Amendment # 3
to Clinical Trial Agreement

Protocol No. XXX

Dodatek ¢. 3
ke Smlouvé o klinické studii

C. protokolu XXX

This amendment (“Amendment”) is made by

Tento dodatek (,,Dodatek™) vydava

Celgene Corporation, having its principal office at
NJ 07901, USA
represented for the purposes of this Amendment by

86 Morris Avenue, Summit,

Celgene International 11 Sarl, a limited liability
company organized under the laws of Switzerland
having its principal office at Route de Perreux 1, 2017
Boudry, Canton of Neuchatel, Switzerland,
(hereinafter the “Sponsor”).

For the only purposes of signing this Amendment the
Sponsor is represented by PPD Investigator
Services LLC, a company organized under the laws
of the State of Delaware having its principal office at

929 North Front Street, Wilmington NC 28401, USA,;

Celgene Corporation se sidlem na adrese 86 Morris
Avenue, Summit, NJ 07901, USA zastoupend pro
ucely tohoto dodatku Celgene International 11 Sarl,
spole¢nosti s ru¢enim omezenym ziizenou podle
$vycarskych pravnich ptedpist s hlavnim sidlem v
Route de Perreux 1, 2017 Boudry, Canton of
Neuchatel, Svycarsko (dale jen ,,zadavatel ).

Zadavatel je pouze pro ucely podpisu tohoto dodatku

zastoupen PPD Investigator Services LLC,

spole¢nosti  zaloZzenou podle zdkonii State of
Delaware, se sidlem na adrese 929 North Front

Street, Wilmington NC 28401, USA,

and

a

V3ieobecna fakultni nemocnice v Praze, located at U
Nemaocnice 499/2, 128 08 Praha 2, Czech Republic,
ID No: 00064165, VAT No: CZ 00064165,
represented by XXX based on Power of Attorney
dated 7th June 2019

(hereinafter the “Institution”);

Vseobecna fakultni nemocnice v Praze, se sidlem
U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika, IC: 00064165, DIC: CZ 00064165,
zastoupend XXX na zdkladé¢ plné moci ze dne
7.6.2019

(dale ,, zdravotnické zarfizeni”),

and

a

XXX with place of business at I. Clinic of Internal
Medicine - Haematology, U Nemocnice 499/ 2, 128
08 Prague 2, Czech Republic

(hereinafter the “Investigator”);

XXX, s pracovistém na adrese I. Interni klinika —
Hematologie, U Nemocnice 499/ 2, 128 08 Praha 2,
Ceska republika

(déle ,,zkousejicr),

(together the “Parties”™).

(spole¢né ,,strany ).

WHEREAS

JELIKOZ
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Q) The Parties entered into a Clinical Trial
Agreement which was fully executed on 14th March
2019, which came into effect with the date of its
posting in contract registry, related to the Study XXX
(the “Agreement”);

(i) Strany uzaviely v souvislosti se studii XXX
Smlouvu o klinické studii s datem podpisu 14. biezna
2019, ktera nabyla G¢innosti datem vlozeni smlouvy

do registru smluv (,,smlouva“);

(ii) The Parties now wish to amend the Agreement as
per the terms and conditions of the Amendment
due to the Study Protocol amendment 5.0 dated
on 24 August 2023 which results in

- Addition of XXX:

*« XXX
e XXX
« XXX
o« XXX
o« XXX

- XXX

- XXX

and which will lead to the following budgetary

changes:

(if) Strany sinyni pieji ptidat dodatek k této smlouveé
v souladu se smluvnimi podminkami smlouvy v
dusledku dodatku ¢. 5.0 k protokolu studie s
datem 24. srpna 2023, coZ ma za nasledek

- Pridani XXX:

* XXX » Lokélni hematologie

« XXX

* XXX

o XXX

- XXX

- XXX

coz povede K nasledujicim zménam rozpoétu:

a) Change of cost of following visits/zméné platby za nasledujici navstévy:

Visit Cost (CZK)/
Period / Obdobi Visit / Navstéva Naklady za navstévu
(K¢)

XXX XXX XXX
XXX

XXX XXX XXX

XXX XXX XXX

XXX
XXX XXX
b) XXX
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Procedure / Postup Cost per Procedure
(CZK) / Naklady na
postup (K¢)

XXX XXX

XXX XXX

XXX XXX XXX

XXX XXX
XXX XXX
XXX XXX

¢) Change in language specification for unscheduled visits and addition of Archiving fee due to new
Institution guidelines/zméné ve specifikaci ohledné plateb za neplanované navstévy a piidani

archivacniho poplatku z divodu aktualizace standardnich postupii poskytovatele:

Unscheduled Safety Visits: Unscheduled safety

visits arising as a result of Study Participants
participation in the Study will be reimbursed, at the
rate listed in the budget, which reflects Investigator
assessment only. Procedures should be invoiced

separately.

