Dodatek 3 ke
Smlouvé o provedeni klinického hodnoceni

Tento dodatek 3 ke smlouvé o provedeni klinického
hodnoceni (,,dodatek 3*) mezi:

PPD Czech Republic, s.r.0., se sidlem Budé&jovicka
Alej, Antala Staska 2027/79, 140 00 Praha 4, Ceské
republika, dcefind spole¢nost PPD International
Holdings GmbH., jednajici prostiednictvim XXX a
zapsana v obchodnim rejstiiku vedeném Méstskym
soudem v Praze, sp. zn. C 37941.

IC: 63671077
DIC: CZ63671077
(,,PPD”)

a

Fakultni nemocnici v Motole,

statni prispévkovou organizaci

se sidlem V Uvalu 84, 150 06 Praha 5, Ceska republika,
zastoupenou XXX

ICO: 00064203
DIC: CZ00064203
dale jen ,,poskytovatel”

je dodatkem 3 smlouvy o provedeni klinického
hodnoceni mezi PPD, poskytovatelem, ktera byla plné
podepsana dne 17. biezna 2014 a zménéna dodatkem 1
ze dne 14. listopadu 2016 a dodatkem 2 ze dne 11.
dubna 2019 (,,Smlouva“).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, ze PPD a poskytovatel
uzavieli smlouvu, podle které poskytovatel poskytuje
PPD urgité sluzby spojené s klinickym hodnocenim dle
protokolu ¢. YKP3089C017 s nazvem: ,,A Multicenter,
Double-Blind, Randomized, Placebo-Controlled, Dose-
Response Trial of YKP3089 as Adjunctive Therapy in
Subjects with Partial Onset Seizures, with Optional
Open-Label Extension*, a

VZHLEDEM K TOMU, ze si smluvni strany pieji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku 3,

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 3 a s Umyslem byt jim pravné vazany
takto:

1. ¢lanek 111 odstavec 3) smlouvy bude zcela vymazan a

YKP3089C017 — Amdt 3 to site CTA - Site Pl XXX
Approved for signature XX/20Nov2019

Amendment 3 to
Agreement on Clinical Study

This Amendment 3 to Agreement on Clinical Study
(“Amendment 3”) between:

PPD Czech Republic, s.r.o., registered address at
Budgjovicka alej, Antala Staska 2027/79, 140 00 Prague
4, Czech Republic a subsidiary of PPD International
Holdings GmbH., represented by XXX, and registered
in the Commercial Register at the Municipal Court in
Prague, file reference C 37941.

Company ID no.: 63671077
Tax ID no.: CZ63671077
(“PPD”)

and

Fakultni nemocnice v Motole,

State funding organisation

with its registered address at V' Uvalu 84, 150 06 Prague
5, Czech Republic, represented by XXX

Company ID no.: 00064203
Tax ID no: CZ00064203
further, the “Medical Facility”

shall be an Amendment 3 to that certain Agreement on
Clinical Study between PPD and Medical Facility fully
executed on 17" March 2014, amended by Amendment
1 fully executed on 14™ November 2016 and by
Amendment 2 fully executed on 11" April 2019
(“Agreement”).

WITNESSETH

WHEREAS, PPD and Medical Facility have entered
into the Agreement pursuant to which the Medical
Facility provides certain clinical study services to PPD
according to protocol no. YKP3089CO017 entitled: ,,A
Multicenter, Double-Blind, Randomized, Placebo-
Controlled, Dose-Response Trial of YKP3089 as
Adjunctive Therapy in Subjects with Partial Onset
Seizures, with Optional Open-Label Extension*; 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. Article 11l paragraph 3) will be deleted in its interity
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nahrazen nasledujicim textem:

,Klinické hodnoceni nebude v feSitelském centru
zahdjeno diive, nez vejde v platnost tato smlouva, a
budou splnény dalsi podminky vyzadované piislusnymi
pravnimi piedpisy. Zatazovani subjektd hodnoceni do
klinického hodnoceni bude zahajeno v priabéhu XXX,
Predpokladany cas potiebny k provedeni klinického
hodnoceni je od XXX do XXX. Doba provadéni
Klinického hodnoceni muze byt vjeho pribéhu
prodlouzena nebo zkrécena. Spole¢nost PPD pisemné
ozndmi zdravotnickému zatizeni a zkouSejicimu
pfipadné zmény v pifedpokladaném cCase potiebném
k fAdnému provedeni klinického hodnoceni.

