PPD Confidential Information

Dodatek 1 ke
Smlouvé o zabezpeceni klinického hodnoceni —
dvojstranna

Amendment 1 to
Clinical Investigator Agreement —bipartite

Tento dodatek 1 ke smlouvé o zabezpecCeni
klinického hodnoceni (,,dodatek 1) platny dnem
posledniho podpisu a ucinny dnem zvefejnéni
v Registru smluv (,,den ucinnosti‘) mezi:

This Amendment 1 to Agreement on Study
(“Amendment 1”) valid on the last date of signature
and effective on the date of disclosure in Contract
Registry (“Effective Date”) by and between:

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington, NC
28401, USA

(“PPD”)

PPD Investigator Services LLC.,

with its registered address at 929 North Front St,
Wilmington, NC 28401, USA

(“PPD”)

a

and

Fakultni nemocnice v Motole,

statni piispévkova organizace se sidlem V Uvalu 84,

150 06 Praha 5, Ceska republika, zastoupena:
, na zéklade povéreni

ICO: 00064203
DIC: CZ00064203 (,,poskytovatel*)

Fakultni nemocnice v Motole,

state funding organisation, with its registered address
at V Uvalu 84, 150 06 Prague 5, Czech Republic,
represented by based
on authorization

Company ID no.: 00064203
Tax ID no: CZ00064203 (“Institution’)

dale jednotlivé jako ,smluvni strana“ a spolecné
jako “smluvni strany”

each a “Party” and collectively the “Parties”

je dodatkem smlouvy o zabezpeCeni klinického
hodnoceni mezi PPD a poskytovatelem, ktera byla
plné€ podepsana dne 23. srpna 2017(,,Smlouva®).

shall be an amendment to that certain Clinical
Investigator Agreement on Study between PPD and
Institution fully executed on 23" August 2017
(“Agreement”).

SMLUVNI STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, Ze PPD a poskytovatel
uzavreli smlouvu, podle které
poskytovatel/zkousejici poskytuji PPD urcité sluzby
spojené s klinickym hodnocenim dle protokolu ¢.

99

s nazvem: .| K.

VZHLEDEM K TOMU, Ze si smluvni strany pieji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku 1,

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 1 a s imyslem byt jim pravné vazany
takto:

WHEREAS, PPD and Institution have entered into
the Agreement pursuant to which the Institution/
Investigator provides certain Study services to PPD
according to Protocol no. [l (“Protocol”)

entitled: . JJJ - (“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. Na zakladé dodatku k Protokolu 4 s datem
I s piiloha 1 (,Odména/Naklady*) Smlouvy

1. Further to Protocol Amendment Version 4
dated [ Appendix 1 (“Fees/Costs”) of the
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vyjima v plném znéni a bude nahrazena upravenou
pfilohou Odména/Naklady pfilozenou k tomuto
Dodatku. Platby podle tohoto dodatku k Protokolu 4
budou platné od data posledniho aplikovatelného
schvaleni SUKLu/Etické komise (,,Datum platnosti
prilohy Odména/Naklady®). Upravené castky jsou
aplikovatelné pouze na testy/vySetfeni provedené po
datu platnosti pfilohy Odména/Naklady. Smluvni
strany dale souhlasi, Ze vSechny sluzby poskytnuté
podle smlouvy pfed timto datem platnosti piilohy
Odména/Néklady a platby za piisluSné navstévy a
vySetfeni provedené podle dodatku Protokolu 3
budou spadat pod ptedchozi ptilohu.

Agreement shall be deleted in its entirety and
replaced with the revised Fees/Costs attached hereto
and incorporated by reference herein. Payments
under this Protocol Amendment Version 4 shall be
effective ~ upon last  applicable = RA/Ethics
Committee/IRB approval (“Fees/Costs Effective
Date”). Revised costs are only applicable to actual
tests/procedures performed after the Fees/Costs
Effective Date. The Parties further agree that all
services performed under the Agreement prior to the
Fees/Costs Effective Date and all payments relating
to visits and procedures performed under Protocol
Version 3 shall follow the former Appendix.:

2. Dodatek 1 se podpisem smluvnich stran stane
souCasti smlouvy a veSkeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné€ dodatku 1.

2. Upon execution, this Amendment 1 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. V piipadé jakéhokoli
rozporu mezi ustanovenimi smlouvy a tohoto
dodatku 1 budou rozhodujici a fidici ustanoveni
tohoto dodatku 1.

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 1, the terms of this
Amendment 1 shall govern and control.

4. Veskera pouzitd terminologie, kterd neni blize
definovana vtomto dodatku 1 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.

Toto misto bylo zamérné ponechano 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 1 | IN WITNESS OF THEIR CONSENT to this
Fipojuji smluvni strany své podpisy niZe. Amendment 1, the Parties have signed below.

PPD:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date:

Poskytovatel/Institution:

Podpis/Signature:

Jméno/Name: _

Pozice/Title: na zéaklad¢ povéreni/on the basis of authorization
Datum/Date:

ACKNOWLEDGED and AGREED/VZATO NA VEDOMI A SCHVALENO

Zkousejici/ Investigator:

Podpis/Signature:

Jméno/Name: e

Datum/Date:
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Priloha A
Rozpis Plateb

Exhibit A
Payment Schedule

Tabulky plateb / Tables of Payments

e

TR
TR
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