AMEDMENT NO.1TO CONTRACT ON
CLINICAL TRIAL

This Amendment to Contract on Clinical Trial
(“Amendment”) is made by and between:

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Basel,
Switzerland, represented by IQVIA RDS Czech
Republic s.r.o., (Hereinafter referred to as the
‘Sponsor’), and Contractual research organization
IQVIA RDS Czech Republic, s.r.o. (formerly

Quintiles Czech Republic, s.r.0.), represented by
*, having a place of
business at Praha 8, Pernerova 691/42, zip code 186
00, Czech Republic, Identification number: 247
68 651, Tax Identification number: CZ247 68 651,
(Hereinafter referred to as the ‘Contractual research
organization’), and Oblastni nemocnice Kladno,
a.s., nemocnice Stiedo¢eského kraje, having a place
of business at VanCurova 1548, postcode 27259
Kladno, Czech Republic, Identification number:
27256 537, Tax identification number: CZ272

56 537, represented b ,
and , (Hereinafter

referred to as the ‘Medical Facility’), and

, having an address
at: , date of birth:
(Hereinafter referred to as the ,,Principal

Investigator)

WITNESSETH:

WHEREAS, Contractual research
organization, Sponsor, Principal Investigator and
Medical Facility are parties to Contract on Clinical
Trial, protocol number GA28951, from 8. August.
2017 (the “Contract”), and the parties desire to amend
such Contract;

WHEREAS, the parties have agreed to
amend the Contract as set forth below;

NOW THEREFORE, in consideration of
the mutual promises and covenants set forth herein,
the parties hereby agree to amend the Payment
Schedule of the Contract as follows:

I. The Payment schedule listed in the article
XI11l. Financial aspects, paragraph 2. of the
Contract is deleted in its entirety and

DODATEK C. 1 KE SMLOUVE O
KLINICKEM HODNOCENI

Tento Dodatek ke Smlouvé o klinickém hodnoceni
(,,Dodatek®) je uzaviran mezi nasledujicimi stranami:

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basile;j, évycarsko
zastoupena IQVIA RDS Czech Republic s.r.o, (dale
jen ,Zadavatel”), a Smluvni vyzkumna organizace
IQVIA RDS Czech Republic s.r.o. (dfive Quintiles

Czech Republic, S.1.0.), zastoupena
I s 1o Pral 6.

Pernerova 691/42, PSC 186 00, Ceska republika, IC:
247 68 651, DIC: CZ247 68 651, (dale jen ,,Smluvni
vyzkumna organizace), a Oblastni nemocnice
Kladno, a.s., nemocnice Stiedoceského kraje, se
sidlem Vanlurova 1548, 272 59 Kladno, Ceska
republika, Identifikacni ¢islo: 272 56 537, Danové
identifika¢ni Cislo: CZ272 56 537, zastoupena

,»Zdravotnické zarizeni*
s adresou:
republika, datum narozeni:
(dale jen ,,Hlavni zkouSejici*)

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU,

Smluvni
vyzkumna organizace, Zadavatel, Hlavni zkousejici
a Zdravotnické zafizeni jsou smluvnimi stranami
Smlouvy o klinickém hodnoceni, Cislo protokolu
GA28951, ktera nabyla platnosti dne 8.8.2017 (dale
jen "Smlouva"), a strany si pfeji zménit tuto
Smlouvu;

zZe

VZHLEDEM K TOMU, Ze smluvni strany
se dohodly na zméné Smlouvy, jak je uvedeno niZe;

NYNi, Z TOHOTO DUVODU, s ohledem
na vzajemné pfisliby a ujednani stanovena v tomto
Dodatku, se smluvni strany timto dohodly na zméné
Platebniho rozvrhu Smlouvy takto:

I. Platebni rozvrh uvedeny Vv élanku XIII.
Financ¢ni aspekty, odstavci 2. Smlouvy se timto
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replaced with the payment schedule as rasintnach ahaalaipel indtskiatiephirand pepldua
follows: naslbdhi¢hgmadnschedule as follows:
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All terms and conditions of the Contract not
expressly amended by this Amendment 1 remain in
full force and effect.

This Amendment shall become effective upon its
publication in the Register of Agreements. The
Parties hereby agree that visits and procedures under
Article I. of this Amendment, performed during the
period from the date 13 Dec 2017 until the effective
date of this Amendment, shall be deemed as
performance of the Contract as amended by this
Amendment and the rights and obligations arising
out of this performance are governed by the Contract
as amended by this Amendment.

