DODATEK €. 1 KE SMLOUVE O PROVEDENI KLINICKEHO HODNOCENI
AMENDMENT NO. 1 TO CLINICAL TRIAL AGREEMENT

Klinické hodnoceni: CA209-8HW

,Randomizovana studie faze Illb hodnotici |écbu
samotnym nivolumabem, kombinaci nivolumabu a
ipilimumabu  nebo chemoterapii dle vybéru
zkousejiciho u pacientd s metastatickym kolorektalnim
karcinomem s vysokou mirou mikrosatelitové
instability (MSI-H) nebo deficitem MMR (dMMR)“
Uzaviené dne 30. fijna 2019, déle jen ,,smlouva“.

XXX
bytem xxx

Datum narozeni: xxx
dale jen ,zkousejici”

Masarykuv onkologicky ustav

Zastoupeny

prof. MUDr. Markem Svobodou, Ph.D., feditelem
Zluty kopec 7

656 53 Brno

Ceska republika

ICO: 00209805

DIC: CZ00209805

dale jen ,,zhotovitel”

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brusel

Belgie

DIC: BE0415033504

dale jen ,,zadavatel”,

spole¢né dale také jako ,,smluvni strany” a jednotlivé
jako ,,smluvni strana”“,

uzaviraji podle § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obcanského zakoniku, ve znéni pozdéjsich predpisl
tento dodatek (dale jen ,dodatek”) ke smlouvé.

1) Smluvni strany se dohodly, Ze v souvislosti s revizi
protokolu (Revidovany protokol €. xxx ze dne xxx)
se mezi povinnd vySetfeni v rdmci klinického
hodnoceni pridavaji dalsi laboratorni vysetieni.
Pfiloha ¢. 1 smlouvy, Prehled plateb, ¢l. IV., odst. c.,
Cast (i) Laboratorni vysetfeni se timto doplnuje.
Pokud budou provedena nasledujici vySetreni dle
pozadavk( protokolu, zhotoviteli bude uhrazena

Clinical Trial: CA209-8HW

“A Phase 3b Randomized Clinical Trial of Nivolumab
alone, Nivolumab in Combination with Ipilimumab, or
an Investigator’s Choice Chemotherapy in Participants
with Microsatellite Instability High (MSI-H) or
Mismatch Repair Deficient (dMMR) Metastatic
Colorectal Cancer”

Executed on 30 October 2019, hereinafter
“Agreement”.

XXX
with the place of residence at xxx
Date of Birth: 30 September xxx
hereinafter “Investigator”

and

Masarykuv onkologicky ustav

Represented by

prof. MUDr.Marek Svoboda, Ph.D., Director
Zluty kopec 7

656 53 Brno

Czech Republic

Identification No.: 00209805

Tax ldentification No.: CZ00209805
hereinafter “Institution”

and

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brussels

Belgium

Tax ldentification No.: BE0415033504
hereinafter “Sponsor”,

Hereinafter referred to jointly as “Parties” and
individually as “Party”,

conclude, pursuant to Sec. 1746 (2) of Act No. 89/2012
Coll., Civil Code, as amended, this amendment
(“Amendment”) to the Agreement.

1) The Parties agreed that according to the Protocol
revision (Revised Protocol no. xxx dated xxx) other
Laboratory tests are added between mandatory
laboratory tests within the Clinical Trial. Exhibit No.
1 of this agreement, Payment Schedule, Art. IV.,
sec. c., part (i) Laboratory Tests is therefore
amended. If the following tests are performed, as
required by the Protocol, the Institution shall be

1
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Castka podle tabulky nize:

XXX

2) Tabulka s navstévamiv xxx ramenije prejmenovana

a upravena nasledovné:

XXX

3) Cl. V. Jiné platby PFilohy €. 1, odst. b. je dopInén a

4)

5)

6)

7)

8)

nadale zni takto:
XXX

Veskera ostatni ustanoveni
zUstdvaji v platnosti.

pavodni smlouvy

XXX

Smluvni strany se dohodly, Ze tento dodatek
nabyva platnosti dnem podpisu posledni smluvni
stranou a ucinnosti dnem zverejnéné v registru
smluv.

Tento dodatek je vyhotoven ve tfech stejnopisech,
kazda smluvni strana obdrzi jedno vyhotoveni.
Tento dodatek je vyhotoven v ¢eském a anglickém
jazyce a v pripadé jakéhokoli sporu je pravné
zavazné Ceské znéni tohoto dodatku.

Smluvni strany prohlasuji, Ze tento dodatek ke
smlouvé je projevem jejich urcité, vainé a
svobodné vile, na dikaz ceho tento dodatek
potvrzuji svymi vlastnoru¢nimi podpisy.

paid at the amount as stated in the following table
below:

XXX

XXX

2) The Visits Table in xxx Arm is renamed and amended

3)

4)

5)

as follows:
XXX
Art. V. Other Payments of Exhibit 1, sec. b. is
amended and continues to read as follows:
XXX
All other provisions of the Agreement shall remain

in full force and effect.

XXX

6) The Parties agreed that this Amendment becomes

7)

8)

valid on the date of its execution by the last Party
and effective upon publishing at the Registry of
Agreements.

This Amendment is made in three counterparts,
with each Party receiving one counterpart.

This Amendment is made in Czech and English
languages and, in the event of any dispute, the
Czech language version of this Amendment shall be
legally binding.

The Parties represent that this Amendment to the
Agreement expresses their definite, serious and
free will, in witness whereof they attach their
signatures to this Amendment.

Dodatek €. 1 ke Smlouvé o provedeni klinického hodnoceni / Amendment No. 1 to Clinical Trial Agreement CA209-8HW-0087, Masarykuv onkologicky Ustav



V Brné dne / Brno, date

10. 6. 2021

V Brné dne / Brno, date

10. 6. 2021

V Praze dne / Prague, date

25.5.2021

Zkousejici / Investigator:

XXX

Za zhotovitele / On behalf of Institution:

prof. MUDr. Marek Svoboda, Ph.D.
feditel / Director
Masarykuv onkologicky Ustav

Za zadavatele / On behalf of Sponsor:

XXX
XXX
Bristol-Myers Squibb International Corporation
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