Amendment No. 1 to Contract
on Clinical Trial

Reg. No.: 08/0VZ/15/039-P

concluded on 20. 08. 2015 by and between

F. Hoffmann-La Roche Ltd, having a place of business
at Grenzacherstrasse 124, 4070 Basel, Switzerland
(Hereinafter referred to as the ‘Sponsor”)

and

Contractual research organization

Quintiles Czech Republic, s.r.0., having a place of
business at Radlicka 714/113a, 158 00 Praha 5, Czech
Republic, Identification number: 247 68 651, Tax
Identification number: CZ247 68 651

(Hereinafter referred to as the ‘Contractual research
organization’)

and

Fakultni nemocnice Ostrava, having a place of business
at 17. listopadu 1790/5, Ostrava — Poruba, postcode 708
52, Czech Republic, Identification number 008 43 989,
Tax identification number CZ00843989, Founding
document of the Ministry of Health of the Czech Republic
dated of November 25th, 1990, ref. No. OP-054-25.11.90
with regard to this Agreement the following representative
is authorised to act on behalf of Institution and to execute
this deed: MUDr. Josef Srovnal, Vice-director for Medical
Treatment

(Hereinafter referred to as the ‘Medical Facility”)

and

MUDr. Pavel Svoboda, Ph.D., workplace: Interni klinika
Fakultni nemocnice Ostrava, with its registered office at
17. listopadu 1790/5, Ostrava Poruba, postcode 708 52,
Czech Republic

(Hereinafter referred to as the “Principal Investigator)

Preamble
WHEREAS:

A. The Parties have concluded on 20. 08. 2015 the
Contract on Clinical Trial, (hereinafter the
»Agreement™), Protocol No. GA29144,

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

O QUINTILES

Dodatek ¢. 1 ke Smlouvé
0 klinickém hodnoceni

Ev. ¢.: 08/0VZ/15/039-P

uzaviené dne 20. 08. 2015 mezi

F. Hoffmann-La Roche Ltd, se
Grenzacherstrasse 124, 4070 Basilej, Svycarsko
(dale jen ,,Zadavatel)

sidlem

a

Smluvni vyzkumna organizace

Quintiles Czech Republic, s.r.o0., se sidlem Radlicka
714/113a, 158 00 Praha 5, Ceska republika, IC: 247
68 651, DIC: CZ247 68 651

(dale jen ,,Smluvni vyzkumna organizace®)

a

Fakultni nemocnice Ostrava, se sidlem na adrese 17.
listopadu 1790/5, Ostrava Poruba, PSC 708 52, Ceska
republika, IC: 008 43 989, DIC: CZ00843989,
Ztizovaci listina MZ CR ze dne 25. listopadu 1990 &.j.
OP-054-25.11.90, ve vécech této smlouvy je opravnén
jednat a podepisovat: MUDr. Josef Srovnal, ndméstek
feditele pro 1écebnou péci

(dale jen ,,Zdravotnické zarizeni*)

a

MUDr. Pavel Svoboda, Ph.D., misto pracovisté:
Interni klinika Fakultni nemocnice Ostrava, se sidlem
na adrese 17. listopadu 1790/5, Ostrava Poruba, PSC
708 52, Ceska republika

(dale jen ,,Hlavni zkouSejici®)

Preambule
S OHLEDEM NA TO, ZE

A. Strany uzaviely dne 20. 08. 2015 Smlouvu o
klinickém hodnoceni (dale jen ,,Smlouva®),
protokol ¢. GA29144,

B. Strany maji zdjem zménit nalezitosti a podminky
Smlouvy tak, jak je stanoveno niZze.
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O QUINTILES

NOW THEREFORE THE PARTIES HAVE AGREED SE
UPON AND CONCLUDED THIS

. STRANY DOHODLY A UZAVRELY
NASLEDUIJICI

Amendment No. 1 to the Agreement
Avrticle I.

The Parties agreed the Article “VII. Other
Provisions”, section “Equipment” of the
Agreement is hereby deleted and replaced as
follows:

Equipment:

The Medical Facility shall be supplied with the
following equipment, which is required for use in the
Study and that Medical Facility does not otherwise
own or have access to:

o Cellestis Portable Incubator;

e HTC-HD2 T8585 Handheld Computer (eDiary)
and Acer Aspire Switch 10 (eQuestionnaires);

e HTC-HD2 PB81100 Handheld Computer
(eDiary)

e Lenovo Thinkpad X131e Laptop - Includes Power
Supply and Ethernet Cable, Dazzle Video Creator
Platinum HD - Video Input Adapter and
KINGSTON 32GB USB Memory Stick

When equipment is being provided, a separate
Borrowing Contract shall be concluded.

The Parties agreed the “Article XIIl. Financial
aspects”, paragraph “4. The payment schedule”,
section “Screening Failure” of the Agreement is
hereby deleted and replaces as follows:

Screening Failure

Dodatek ¢. 1 ke Smlouvé
Clanek I.

1. Strany se dohodly, 7e¢ Clianek “VII. Ostatni
ustanoveni”, sekce “Vybaveni” Smlouvy, se
timto rusi a nahrazuje nasledujicim znénim:

Vybaveni:

Zdravotnickému  zatizeni bude  poskytnuto
nasledujici vybaveni, které je potfebné pro pouziti
ve Studii, a Zdravotnické zafizeni jej nevlastni nebo
k nému nema ptistup:

e prenosny inkubator Cellestis;

e HTC-HD2 T8585 ptenosny pocitac (e-diar) a
Acer Aspire Switch 10 (e-dotazniky);

e HTC-HD2 PB81100 pienosny pocitac (e-diar);

e Lenovo Thinkpad X13le Laptop — vcetné
elektronického napajeciho  zdroje a
ethernetového kabelu, zafizeni pro zdznam
videa Dazzle Video Creator Platinum HD-
Video Input Adapter a KINGSTON 32GB
USB Memory Stick.