2. ptiloha ¢.1 smlouvy bude doplnéna nasledovné:

Tabulka plateb nize v pfiloze ¢. 1 smlouvy — rozpis
plateb bude doplnéna nasledujicim textem vyznacenym
tuénym pismem pod tabulkou:

and will

paragraph:
“The Clinical Study will not be started in the Study Site
before this Agreement becomes valid and other
conditions required by relevant legal regulations are
fulfilled. Selection of Clinical Study subjects for the
Clinical Study will begin during XXX. The entire
Clinical Study is planned to be conducted from XXX to
XXX. The term of the Clinical Study may be extended
or shortened during its course. PPD will inform the
Medical Facility and the Investigator of any changes
related to the expected term of the conduct of the
Clinical Study.*

be fully replaced by the following

2. Appendix no. 1 of the Agreement shall be updated
with the following:

Table of payments below of the Appendix no. 1 of the
Agreement — Payment Schedule shall be updated with
the following text in bold under the table:

Popis Navstév / Visit Description

Platby za jeden subjekt
hodnoceni v K¢ / Amount
per subject per visit in CZK

XXX XXX
XXX XXX
XXX XXX
XXX XXX
XXX XXX

**Tabulka nav§tév: V pripadé dalSiho prodlouzeni klinického hodnoceni, které by zahrnovalo dodateéné
navstévy po navstévé 41, budou navstévy provedeny dle stejného vzorce, jaky je popsan v rozpisu plateb pro
predeslé navstévy. / **Visit Schedule: If there is a further extension to the study that carries the current
schedule past visit 41, the progression of the visits will follow the same schedule as indicated by the pattern

of visits in the budget.

3. Dodatek 3 se podpisem smluvnich stran stane
soucasti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu v¢etné dodatku
3.

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

5. Veskera pouzitd terminologie, kterd neni blize
definovdna vtomto dodatku 3 bude mit stejny
vyznam jako je uvedeno ve smlouve.

6. Smluvni strany souhlasi s uvetejnénim dodatku 3
poskytovatelem za ucelem splnéni povinnosti
uloZenych jemu platnou a uéinnou pravni Gpravou,
a to zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdéjsich piedpist, a dale pokyny
a rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. V této souvislosti smluvni strany
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3. Upon execution, this Amendment 3 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 3, the terms of this
Amendment 3 shall govern and control.

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

6. Parties agree that Medical Facility shall publish
Amendment 3 in order to fulfill obligation imposed
by applicable law, especially Act no0.340/2015
Coll., on contract registry, as amended and
guidelines and decisions of Ministry of Health of
Czech Republic. In connection with the above the
Parties acknowledge that estimated approximate
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konstatuji, ze se predpokladana piiblizna hodnota
smlouvy na zékladé tohoto dodatku neméni.

7. PPD bere na védomi, ze poskytovatel jakozto statni
prispévkova organizace, je povinna na dotaz tieti
osoby poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném piistupu k informacim,
ve znéni pozdejsich predpisi.

8. Smluvni strany souhlasi s uvefejnénim tohoto
dodatku v plném znéni, vSech jeho nalezitosti v¢.
priloh, které jsou jeji nedilnou soucasti v registru
smluv. Nicméné obé¢ strany prohlasuji, ze znéni
Protokolu, rozhodnuti Statniho tfadu pro kontrolu
léciv ze dne 30.10.2013, schvaleni etické komise ze
dne 13.11.2013, certifikat pojisténi a zplnomocnéni
zadavatele pro PPD povazuji za obchodni tajemstvi
ve smyslu ust. § 504 zak. 89/2012 Sh., obcansky
zékonik.

9. Tento dodatek se stdvd platnym dnem podpisu
obéma smluvnimi stranami a ucéinnosti nabyva

dnem uvetejnéni v registru smiuv.

NA DUKAZ SOUHLASU se znénim dodatku 3
pFipojuji smluvni strany své podpisy niZe.

PPD Czech Republic, s.r.o.:

Podpis / By:

Jméno / Name:

Datum / Date:

value of the Agreement under this Amendment
shall not change.

PPD undertakes that Medical Facility as a state
funded organization is obliged to, on third party
request, provide information in accordance with
Act n0.106/1999 Coll., on free access to
information, as amended.

Parties agree with publication of this Amendment in

its full extent, including its all terms and all
appendixes that are its integral part in contract
registry. However, Parties declare that Protocol,
decision of State Institute for the drug control dated
30.10.2013, Ethics committee approval dated
13.11.2013 Insurance Certificate and PoA from
Sponsor to PPD are considered trade secret in
accordance with para 504 of Act no 89/2013 Civil
Code.

9. This amendment becomes valid the date of the

signatures of the Parties and effective from the date
of its publication of contract registry.

IN WITNESS OF THEIR CONSENT to this
Amendment 3, the Parties have signed below.

Poskytovatel/ Medical Facility: Fakultni nemocnice v Motole

Podpis / By:

Jméno / Name: XXX

Datum / Date:

HLAVNi ZKOUSEJICIi BERE NA VEDOMI A SOUHLASI / AGREED AND ACKNOWLEDGED BY

PRINCIPAL INVESTIGATOR:

Podpis / By:

Jméno / Name: XXX

Datum / Date:
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