AMENDMENT NO. 1 TO THE CONTRACT ON
PROVISION OF CLINICAL TRIAL

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Basel,
Switzerland

(Hereinafter referred to as the ‘Sponsor’)

represented upon power of attorney given to:

IQVIA RDS Czech Republic, s.r.o. (former Quintiles
Czech Republic, s.r.o.)

Pernerova 691/42, Karlin, 186 00 Praha 8, Czech
Republic

Identification Number: 24768651

Tax Identification Number: CZ24768651

and

IQVIA RDS Czech Republic, s.r.o. (former Quintiles
Czech Republic, s.r.o.)

Pernerova 691/42, Karlin, 186 00 Praha 8, Czech
Republic

Identification Number: 24768651

Tax ldentification Number: CZ24768651

(Hereinafter referred to as the ‘Contractual Research
Organization’)

and

Fakultni nemocnice Olomouc,

having a place of business at Zdravotnika 248/7, 779
00 Olomouc, Czech Republic, Identification number:
00098892, Tax identification number: CZ00098892,
represented by prof. MUDr. Roman Havlik, Ph.D.,
Director (Hereinafter referred to as the “Medical
Facility*)

Preamble:

A. The Parties have concluded on 22 May 2013
the Contract on Provision of Clinical Trial
(hereinafter the “Agreement”, protocol No.
BO27938;

B. The Parties wish to change the terms and
conditions of the Agreement as set out below;

WHEREAS, Quintiles Czech Republic, s.r.0. changed
its name to IQVIA RDS Czech Republic, s.r.o.;

F-Hoffmann-La Roche Ltd, Protocol No. BO27938

DODATEK C. 1 KE SMLOUVE
0 KLINICKEM HODNOCENI

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej,
Svycarsko

(dale jen ,,Zadavatel*)

zastoupeny na zékladé plné moci, vydané spolecnosti:
IQVIA RDS Czech Republic, s.r.o. (dfive Quintiles
Czech Republic, s.r.0.)

se sidlem Pernerova 691/42, Karlin, 186 00 Praha 8,
Ceska republika

IC: 24768651

DIC: CZ24768651

a

IQVIA RDS Czech Republic, s.r.o. (dfive Quintiles
Czech Republic, s.r.0.)

Pernerova 691/42, Karlin, 186 00 Praha 8, Ceska
republika

IC: 24768651

DIC: CZ24768651

(dale jen ,,Smluvni vyzkumna organizace*)

a

Fakultni nemocnice Olomouc,

se sidlem Zdravotnika 248/7, 779 00 Olomouc, Ceska
republika, Identifikacni c¢islo: 00098892, Danové
identifikaéni ¢islo: CZ00098892, zastoupena prof.
MUDr. Romanem Havlikem, Ph.D., feditelem (dale jen
wZdravotnické zarizeni®)

Preambule:

A. Strany uzavtely dne 22. kvétna 2013 Smlouvu o
klinickém hodnoceni, (dale jen ,,Smlouva®),
¢islo protokolu BO27938;

B. Strany maji zadjem zménit nalezitosti a
podminky Smlouvy tak, jak je stanoveno niZe;

VZHLEDEM K TOMU, ZE Quintiles Czech Republic,
s.r.o. zménila svlj nazev na IQVIA RDS Czech
Republic, s.r.o.
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NOW THEREFORE THE PARTIES HAVE
AGREED UPON AND CONCLUDED THIS

Amendment No. 1 To the Agreement
Article I.

The Parties agreed the original wording of Article XIII.
Financial Aspects, part 2. The payment Schedule -
Patient Budget of the Agreement is hereby amended by
the following text:

NYNI PROTO SE STRANY DOHQDLY A
UZAVRELY NASLEDUIJICI
Dodatek ¢. 1 ke Smlouvé
Clanek I.
Strany se dohodly, Ze plivodni znéni ¢lanku XIII.

Finan¢ni aspekty, oddil 2. Platebni rozvrh — Rozpocet
na pacienta se timto dopliluje o nasledujici znéni:

Article I1.

The Parties agreed the original wording of Article VII.
Other Provisions, part 3, first paragraph of the
Agreement is deleted in its entirety and replaced as
follows:

The Principal Investigator and the Medical Facility
shall be jointly responsible for maintaining essential
Study documents in the manner specified by current
good clinical practice (“GCP”) guidelines and
applicable laws for twenty-five (25) years after the
completion of the Study at the Medical Facility. Then
the Study documents may be destroyed in accordance
with applicable legal regulations provided that the
Sponsor did not require a longer period of storage of
these documents before the expiry of that time. In
addition, Medical Facility shall take measures to
prevent accidental or premature destruction of these
documents.

Article 1.

1. This Amendment No. 1 is effective as of its
publication in the Register of Agreements, but
the parties agree to be bound by the rights and
obligations arising from this Amendment No. 1
from 3 April 2023
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Clanek II.

Strany se dohodly, Ze plivodni znéni ¢lanku VII. Ostatni
ustanoveni, oddil 3., prvni odstavec, se rusi v celém
svém rozsahu a nahrazuje se nésledujicim znénim:

Hlavni zkousSejici bude spolecné se Zdravotnickym
zatizenim odpovédny za uchovavani zakladnich
dokumentt ke Studii zpisobem stanovenym aktualné
platnymi pravidly spravné klinické praxe(,,GCP*) a

S piislusnymi pravnimi predpisy po dvacetpét (25) let
po dokonceni Studie ve Zdravotnickém zatizeni. Poté
mohou byt dokumenty v souladu s piislusnymi
pravnimi ptredpisy zlikvidovany, za predpokladu, ze
zadavatel pied uplynutim této doby nepozadoval delsi
dobu skladovani téchto dokumentti. Kromé toho
Zdravitnické zafizeni piijme opatieni k zabranéni
nahodnému ¢i predcasnému zniceni téchto dokumentu.

