Dodatek 4 ke
Smlouvé o klinickém hodnoceni

Amendment 4 to
Agreement on Clinical Study

Tento dodatek 4 ke smlouvé o klinickém hodnoceni
(,,dodatek 4°‘) mezi:

This Amendment 4 to Agreement on Clinical Study
(“Amendment 4”) between:

PPD Czech Republic, s.r.o.,

se sidlem Budé&jovicka alej, Antala Staska 2027/79,
140 00 Praha 4, Ceska republika dcefina spole¢nost
PPD International Holdings GmbH., zastoupena
MUDr. Darinou Hrdlickovou —  jednatelkou
spoleCnosti a zapsana v obchodnim rejstiiku
vedeném M¢éstskym soudem v Praze, oddil C, vlozka
37941

(“PPD”)

PPD Czech Republic, s.r.o.,

with its registered address at Budejovicka alej,
Antala Staska 2027/79, 140 00 Prague 4, Czech
Republic a subsidiary of PPD International Holdings
GmbH., represented by MUDr. Darina Hrdlickova,
executive of the company, and registered in the
Commercial Register at the Municipal Court in
Prague, Section C, Insert 37941

(“PPD”)

A

and

Fakultni nemocnici Kralovské Vinohrady,

se sidlem Srobarova 1150/50, 100 34 Praha 10,
Ceska republika, zastoupena Doc. MUDr. Robertem
Grillem, Ph.D., MHA, feditelem

Cislo jednaci: KH 31/2012

specificky symbol: 52035

(,,zdravotnické za¥izeni*)

Fakultni nemocnice Kralovske Vinohrady with its
registered address at Srobarova 1150/50, 100 34
Praha 10, Czech Republic, represented by director
Doc. MUDr. Robert Grill, Ph.D., MHA

Refference no: KH 31/2012

Specific no: 52035

(“Medical Facility”)

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

each a “Party” and collectively the “Parties”

je dodatkem smlouvy o klinickém hodnoceni mezi
PPD a zdravotnickym zafizenim, ktera byla plné
podepsana dne 1. fijna 2012, dodatku 1 pIng
podepsaného 31. ledna 2013, dodatku 2 plné
podepsaného 18. srpna 2014 a dodatku 3 plné
podepsaného 24. listopadu 2017 (,,Smlouva‘).

shall be an amendment to that certain Agreement on
Clinical Study between PPD and Medical Facility
fully executed on 1%t October 2012, Amendment no. 1
fully executed on 31t January 2013, Amendment no. 2
fully executed on 18" August 2014 and Amendment
no. 3 fully executed on 24™ November 2017
(“Agreement”).

SMLUVNI STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, ze PPD a zdravotnické
zafizeni uzavieli smlouvu, podle které poskytovatel
poskytuje PPD urcité sluzby spojené s klinickym
hodnocenim dle protokolu ¢. C16010 s nazvem:
,,Randomizované, dvojité zaslepené,
multicentrické klinické hodnoceni faze 3 hodnotici

WHEREAS, PPD and Medical Facility have entered
into the Agreement pursuant to which the Institution
provides certain Study services to PPD according to
Protocol no. C16010 entitled: “A Phase 3,
Randomized, Double-Blind, Multicenter Study
Comparing Oral MLN9708 plus Lenalidomide

kombinaci peroralniho MLN9708 a lenalidomidu | and Dexamethasone versus Placebo plus
s dexamethasonem ve srovnani s kombinaci | Lenalidomide and Dexamethasone in Adult
placeba a lenalidomidu s dexamethasonem v 1é¢bé | Patients with Relapsed and/or Refractory
dospélych  pacientia s relabujicim  a/nebo | Multiple Myeloma”, and

refrakternim mnoho¢etnym myelomem?”, a
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VZHLEDEM K TOMU, zZe si smluvni strany pieji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku 4,

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 4 a s umyslem byt jim pravné vazany
takto:

WHEREAS, the Parties desire to amend the terms of
the Agreement as set forth herein,

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound,
the Parties agree as follows:

1. doplnit smlouvu nasledovné: sekce Ill. odstavec 1)
bude zcela nahrazen novym odstavcem 1) ve znéni:
Klinické hodnoceni bude provedeno na Interni
hematologické klinice zdravotnického zafizeni (dale
jen ,FeSitelské centrum®), v cele se zkouSejicim
XXX jako hlavnim zkousejicim (vyse a dale jen
»zkousejici) a dalSimi povéfenymi pracovniky —
studijnim tymem.

1. to update the Agreement with the following:
section Il paragraph 1) shall be replaced in its
interity with the new paragraph 1) as follows: The
Clinical Study shall be conducted at Hematology
Clinic of Internal Medicine of the Medical Facility
(further, the “study centre”), headed by the
Investigator XXX (above and further, the
“Investigator”) as the Principal Investigator and
other authorized employees — Study Staff.

2. Dodatek 4 se podpisem smluvnich stran stane
soucasti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné dodatku 4.

2. Upon execution, this Amendment 4 shall be made
a part of the Agreement and shall be incorporated by
reference therein.

3. Vsechna ostatni ustanoveni a podminky smlouvy
zustavaji v plné platnosti a ucinnosti. V piipade
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 4 budou rozhodujici a fidici
ustanoveni tohoto dodatku 4.

3. All other terms and conditions of the Agreement
shall remain in full force and effect. In the event of
any conflict between the terms of the Agreement and
this Amendment 4, the terms of this Amendment 4
shall govern and control.

4. Veskera pouzitad terminologie, kterda neni blize
definovdna vtomto dodatku 4 bude mit stejny
vyznam jako je uvedeno ve smlouve.

4. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed to
them in the Agreement.

5. Tento dodatek nabyva platnosti dnem jeho podpisu
posledni ze stran a ucinnosti dnem zvefejnéni
v registru smiluv.

5. This Amendment shall be valid upon the last
signature of the Contractual Parties and effective upon
posting the Amendment in Contract registry.

Toto misto bylo zameérné ponechdno prazdné,;
podpisy smluvnich stran jsou uvedeny na
nasledujici strané.

This space has been intentionally left blank; the
signatures of the Parties are on the following

page.
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NA DUKAZ SOUHLASU se znénim dodatku 4
Fipojuji smluvni strany své podpisy niZe.

IN WITNESS OF THEIR CONSENT to this
Amendment 4, the Parties have signed below.

PPD:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date:

Podpis/Signature:

Pozice/Title: feditel/director

Datum/Date:

Zkousejici/Principal Investigator:

Podpis/Signature:

Jméno/Name: XXX

Datum/Date:

Poskytovatel/Institution: Fakultni nemocnice Kralovské Vinohrady

Jméno/Name: Doc. MUDr. Robert Grill, Ph.D., MHA

I Acknowledge and Agree/Beru na védomi a souhlasim
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