AMENDMENT No. 2

TO CLINICAL INVESTIGATOR
AGREEMENT

This Agreement Amendment No. 2
(“Amendment”) is made and entered into
effective as of the date

(hereinafter called “Effective date”)
by and between

ICON Clinical Research Limited
with a VAT number
IE 8201978R
and a place of business at
South County Business Park,
Leopardstown, Dublin 18,
Ireland,
represented by
XXXXXX XXX
Clinical Operations Manager
(hereinafter called “ICON”)

and

Falultni nemocnice Plzen
with a VAT number
CZ 00669806
with a place of business at
Edvarda Benese 1128/13,
305 99 Plzen,
Czech Repubilic,
represented by
MUDr. Vaclav Simanek, Ph.D.
managing director
(hereinafter called the “Health Service
Provider”)

and

XXXXXXXXX
date of birth: XXXXXXX
with a place of residence at
XXXXXXXX
(hereinafter called the “Investigator”).

(hereinafter referred individually as “Party” and

together as “Parties”)

DODATEK ¢. 2

KE SMLOUVE O ZABEZPECENI
KLINICKEHO HODNECENI

Tento dodatek €. 2 ke smlouvé (dale jen
“dodatek”) byl uzavien a vstupil v platnost
dne

(dale jen “datum platnosti”)
mezi

ICON Clinical Research Limited
DIC
IE 8201978R,
se sidlem v
South County Business Park,
Leopardstown, Dublin 18,
Irsko,
zastoupena
XXXXXXXXX
Clinical Operations Manager
(dale jen ,ICONY),

a

Fakultni nemocnice Plzen
DIC
CZ 00669806
se sidlem

Edvarda BenesSe 1128/183,

305 99 Plzen,
Ceska republika,
zastoupena
MUDr. Vaclav Simanek, Ph.D.
feditel
(dale jen ,Poskytovatel zdravotnich sluzeb®)

a

XXXXXXXXX
datum narozeni: XXXXXXXX
bytem
XXXXXXXXX
(dale jen ,ZkouSejici®).

(dale také jednotlivé jako “Smluvni strana” a
spolecné jako “Smluvni strany”)
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Parties entered into a Clinical Investigator
Agreement dated the 01 June 2016 to
provide for the conduct of a clinical trial
entitted ‘P03277 Dose Finding Study in
Central Nervous System (CNS) Magnetic
Resonance Imaging (MRI) Phase IlIb Clinical
Study’, protocol no. GDX-44-004, (hereinafter
called the ‘Agreement’).

The Parties hereto wish to amend Appendix 3,
Section 7 of the Agreement to incorporate the
following changes:

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

Original text of the Appendix 3, Article 7. of the
Agreement Patient travel is replaced by the
following text:

The costs for travel reimbursement per patient
shall be in the amount of CZK XXX per each
visit and for each visit with an MRI, an
additional CZK XXX shall be reimbursed. Shall
the reimbursement exceed the allotted
amount, additional reimbursement may be
provided upon presentation of receipts. The
reimbursement can be done in cash of in the
form of meal vouchers, at the site’s discretion.

Save as otherwise provided in this Agreement
Amendment, all the terms and conditions of
the Agreement shall remain in full force and
effect.

The Parties acknowledge that in accordance
with the transparency requirements of Act no.
340/2015 Coll, certain provisions of this
Amendment may be subject to publication by
the Health Service Provider in the Register of
contracts. The Health Service Provider
hereby agrees that the publication of the terms
of this Amendment will be limited to the
information that needs to be disclosed as per
the requirements of Act no. 340/2015 Coll and
will be subject to prior review and approval by
the Sponsor.

Smluvni strany uzavieli dne 1. ¢ervna 2016
smlouvu o provedeni klinického shodnoceni
s ndzvem P03277 Studie zaméfena na
vyhledani davky pfi zobrazovani centralniho
nervového systému (CNS) magnetickou
rezonanci (MR) Klinicka studie faze llb, €.
protokolu GDX-44-004 (dale jen “Smlouva”).

