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AGREEMENT ADDENDUM No. 1

This Agreement Addendum is made and
entered into effective

S i, 2016 (hereinafter
"Effective Date")

BETWEEN:

ICON Clinical Research Limited
(hereinafter called “ICON”) xxx and a place of
business at South County Business Park,
Leopardstown, Dublin 18, Ireland

XXX

AND

Hospital Na Bulovce

with a place of business at Budinova 2, 180
81 Prague 8, Czech Republic xxx
(hereinafter called the “Institution®)

AND

xxX (hereinafter called the “Former
Investigator”

AND

xxX (hereinafter called the “Substitute
Investigator”)

WHEREAS

ICON, the Institution and the Former
Investigator (defined as the Investigator in
the Agreement defined below) entered in to
an Investigator Agreement dated August 30th
2012 (hereinafter the “Agreement”) to provide
for the conduct of a clinical trial entitled
xxX(the ‘Agreement’).

The Parties hereto wish to mutually depart
from the Agreement by providing for the
permanent substitution of the Former
Investigator as set forth in this Agreement
Addendum.

lilcloln,

DODATEK KE SMLOUVE &. 1

Tento dodatek ke smlouveé je uzavfien a
nabyva ucinnostike dni ...................... 2016
(dale jen ,datum Gc€innosti“)

MEZI:

ICON Clinical Research Limited

(dale jen ,ICON"), xxx, se sidlem na adrese:
South County Business Park,

Leopardstown, Dublin 18, Irsko
XXX

A

Nemocnici Na Bulovce, }
Budinova 2, 180 81 Praha 8, Ceska
republika xxx dale jen ,zdravotnické
zafizeni*)

A

xxx (dale jen ,byvaly zkousejici®)

A

xxX (dale jen ,nahradni zkouSejici®)

VZHLEDEM K TOMU, ZE

A. Spolecnost ICON, zdravotnické zafizeni a

byvaly zkouSejici (definovany jako
zkousSejici ve smlouvé definované nize)
uzavieli smlouvu se zkouSejicim dne
30.srpna 2012 (dale jen ,smlouva“) s cilem
zajistit provedeni klinického hodnoceni s
nazvem xxx (,smlouva®).

B. Strany této smlouvy si preji vzajemné se
odchylit od smlouvy zajisténim trvalé
nahrady byvalého zkouSejiciho, jak je
stanoveno v tomto dodatku ke smlouvé.

Stranalz5

Finalni verze



Final

NOW, THEREFORE, IN CONSIDERATION
OF THE PREMISES AND MUTUAL
PROMISES AND UNDERTAKINGS HEREIN
CONTAINED, THE PARTIES HERETO
AGREE AS FOLLOWS:

ICON and the Institution hereby mutually
waive the requirement of notice of
substitution of the Investigator as set out in
section 6.2.1 of the Agreement and hereby
mutually agree to substitute the Investigator
in the Agreement as follows:

lilcloln,

NYNi SE PROTO STRANY S OHLEDEM
NA PREDPOKLADY, VZAJEMNE
PRISLIBY A ZAVAZKY ZDE OBSAZENE
DOHODLY NA NASLEDUJICIM:

Spole¢nost ICON a zdravotnické zafizeni
se timto vzajemné vzdavaji poZzadavku na
oznameni o nahradé zkousejiciho, jak je
stanoven v odstavci 6.2.1 smlouvy, a timto
se vzajemné dohodli na nahradé
zkouS$ejiciho ve smlouvé dale uvedenym
zpusobem:
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The Former Investigator is hereby
permanently substituted and replaced by the
Substitute Investigator with the latter taking
on the rights, duties and obligations of the
former as of the effective date of this
Agreement Addendum.

ICON hereby approves the nomination of the
Substitute Investigator to fulfil the duties of
the “Investigator” as defined and set out in
the Agreement.

All claims, causes of action and damages
which may be attributable to the conduct of
the Former Investigator shall remain the
responsibility of the Former Investigator and
shall not transfer to the Substitute
Investigator.

Any payment or compensation due to the
Former Investigator shall be resolved
between the Institution and Former
Investigator. The Former Investigator shall
have no claim to compensation or payment
from ICON or the Sponsor.