Neplanované navs§tévy z duvodu bezpecnosti:

Neplanované bezpecnostni navstévy vzniklé v
dtsledku ucasti Gcastnikti studie ve studii budou
hrazeny v sazbé uvedené v rozpoctu, kterd odrazi
pouze vysetfeni zkousejicim. Postupy by mély byt

fakturovany samostatné.

Institution will receive

Archiving fee: The
reimbursement for archiving of study documents in
the amount of XXX payable as a one-time fee

invoiced at close-out of the Study at the Institution.

Archiva¢ni poplatek: Zdravotnickému zafizeni

bude proplacen poplatek za archivaci studijni
dokumentace ve vys$i XXX jako jednorazova platba
ve studii fakturovand po ukonceni studie ve

zdravotnickém zafizeni.

The Parties agree as per the following:

Strany souhlasi s nasledujicim:

> GENERAL

1. OBECNE PODMINKY

1.1 In this Amendment, unless expressly stated
herein, defined terms shall have the same meaning as

in the Agreement.

1.1 V tomto dodatku, pokud zde nebude vyslovné
uvedeno jinak, musi mit definované terminy stejny

vyznam jako ve smlouve.

1.2 The Parties agree to the terms of this
Amendment above and all other terms and conditions
shall remain in full force and effect as per the current
terms of the Agreement. If there is a conflict between
this Amendment and the Agreement or any earlier
amendment, the terms of this Amendment shall

prevail.

1.2 Strany souhlasi s podminkami tohoto dodatku
uvedeného vyse, pficemz vSechny ostatni podminky
smlouvy zlstavaji v plné platnosti. Pokud dojde k
rozporu mezi timto dodatkem a smlouvou nebo

vvvvvv

tohoto dodatku.
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1.3 The Parties agree this Amendment shall be valid
as of the date of the last signature and effective as of
the date of its posting in contract registry (the
“Effective Date”). Payments under this Amendment
shall be effective from 08Apr2024, the date of
implementation of Protocol Amendment version 5.0
at the Institution, anyway Unscheduled visits will be
paid retrospectively since the time when they were

actually performed.

1.3 Strany souhlasi s tim, Ze tento dodatek nabude
platnosti datem posledniho podpisu a ucinnosti
datem jeho uvefejnéni v registru smluv (,,datum
nabyti ucinnosti). Platby splatné dle tohoto
Dodatku budou uéinné od 8. dubna 2024, data
implementace dodatku k Protokolu ¢. 5.0 ve

zdravotnickém zafizeni poskytovatele, pficemz
platby za neplanované navstévy budou uhrazeny

zpétné od data, kdy byly skuteéné provedeny.

1.4 Signatures to this Agreement captured via
portable document format (.pdf) shall have the same
effect as the physical delivery of the paper document
bearing original signatures by their duly authorized

representatives.

1.4 Podpisy této smlouvy zachycené ve formatu pdf
budou mit stejny ucinek jako fyzické dodani
papirového dokumentu s origindlnimi podpisy

nalezité povétenych zastupci.

1.5
and the Czech versions of this Amendment, the actual

If there is a discrepancy between the English

intention of the parties shall be established by a good
faith interpretation considering both versions. In case
such

a discrepancy cannot be resolved by

interpretation, the Czech version shall prevail.

1.5 'V pfipad¢ rozporu mezi anglickou a ¢eskou
verzi tohoto dodatku by skute¢ny zdmér smluvnich
stran mél byt stanoven v dobré viie provadénou
interpretaci obou verzi. Pokud takova interpretace

rozpor nevyfesi, bude rozhodujici verze ceska.

Remainder of page intentionally left blank —

signature page follows

zbyvajici Cast této strany je zamérné ponechana

prazdné — nasleduje strana s podpisy
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Executed by the authorized representatives of the

Parties

Podepsano tadné opravnénymi zastupci smluvnich

stran

PPD Investigator Services LLC
in the name of / jménem
CELGENE INTERNATIONAL Il SARL

Signature / Podpis

Name / Jméno

Title / Funkce

Date / Datum

XXX
INVESTIGATOR / ZKOUSEJICI

Signature / Podpis:

Title / Funkce:

Date / Datum;

VSEOBECNA FAKULTNI NEMOCNICE V PRAZE

Signature / Podpis

XXX
Name / Jméno

XXX

Title / Funkce

Date / Datum
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