Smluvni strany zde uvedené se dohodly na
upravé pfilohy €. 3, ¢lanku 7 Smlouvy tak, ze
budou vloZeny nasledujici zmény:

NYNi TEDY, S PRIHLEDNUTIM K
PREMISAM A VZAJEMNYM ZAVAZKUM A
SLIBUM, KTERE JSOU UVEDENY V
TOMTO DOKUMENTU, SE SMLUVNI
STRANY DOHODLY TAKTO:

Pdavodni znéni ¢lanku 7 v pfiloze ¢ 3
Smlouvy Cestovné pacienti se nahrazuje
nasledujicim textem:

Budou hrazeny cestovni nahrady pacientim
dle jednotlivych navstév. Naklady na uhradu
cestovného na pacienta budou ve vySi XXX
KE za kazdou navstévu a za kazdou
navstévu s MRI bude uhrazeno dalSich XXX
K& PrekroCi-li naklady danou c&astku,
dodatec¢né nahrady mohou byt proplaceny po
pfedlozeni uctenek. Nahrady mohou byt
provedeny v hotovosti nebo ve formé
stravenek, dle uvazeni centra.

Nestanovi-li se v tomto Dodatku jinak,
zUstavaji vSechny podminky Smlouvy v plné
platnosti a ucinnosti.

Strany berou na védomi, ze v souladu
s pozadavky na dodrZzeni transparentnosti
stanovenymi zakonem ¢&. 340/2015 Sb. je
mozné, Ze poskytoval zdravotnich sluzeb
bude povinnen zvefejnit néktera ustanoveni
tohoto dodatku v Registru smiuv.
Poskytovatel zdravotnich sluzeb se timto
zavazuje, ze se pii zvefejnéni podminek
tohoto dodatku omezi na informace, které
musi byt zvefejnény v souladu s pozadavky

zakona €. 340/2015 Sb. akteré budou
predem prezkoumany a schvaleny
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Prior to the publication being made, the Health
Service Provider shall provide an opportunity
to the Sponsor to identify and redact any and
all provisions of this Amendment and its
appendices that the Sponsor deems as
sensitive or business secret information and
which are not subject to mandatory disclosure
by law. The Sponsor shall make all reasonable
attempts to provide to the Health Service
Provider an acceptable version of the
Agreement for publication no later than on its
signature date. At any rate, the Health Service
Provider shall not submit for publication a
version of this Amendment that has not been
previously consented by the Sponsor.

IN WITNESS WHEREOF, the parties have
caused this Amendment to be executed in
three (3) original copies. Each Party shall keep
a copy thereof.

zadavatelem.

Pfed samotnym zvefejnénim je poskytovatel
zdravotnich sluzeb povinnen poskytnout
zadavateli pfilezitost, aby mohl identifikovat
a redigovat jakakoliv ustanoveni tohoto
dodatku a jejich pfiloh, ktera povazuje za
citiva nebo ktera obsahuji obchodni
tajemstvi a ktera nemusi byt ze zakona
povinné zvefejnéna. Zadavatel je povinen
vyvinout maximalni usili, aby poskytl
poskytovateli zdravotnich sluZzeb pfijatelnou
verzi smlouvy ke zvefejnéni nejpozdéji k datu
jejiho  podpisu. V zadném pfipadé vSak
poskytovatel zdravotnich sluzeb nepfedloZi
ke zvefejnéni verzi tohoto dodatku, ktera
nebyla zadavatelem prfedem schvalena.

NA DUKAZ TOHO Smluvni strany parafovaly
a podepsaly tento Dodatek ve tfech (3)
vyhotovenich. Kazda Smluvni strana obdrzi
jedno vyhotoveni.
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ICON CLINICAL RESEARCH LIMITED ICON CLINICAL RESEARCH LIMITED
Date : Datum:
Name: XXXXXXXXX Jmeéno: XXXXXXXXX
Clinical Operations Manager Clinical Operations Manager
Signature: Podpis:
HEALTH SERVICE PROVIDER POSKYTOVATEL ZDRAVOTNICH SLUZEB
Date: Datum:
Name: MUDr. Vaclav Simanek, Ph.D. Jméno: MUDr. Vaclav Simanek, Ph.D.
Managing director Reditel
Signature: Podpis:
INVESTIGATOR ZKOUSEJicCi
Date: Datum:
Name: XXXXXXXXX Jméno: XXXXXXXXXX
Signature: Podpis:
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