Medical Facility, Sponsor and Contractual research
organization hereby acknowledge that this
Amendment No. 1 shall be published pursuant to Act
No. 340/2015 Sh., on Agreements Register. As and
between the Parties, Medical Facility agrees to
publish this Amendment No. 1 pursuant to the
foregoing. Any information which constitutes trade
secret of either Party is exempted from such
publication. For the purposes of this Amendment No.
1 and the Contract, such trade secrets include, but are
not limited to, the design of individual visits
described in the payment table/s in Article XIlI1. of the
Contract, minimum enrollment goal, expected
number of Study subjects enrolled and the expected
duration of the Study. Furthermore, personal data of
individuals are also exempt from such publication,
unless they have been previously published in another
public register. The Medical Facility is obliged to
publish this Amendment No. 1 in accordance with the
article herein above. Should the Medical Facility fail
to publish this Amendment No. 1 within 5 working
days from its full execution by all parties, it may be
published by the Contractual research organization or
Sponsor.

Before the signing of the Amendment No. 1 the
Sponsor shall send to the Medical Facility the final
version of the Amendment No. 1 in a version for
publication in Agreements Register.

The total expected value of the Contract as amended:
CZK 255000.
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Vsechna ustanoveni a podminky Smlouvy, které
nejsou vyslovné zmeénény timto Dodatkem 1,
zlustavaji plné platné a ucinné.

Tento Dodatek nabyva G¢innosti dnem uvefejnéni v
registru smluv. Smluvni strany timto souhlasi, Ze
navstévy a procedury uvedené v ¢lanku I. tohoto
Dodatku, uskute¢néné v obdobi od 13. 12. 2017 do
data G¢innosti tohoto Dodatku, se povazuji za plnéni
Smlouvy ve znéni tohoto Dodatku a prava a
povinnosti z n¢j vzniklé se fidi Smlouvou ve znéni
tohoto Dodatku.

Zdravotnické zafizeni, Zadavatel a Smluvni
vyzkumna organizace timto berou na védomi, Ze
tento Dodatek ¢. 1 bude zvefejnén v souladu se zak.
¢. 340/2015, o registru smluv. Za zvefejnéni dle
predchozi véty odpovida Zdravotnické zafizeni.
Takovémuto zvefejnéni nepodléhaji ty udaje, které
tvori obchodni tajemstvi nékteré ze smluvnich stran.
Pro tucely tohoto Dodatku ¢. 1 a Smlouvy se
obchodnim tajemstvim rozumi zejména rozvrzeni a
popis jednotlivych navstév uvedeny v platebni
tabulce / platebnich tabulkich v Clanku XIIIL
Smlouvy, minimalni cilovy pocet zafazeni,
oc¢ekavany zafazeny pocet subjektd a ocekavana
délka trvani Studie. Dale nebudou takovémuto
zvetejnéni podléhat osobni tdaje fyzickych osob,
ledaze jsou jiz zvefejnény v jiném vefejné
pristupném registru. Za zvetejnéni Dodatku ¢. 1 dle
predchoziho odstavce odpovida Zdravotnické
zafizeni. Neni-li Dodatek ¢. 1 zvefejnén
Zdravotnickym zafizenim ve lhité 5 pracovnich dni
od jeho podpisu vSemi smluvnimi stranami, jsou k
jeho zvefejnéni opravnéni Smluvni vyzkumna
organizace ¢i Zadavatel.

Pted podpisem Dodatku ¢. 1 Zadavatel zasle
Zdravotnickému zatizeni finalni verzi Dodatku €. 1
ve strojove Citelném formatu s podbarvenym textem,
ktery povazuje Zadavatel za obchodni tajemstvi.

Celkova predpokladana hodnota Smlouvy ve znéni
Dodatku: 255000 K¢.



IN WITNESS WHEREOF, this Amendment has
been executed by the parties hereto through their
duly authorized officers on the date(s) set forth
below.

Sponsor

Signed by IQVIA RDS Czech Republic s.r.o., under
a Power of Attorney, for and on behalf of F.
Hoffman — La Roche

Name:

Signature:

IQVIA RDS Czech Republic, s.r.o., on behalf of the
Sponsor

Date:

Principal Investigator
Name: *

Signature:

Function: Principal Investigator
Date:

Medical Facilit
Name: h

Signature:

Function:
Date:
and

Name: ENEEE

Signature:

Function: I

Date:
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NA DUKAZ TOHO smluvni strany uzaviely tento
Dodatek prostfednictvim svych fadné opravnénych
vedoucich pracovnikii v niZze uvedeny den.

Zadavatel

Podepsano spoleénosti IQVIA RDS Czech Republic
s.r.0., na zaklade¢ plné moci v zastoupeni F.
Hoffman — La Roche

Jméno:

Podpis:

IQVIA RDS Czech Republic, s.r.o., v zastoupeni

Zadavatele

Datum:

Hlavni zkouSejici
ymeno: N
Podpis:

Funkce: Hlavni zkousejici
Datum:

Zdravotnické zarizeni

Jméno:

Podpis:

Funkce: | IR
Datum:

a

smeno: [
Podpis:

Funkce: [N

Datum:



Contractual Research Organization Smluvni zdravotnicka organizace

Name: Jméno:
Signature: Podpis:
Function: Funkce:
Date: Datum:
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