DODATEK €. 2 KE SMLOUVE O PROVEDENI KLINICKEHO HODNOCENI
AMENDMENT NO. 2 TO CLINICAL TRIAL AGREEMENT

Klinické hodnoceni: CA209-602

,Oteviend, randomizovana studie faze 3 hodnotici
kombinace nivolumabu, elotuzumabu, pomalidomidu
a dexametazonu u relabovaného a refrakterniho
mnohocetného myelomu”

uzaviené dne 30. srpna 2016, ddle jen ,smlouva“.

XXX
XXX
XXX
XXX
Datum narozeni: xxx
dale jen ,zkousejici“

Vseobecna fakultni nemocnice v Praze
Zastoupend- Mgr. Danou Juraskovou, Ph.D., MBA,
reditelkou

U Nemocnice 499/2

128 08 Praha 2

Ceska republika

IC: 00064165

DIC: CZ00064165

dale jen ,zhotovitel”

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brusel

Belgie

DIC: BE415033504

dale jen ,zadavatel”,

spolecné ddle také jako ,smluvni strany” a jednotlivé
jako ,,smluvni strana“,

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

1) Smluvni strany se dohodly, Ze v souvislosti
s Dodatkem ¢. 3 k Protokolu studie se méni zplsob
dodavani nehodnocenych [écivych pripravki
pomalidomid a dexametazon. Tyto pfipravky bude
dodavat zadavatel. Zména bude provedena po
implementaci Dodatku ¢ 3  kProtokolu
zadavatelem.

Clinical Trial: CA209-602

“An Open-Label, Randomized Phase 3 Trial of
Combinations of Nivolumab, Elotuzumab,
Pomalidomide and Dexamethasone in Relapsed and
Refractory Multiple Myeloma”

Executed on 30 August 2016, hereinafter
“Agreement”.

XXX
XXX

XXX

XXX

Date of Birth: xxx
hereinafter “Investigator”

and

Vseobecna fakultni nemocnice v Praze
Represented by Mgr. Dana Juraskova, Ph.D., MBA,
Director

U Nemocnice 499/2

128 08 Praha 2

Czech Republic

Identification No.: 00064165

Tax Identification No.: CZ00064165

hereinafter “Institution”

and

Bristol-Myers Squibb International Corporation
Chaussée de la Hulpe 185

1170 Brussels

Belgium

Tax Identification No.: BE415033504
hereinafter “Sponsor”,

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

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

1) The Parties agreed that in connection with the
Protocol Amendment no. 3 the supply method of
the Non-Investigational Medicinal Products
pomalidomide and dexamethasone has changed.
These products will be supplied by the Sponsor.
The change will occur after the Protocol
Amendment no. 3 has been implemented by the
Sponsor.
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2)

Smlouva se v Clanku IV. Zdkladni podminky pro
zpracovani klinického hodnoceni méni nasledovné:
Odst. 4), prvni véta se nahrazuje nasledovné:

The Agreement has changed in Article IV. Basic
Condlitions for Clinical Trial Processing as follows:
Part 4), the first sentence has been replaced as

Zadavatel  poskytne  zhotoviteli  bezplatné follows:
hodnocené |éCivé pfipravky nivolumab a The Sponsor shall provide the Institution with
elotuzumab, nehodnocené |écivé pripravky Investigational Medicinal Products nivolumab and

pomalidomid a dexametazon a dalsi material podle
protokolu nezbytné kprovedeni klinického
hodnoceni tak, aby mohla byt dodrZena doba
trvani klinického hodnoceni ptedpokladanav ¢l I,
odst. 4 této smlouvy.
Odst. 4), predposledni
nasledovné:

Zhotovitel poskytne nehodnocené lécivé pripravky
vyjma pomalidomidu a dexametazonu.

véta se nahrazuje

Smlouva se v Clanku XIIl. Finanéni vyrovndni méni
nasledovné:

Odst. 2), prvni véta se nahrazuje nasledovné:
Zhotovitel bude fakturovat dohodnutou cenu
spole¢nosti BMS CR.

Odst. 2), posledni odstavec tykajici se fakturace
|é¢ivého pripravku pomalidomid se rusi.