Clanek III.

1. Tento Dodatek €. 1 se uzavira s ti¢innosti od
data uvetejnéni v registru smluv, avsak smluvni
strany si pieji byt ipravou prav a povinnosti
obsazenych v tomto Dodatku ¢. 1 vazany jiz od
3. dubna 2023.

1 ke Smlouvé o klinickém hodnoceni
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2. This Amendment No. 1 has been written in four 2. Tento Dodatek ¢. 1 byl vyhotoven ve ¢tyfech
original copies, each Contract Party obtaining stejnopisech, pficemz kazda Smluvni strana
one of them. obdrzi po jednom.

3. In withess of their consent to the wording 3. Na diikaz souhlasu se znénim Dodatku ¢. 1

hereof, the Parties sign this Amendment No. 1. piipojuji Strany své podpisy.

AGREEMENTS REGISTER REGISTR SMLUV

Notwithstanding the foregoing, Medical Facility, Bez ohledu na vySe uvedené, Poskytovatel, Zadavatel a
Sponsor and IQVIA hereby acknowledge that this IQVIA timto berou na védomi, Ze tento Dodatek bude
Amendment shall be published pursuant to Act no. uvefejnén v souladu se zak. ¢. 340/2015, o registru
340/2015 Sh., on Agreements Register. As and between smluv. Za uvefejnéni dle piedchozi véty odpovida
the Parties, Medical Facility agrees to publish this Zdravotnické  zafizeni. = Takovémuto  uvefejnéni
Amendment pursuant to the foregoing. Any information nepodléhaji ty udaje, které tvoii obchodni tajemstvi
which constitutes trade secret of either Party is n€které ze smluvnich stran. Pro cely tohoto Dodatku a
exempted from such publication. For the purposes of Smlouvy se obchodnim tajemstvim rozumi zejména
this Amendment, such trade secrets include, but are not Pfiloha A Smlouvy — Rozpocet a platebni piehled,
limited to, Attachment A — Budget and Payment minimélni cilovy pocet zafazeni, ofekdvany zarazeny
schedule, minimum enrollment goal, expected number pocet subjektl, o¢ekdvana délka trvani studie, protokol a
of Study subjects enrolled, the expected duration of the osvédCeni o pojiSténi. Dale nebudou takovémuto
Study, Protocol and Certificate of Insurance. uvefejnéni podléhat osobni udaje fyzickych osob, ledaze
Furthermore, personal data of individuals are also jsou jiZ uvefejnény v jiném vefejné pfistupném registru.

exempt from such publication, unless they have been Za uverejnéni Dodatku dle predchoziho odstavce
previously published in another public register. odpovidd Zdravotnické zafizeni. Zdravotnické zafizeni
TheMedical Facility is obliged to publish this vyrozumi IQVIA o uvefejnéni Dodatku v registru smluv
Amendment in accordance with the article herein above. tak, Ze ve formulafi pouzivaném k uvefejnéni smlouvy
The Medical Facility will inform IQVIA of publishing zada adresui

this Amendment in the Agreements Register by jako emailovou adresu, na kterou ma byt zaslana

designating the following email address:

as the email address to which a notification of
publication in the Agreements register shall be sent.
Should the Institution fail to publish this Amendment
within 5 working days from its full execution by all
parties, it may be published by the Sponsor or IQVIA.
Before signing this Amendment, the Medical Facility
requires to send the agreed final version of the
Amendment in machine-readable format with
highlighted text, which IQVIA or Sponsor considers to
be a trade secret. The Medical Facility is obliged to
obtain the IQVIAs or Sponsors consent before further
amending the final version of the Amendment beyond
the highlighted text by the IQVIA or Sponsor.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately EUR
14 400,-

All terms and conditions of the Agreement not expressly
amended by this Amendment remain in full force and
effect.
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notifikace o uvefejnéni. Neni-li Dodatek uvetejnén
Zdravotnickym zafizenim ve lhité 5 pracovnich dni od
jeho podpisu vSemi smluvnimi stranami, jsou k jeho
uvetejneéni opravnéni IQVIA ¢i Zadavatel.

Zdravotnické zatizeni vyZaduje pfed podpisem dodatku
zaslat odsouhlasenou finalni verzi dodatku ve strojové
¢itelném formatu s podbarvenym textem, ktery IQVIA ¢i
Zadavatel povazuje za obchodni tajemstvi. Zdravotnické
zafizeni je povinen ziskat souhlas IQVIA ¢i Zadavatele
pred tim, nez bude konecnou verzi dodatku dale ménit
nad ramec podbarveného textu ze strany IQVIA ¢i
Zadavatele.

Predpokladand hodnota Smlouvy ve znéni tohoto
Dodatku je priblizn¢ 14 400,-EUR

Vsechny podminky Smlouvy, které nejsou vyslovné
zménény timto Dodatkem, zGstavaji v plném rozsahu
platné a ucinné.
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Sponsor

Zadavatel
Name: ,

Jméno:
Signature: Podpis:

based on the power of attorney IQVIA RDS Czech

Republic, s.1.0 na zakladé plné moci spolecnosti IQVIA RDS Czech

Republic, s.r.o.
Date:

Datum:

Medical Facility Zdravotnické zarizeni

Name: prof. MUDr. Roman Havlik, Ph.D., Jméno: prof. MUDr. Roman Havlik, Ph.D.

Signature:

Podpis:

Date:

Datum:

Contractual Research Organization , . .
Smluvni vyzkumn4 organizace

Name: .
Jméno:

Signature: Podpis:

Date: Datum:
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