V pfipadé zapujCeni vybaveni bude uzaviena
separatni smlouva o vypujcce.

2. Strany se dohodly, Ze “Clanek XIII. Finan¢ni
aspekty”, odstavec “4. Platebni rozvrh”, sekce
“Navs§tévy vyhodnocené jako ,screening
failure*” Smlouvy, se timto rusi a nahrazuje
nasledujicim znénim:

Navstévy vyhodnocené jako ,,screening failure®

Avrticle 11. Clanek I1.
The Parties hereby agree that all other terms and Strany timto souhlasi s tim, Ze vSechny ostatni

conditions of the Agreement shall remain unaffected by ndleZitosti a podminky Smlouvy zistivaji timto
this Amendment No. 1. Dodatkem €. 1 nedotCeny.

Article 111. Clanek I11.
1. This Amendment No. 1 shall become valid and 1-Tento Dodatek & 1 nabyva platnosti a ucinnosti
effective upon its signing by all Parties. dnem jeho podpisu vSemi Stranami.
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2. This Amendment No. 1 has been written in four

counterparts, each contracting party obtaining one of
them.

In witness of their consent to the wording hereof, the
Parties sign this Amendment No. 1.

Institution, Sponsor, Principal Investigator and
Contractual research organization hereby acknowledge
that this Amendment No. 1 shall be published together
with the Agreement pursuant to Act no. 340/2015 Sh.,
on Agreements Register. As and between the Parties,
Institution agrees to publish this Amendment No. 1
together with the Agreement 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 Agreement,
such trade secrets include, but are not limited to, the
design of individual visits described in the payment
table/s in Attachment A to the Agreement, 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
Institution is obliged to publish this Amendment No. 1
together with the Agreement in accordance with the
article herein above. Should the Institution fail to
publish this Amendment No. 1 together with the
Agreement within 5 working days from its full
execution by all parties, it may be published by the
Contractual research organization or Sponsor.

Sponsor

Signed by Quintiles Czech Republic s.r.o., under a Power of

Attorney, for and on behalf of F. Hoffman — La Roche Ltd:
Name:

Position:

Signature:

Under a Power of Attorney Quintiles Czech Republic, s.r.o.

Date:

Principal Investigator

Name: MUDr. Pavel Svoboda Ph.D.

O QUINTILES

2. Tento Dodatek ¢. 1 byl vyhotoven ve cétyfech
stejnopisech, pficemz kazda smluvni strana obdrzi
po jednom.

3. Na diikaz souhlasu se znénim Dodatku €. 1 ptipojuji
Strany své podpisy.

4. Zdravotnické zatizeni, Zadavatel, Hlavni Zkousejici
a8 Smluvni vyzkumna organizace timto berou na
védomi, Ze tento Dodatek ¢. 1 bude zvefejnén
spolecné se Smlouvou v souladu se zak. ¢. 340/2015,
o registru smluv. Za zverejnéni dle predchozi véty
odpovida  Zdravotnické zafizeni. Takovémuto
zvefejnéni nepodléhaji ty udaje, které tvoii obchodni
tajemstvi nékteré ze smluvnich stran. Pro ucely
tohoto Dodatku ¢. 1 a Smlouvy se obchodnim
tajemstvim rozumi zejména rozvrZeni a popis
jednotlivych navstév uvedeny v platebni tabulce /
platebnich tabulkdch v ptiloze A Smlouvy,
minimalni cilovy pocet =zafazeni, ocekavany
zafazeny pocet subjekti a ofekavana délka trvani
Studie. Dale nebudou takovémuto zvefejnéni
podléhat osobni tdaje fyzickych osob, ledaze jsou jiz
zvetfejnény v jiném verejné pristupném registru. Za
zvefejnéni Dodatku ¢. 1 a Smlouvy dle pfedchoziho
odstavce odpovida Zdravotnické zafizeni. Neni-li
Dodatek ¢. 1 spoleéné se Smlouvou zveiejnén
Zdravotnickym zafizenim ve lhuté 5 pracovnich dni
od jeho podpisu v§emi smluvnimi stranami, jsou k
jejich zverejnéni opravnéni Smluvni vyzkumna
organizace ¢i Zadavatel.

Zadavatel

Podepsano spolecnosti Quintiles Czech Republic s.r.o., na
zakladé plné moci v zastoupeni F. Hoffman — La Roche Ltd:

Jméno:

Funkce:

Podpis:

Na zaklad¢ plné moci Quintiles Czech Republic, s.r.o.

Datum:

Hlavni zkousSejici

Jméno: MUDr. Pavel Svoboda Ph.D.
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Signature:

Date:

Medical Facility

Name: MUDr. Josef Srovnal

Position: Deputy Director for Medical Care
Signature:

Date:

Contractual Research Organization

Name:
Position:

Signature:

Under a Power of Attorney Quintiles Czech Republic, s.r.o.

Date:

O QUINTILES

Podpis:

Datum:

Zdravotnické zaiizeni

Jméno: MUDr. Josef Srovnal

Funkce: naméstek teditele pro 1é¢ebnou péci
Podpis:

Datum:

Smluvni zdravotnicka organizace
Jméno:

Funkce:

Podpis:

Na zaklad¢ plné moci Quintiles Czech Republic, S.r.0.

Datum:
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