DODATEK 5 k SMLOUVE o klinickém
hodnoceni

Tento dodatek 5 k smlouvé (,,dodatek 5%)
uzaviraji s ucinnosti ode dne uvefejnéni v
centralnim registru smluv (dale jen ,,datum
ucinnosti’’)

PPD Czech Republic, s.r.o., se sidlem
Budéjovicka alej, Antala Staska 2027/79, 140
00 Praha 4, Ceska republika, dcefina
spole¢nost PPD International Holdings GmbH.,
jednajici  prostfednictvim  MUDr. Dariny
Hrdlickové — jednatelky spolecnosti a zapsana
v obchodnim rejstitku vedeném Meéstskym
soudem v Praze, ¢ast C, €. vlozky 37941.

IC: 63671077

DIC: CZ63671077

(“PPD”) konajici jménem zadavatele jako
nezavisly dodavatel

A
Fakultni nemocnice Brno,

se sidlem Jihlavska 20, 625 00 Brno, Ceska
republika, zastoupena

IC: 65269705
DIC: CZ65269705
(,,poskytovatel*)

A

(,,zkousejici*)

je doplitkem smlouvy mezi zadavatelem, PPD,
poskytovatelem a zkousejicim, ktera byla plné
podepsana dne 15 Unora 2011 v znéni dodatku
(,,smlouva‘).

SMLUVNI STRANY PROHLASUJI, ZE

Roch

AMENDMENT5TO
AGREEMENT on Clinical Study

This Amendment 5 to Statement of Agreement
(“Amendment 5) made effective from the date
the Agreement is published in the Contract
Register ("Effective Date") by and between

PPD Czech Republic, s.r.o., 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.

Company ID no.: 63671077

Tax ID no.: CZ63671077

(“PPD”), acting on its behalf and as an
independent contractor on behalf of Sponsor,

and

Fakultni Nemocnice Brno,
with its registered address at Jihlavska 20, 625

00 Brno, Czech Reﬁublic, reiresented by

Company ID no.: 65269705
Tax ID no: CZ65269705
(“Institution”)

and

nvestigator

shall be an amendment to that certain
Statement of Agreement between Sponsor,
PPD and Institution/Investigator dated 15%
February 2011, as amended (“Agreement”).

WITNESSETH

e- Czech Republic Pl Amendment no. 5
Approved for signature



VZHLEDEM K TOMU, ze zadavatel, PPD,
poskytovatel a zkouSejici uzavieli smlouvu,
podle které poskytovatel a zkousejici poskytuji
PPD a =zadavateli urcité sluzby spojené s
klinickym hodnocenim dle protokolu ¢&.
WA25046 (“klinické hodnoceni”); a

VZHLEDEM K TOMU, Ze si smluvni strany
preji upravit podminky smlouvy, jak je
stanoveno v tomto dodatku,

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

1. Stavajici rozpocet v ptiloze 6 doplnény
dodatkem ¢&. 4 smlouvy bude vymazan a v
celku nahrazen rozpo¢tem nize:

WHEREAS, Sponsor, PPD, Institution and
Investigator have entered into the Agreement
pursuant to which Institution and Investigator
provide certain clinical trial services to PPD
and Sponsor related to Sponsor’s study with
protocol number WA25046 (“Study”); and

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. The existing Budget table in Appendix 6
added to Budget with Amendment no. 4 shall
be deleted and replaced with budget table
below.

Open-Label extension Study in Patients Who Discontinued Treatment in
the Blinded Phase of ORATORIO /

Faze otevi‘eného prodlouzeni pro pacienty, které ukondili lé¢bu zaslepené
fazi OROTARIO

Visit name / Nazev navstévy

Costs per visit / Suma za
navstévu

Roche -Czech Republic Pl

Approved for signature
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INVOICED ITEMS:

Unit Cost (including OH)

*Payments shall be effective as of December 7, 2015. / Platby jsou u¢inné od 7. prosince

2015

1. Ke dni tcinnosti ustanoveni Il (3)
smlouvy bude vymazano a nahrazeno
ustanovenim nize:

Klinické hodnoceni nebude v fesitelském
centru zahajeno diive, nez vejde v platnost tato
smlouva a budou splnény dalsi podminky
vyzadované piisluSnymi pravnimi predpisy.
Zatazovani subjekti hodnoceni do klinického
hodnoceni bude zahajeno v prib&hu

a ukonceno do

Ptedpokladany cas potiebny k provedeni
klinického hodnoceni je od & do

3. Dodatek 5 se podpisem smluvnich stran
stane soucasti smlouvy a veskeré odkazy
na smlouvu budou znamenat odkaz na
smlouvu véetné dodatku 5.

4.  Vsechna ostatni ustanoveni a podminky
smlouvy zistavaji v plné platnosti a
ucéinnosti. V piipadé jakéhokoli rozporu
mezi ustanovenimi smlouvy a tohoto
dodatku 5 budou rozhodujici a fidici
ustanoveni tohoto dodatku 5

5. Veskera pouzitd terminologie, ktera neni
blize definovana v tomto dodatku 5 bude
mit stejny vyznam jako je uvedeno ve

Roch

2. As of Effective Date Clause Il (3) of the
Agreement shall be deleted in its entirety
and replaced with Clause below:

The Clinical Trial will not be started in the
Trial Centre before this Agreement becomes
valid and other conditions required by relevant
legal regulations are fulfilled. Selection of
Clinical Trial subjects for the Clinical Trial
will begin durin and will be
completed by . The entire Clinical
Trial is planned to be conducted from

I -

3. Upon execution, this Amendment 5
shall be made a part of the Agreement
and shall be incorporated by reference
therein.

4. 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 5 the terms of this

Amendment 5 shall govern and
control.
5. All capitalized terms used, but not

otherwise defined herein, shall have
the meanings ascribed to them in the

3
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smlouve. Agreement.
NA DUKAZ UVEDENEHO, dolu podepsany IN WITNESS WHEREOF, the undersigned

uzaviraji tenhle dodatek 5 ke dni posledniho have executed this Amendment 5 as of the day
podpisu smluvnich stran. of the last signature of Parties.

PPD Czech Republic, s.r.o.

Podpis / By:
Jméno / Na
Funkce / Titl

Datum / Dat

INSTITUTION

Jméno / Name: MUDr. Ivo Rovny, MBA
Funkce / Title: feditel / Director

Datum / Date:

INVESTIGATOR

Podpis / By

Jméno / Na

Datum / Da

Roche Czech Reﬁubllc Pl -a Amendment no. 5

Approved for signature