The Substitute Investigator hereby
acknowledges that s/he has read and
understood the terms and conditions of the
Agreement and furthermore agrees to be
bound by such terms (including warranties)
as they relate to the rights, duties and
obligations of the “Investigator” as defined in
the Agreement.

The Substitute Investigator acknowledges
and agrees, as of the effective date of this
Agreement Addendum, to permanently
substitute and replace the Former
Investigator of the above mentioned clinical

lilcloln,

Byvaly zkousejici je timto trvale vymeénén a
nahrazen nahradnim zkous$ejicim, ktery
pfebira prava, povinnosti a zavazky
byvalého zkouS$ejiciho k datu uc€innosti
tohoto dodatku ke smlouvé.

Spoleénost ICON timto schvaluje jmenovani
nahradniho zkousejiciho, aby pinil
povinnosti ,zkousejiciho®, jak jsou
definovany a stanoveny ve smlouvé.

Za vSechny naroky, pfedméty zalob a $kod,
jez |ze pfipsat chovani byvalého
zkouSejiciho, ponese i nadale odpovédnost
byvaly zkouSejici a odpovédnost za né
nebude pfenesena na nahradniho
zkouSejiciho.

Jakakoli platba &i odména splatna byvalému
zkousejicimu bude vyfesena mezi
zdravotnickym zafizenim a byvalym
zkousejicim. Byvaly zkousSejici nema narok
na odmeénu ani platbu od spole¢nosti ICON
ani zadavatele.

Nahradni zkouSejici timto bere na védomi
a potvrzuje, Ze si preCetl podminky smlouvy
a rozumi jim, a dale souhlasi s tim, Ze bude
takovymi podminkami vazan (v€etné zaruk),
nebot souviseji s pravy, povinnostmi

a zavazky ,zkouS$ejiciho®, jak jsou
definovany ve smlouvé.

Nahradni zkousejici bere na védomi,
potvrzuje a souhlasi s tim, Ze je trvale
vyménén a nahrazen ndhradnim
zkousejicim pro vySe uvedené klinické
hodnoceni, a to k datu uginnosti tohoto
dodatku ke smlouvé.

trial. 2. XXX
2. XXX XXX
XXX XXX
XXX XXX
XXX
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Save as otherwise provided in this
Agreement Addendum, all the terms and
conditions of the Agreement shall remain in
full force and effect between ICON, the
Institution and the Substitute Investigator.

For the sake of convenience the Substitute
Investigator shall be referred to as the
“Investigator” henceforth.

IN WITNESS WHEREOF, the Parties have,
by their duly empowered representatives,
initialled and signed this Agreement
Addendum in four original copies on the first
of the dates mentioned hereafter. Each Party
shall keep a copy thereof.

ICON CLINICAL RESEARCH LIMITED/
ICON CLINICAL RESEARCH LIMITED

Date: / Datum: 27/7/2016

ICON Signatory / Podepsan(a) za ICON
XXX

INSTITUTION: / ZDRAVOTNICKE ZARIZENI:

Hospital Na Bulovce /Nemocnice Na Bulovce

Date: / Datum: 22/8/2016

lilcloln,

3. Nestanovi-li tento dodatek ke smlouvée
jinak, vSechny podminky smlouvy mezi
spole¢nosti ICON, zdravotnickym
zafizenim a nahradnim zkousSejicim
zUstavaji pIné platné a ucinné.

Pro usnadnéni bude nahradni zkouSejici
nadale uvadén jako ,zkousejici”.

NA DUKAZ CEHOZ radné zmocnéni
zastupci stran parafovali a podepsali tento
dodatek ke smlouvé ve Ctyfech
originalnich stejnopisech k prvnimu z nize
uvedenych dnl. Kazda strana si ponecha
jeden stejnopis.

Institution Signature / Podpis zdravotnického zafizeni

XXX

Former INVESTIGATOR: / Byvaly ZKOUSEJICi:

Date: / Datum:29/7/2016
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XXX

Substitute INVESTIGATOR: / Nahradni ZKOUSEJICi:

Date: / Datum: 22/8/2016

XXX
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