Priloha €. 1 smlouvy, Prehled plateb, se xxx méni
nasledovné:
XXX

Zadavatel bere na védomi zménu bankovnich
udaji zhotovitele. Bankovni Udaje zhotovitele,
které jsou soucasti Pfilohy ¢. 1 smlouvy, Pfehled
plateb, se nahrazuji ndsledovné:

elotuzumab, Non-Investigational Medicinal
Products pomalidomide and dexamethasone, and
other materials according to the Protocol
necessary for the Clinical Trial free of charge so that
the term of the Clinical Trial is complied with, as
estimated in Article Ill (4) of this Agreement.

Part 4), the last but one sentence has been
replaced as follows:

The Institution shall provide the Non-
Investigational Medicinal Products except for
pomalidomide and dexamethasone.

The Agreement has changed in Article XIll.
Financial Settlement as follows:

Part 2), the first sentence has been replaced as
follows:

The Institution shall invoice the agreed price to
BMS CR.

Part 2), the last paragraph regarding invoicing of
the medicinal product pomalidomide has been
cancelled.

Exhibit 1 of the Agreement, Payment Schedule, has
changed xxx as follows:
XXX

2) The Sponsor acknowledges the change of the

Institution’s bank details. The Institution’s bank
details which are part of the Exhibit 1 of the
Agreement, Payment Schedule, have been
replaced as follows:

Vseobecna fakultni nemocnice v Praze
24035021/0710

CZ 33 0710 0000 0000 2403 5021
Ceskd narodni banka

Na Prikopé 28, Praha 1, 115 03

N&zev Gétu / Account Name:
Cislo Gc¢tu / Account No.:
IBAN cislo / IBAN:

Nazev banky / Bank Name:
Adresa banky / Bank Address:

Swift kdd / Swift code: | CNBACZPP
Specificky symbol / Specific Symbol: | 5206616201
3) xxx 3) xxx

4) Veskera ostatni ustanoveni smlouvy z(stavaji v
platnosti.

4) All other provisions of the Agreement shall
remain in full force and effect.

5) Smluvni strany se dohodly, Ze tento dodatek
nabyva platnosti a uUcinnosti dnem podpisu
posledni smluvni stranou.

5) The Parties agreed that this Amendment
becomes valid and effective on the date of its
execution by the last Party.

6) Tento dodatek je vyhotoven ve tfech stejnopisech,
kazda smluvni strana obdrZi jedno vyhotoveni.

6) This Amendment is made in three counterparts,
with each Party receiving one counterpart.
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7) Smluvni strany prohlasuji, Ze tento dodatek ke

smlouvé je projevem jejich urcité, vadiné a
svobodné vlle, na dlikaz ceho tento dodatek
potvrzuji svymi vlastnoru¢nimi podpisy.

8) Zadavatel bere na védomi, Ze zhotovitel je povinen

zverejiiovat informace v souladu se zdkonem ¢.
340/2015 Sb., o registru smluv. Smluvni strany se
dohodly, Ze zhotovitel zvefejni verzi dodatku,
kterou mu za timto uUcelem pfipravi a poskytne
zadavatel nejpozdéji v den podpisu dodatku, ato v
strojové Citelném formatu v elektronické podobé
zaslanim na emailovou adresu okh@vfn.cz

7) 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.

8) The Sponsor acknowledges that the Institution is
obligated to publish the information pursuant to
Act No. 340/2015 Coll., on Registry of Agreements.
The Parties have agreed that the Institution shall
publish the version of the Amendment prepared
and provided for this purpose by the Sponsor on
the day of this Amendment execution at the latest,
in a machine-readable format in an electronic form
by sending to the e-mail address okh@vfn.cz.

V Praze dne / Prague, date

Zkousejici / Investigator:

XXX

V Praze dne / Prague, date

Za zhotovitele / On behalf of Institution:

Mgr. Dana Juraskova, Ph.D., MBA, feditelka /
Director
Vseobecna fakultni nemocnice v Praze

V Praze dne / Prague, date

Za zadavatele / On behalf of Sponsor:

XXX
XXX
Bristol-Myers Squibb International Corporation
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