreement in apod.) jakekoli fyzické osoby ~zminené ve
accordance with the applicable privacy laws. Smlouvé v souladu s pravnimi predpisy na

ochranu osobnich ddaji.
Furthermore, the Parties unanimously agree to

blind, in particular and if applicable, the number of Dale smluvni strany shodné souhlasi, ze bude
the Study subjects, planned Study start and Znecltellilen zejmena p0c,et Sub}ektu hodp.ocgnl
completion dates set forth in the Agreement as zatazenych do Studie, planovana data zahajeni a
well as Protocol and the Study Budget, which form ukonceni: Studie uvedena ve Smlouve, jakoz i
integral parts of the Agreement, since the parties Protokol a rozpocet Studie, které tvoti nedilné
are of the opinion that this information constitutes soucasti Smlouvy, nebot” smluvni strany maji za
a business secret under Section 504 of the Act No. to, ze tyto informace tvori obchodni tajemstvi ve
89/2012 Coll., Civil Code. smyslu § 504 zékona ¢. 89/2012 Sh., obcansky
zakonik.

Strany timto souhlasi, Ze veSkeré dalSi
naleZitosti a podminky Smlouvy zistavaji timto

The parties hereby agree that all other terms Dodatkem nedotceny.

and conditions of the Agreement shall remain in
full force and effect.

This  Amendment becomes valid and Tento Dodatek nabyva platnosti a ucinnosti

effective as of the last date of signing by a party poslednim dnem podpisu Stranami uvedenymi nize.
below.
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This Amendment is made in three 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

BY/ PODPIS:

NAME/JMENO:

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

Strany prohladuji, Ze si tento Dodatek pied
jeho podpisem piecetly, pIn¢ porozumély jeho
obsahu a Ze jej uzaviraji v dobré vire jako projev
své vazné a svobodné vile, na dikaz ¢ehoZ jej
stvrzuji svymi podpisy.

TITLE/TITUL: authorized to act as director / povéieny jedndnim za feditele

DATE/DATUM:

MERCK SHARP & DOHME s.r.o.

BY/ PODPIS:

NAME/ /JMENO: :
TITLE/TITUL:

DATE/DATUM:

BY/PODPIS:

TITLE/TITUL: Principal Investigator/ Hlavni zkou3ejici

DATE/DATUM:
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Exhibit B/Ptiloha B
Study Site Budget/ Rozpocet studie pro centrum
Total Estimated Budget for Site / Celkovy planovany rozpocet pro centrum: 6,401,694 K¢
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