AMEDMENT NO. 2 TO 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 IQRDSs Czech Republic s.r.o.,
(Hereinafter referred to as the ‘Sponsor’),

and

Contractual research organization IQVIA RDS Czech

Republic s.r.0., 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

Vojensk4 nemocnice Brno, having a place of business

at Zabrdovickd 3, postcode 636 00 Brno, Czech
Republic, Identification number: 605 55 530, Tax
identification number: CZ60555530, represented by
Col. Ing. Antonin Vodédk, Director, (Hereinafter
referred to as the ‘Medical Facility”),

and

. address: [N d-tc

of birth: § , (Hereinafter referred to
as the “Principal Investigator)

DODATEK €. 2 KE SMLOUVE O
KLINICKEM HODNOCEN]

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

F. Hoffmann-La Roche ILtd, se sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko
zastoupena IQVIA RDS Czech Republic s.r.o, (déle
jen ,,Zadavatel™),

a

Smluvni vyzkumna organizace IQVIA RDS Czech
Republic s.r.o., se sidlem Praha 8, Pernerova 691/42,
PSC 186 00, Ceska republika, 1C: 247 68 651, DIC:
CZ247 68 651, (dale jen ,.Smluvni vyzkumna
organizace"),

Vojenska nemocnice Brno se sidlem Zabrdovicka 3,
636 00 Brno, Ceska republika, Identifika¢ni &islo: 605
55 530, Dariové identifikaéni ¢islo: CZ60555530,
zastoupena plk. Ing. Antoninem Vodakem, reditelem,
(dale jen ..Zdravotnické zafizeni™),

a

. adresa: b
datum narozeni: , (dale jen ,,Hlavni

zkousejici®)

WITNESSETH: TIMTO SE POTVRZUIJE:
WHEREAS, VZHLEDEM K TOMU,

A. Contractual research organization, Sponsor, A. ze Smluvni vyzkumna organizace, Zadavatel,
Medical Facility and Principal Investigator are Zdravotnické zafizeni a Hlavni zkou$ejici jsou
parties to Contract on Clinical Trial, protocol smluvnimi stranami Smlouvy o klinickém
number GA28951, from 17. 9. 2015 (the hodnoceni, ¢islo protokolu GA28951, ktera
“Contract”), amended by Amendment 1 dated nabyla platnosti dne 17. 9. 2015 (dale jen
27 Jan 2017 "Smlouva"), ve znéni Dodatku ¢. 1 ze dne 27.

ledna 2017

B. WHEREAS, the parties have agreed to amend B. VZHLEDEM K TOMU, Ze smluvni strany se

the Contract as set forth below; dohodly na zméné Smlouvy, jak je uvedeno nize;
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NOW THEREFORE, in consideration of the mutual NYNi, Z TOHOTO DUVODU. s ohledem na
promises and covenants set forth herein, the parties  vzajemné pfisliby a ujednéni stanovena v této
hereby agree to amend the Payment Schedule of the ~ Smlouvé, se smluvni strany timto dohodly na zméné
Contract as follows: Platebniho rozvrhu Smlouvy takto:

I. The Payment schedule listed in the article XIII.
Financial aspects, paragraph 2. of the Contractis 1. Platebni rozvrh uvedeny v ¢lanku XIII. Finanéni

deleted in its entirety and replaced with the aspekty. odstavei 2. Smlouvy se timto rusi a
payment schedule as follows: nahrazuje se Platebnim rozvrhem nésledujiciho
znéni:

’ Payment per

% subject for each : Platba za osobu a
Visit i 7
completed Visit N&vEteva kazdou
(CZK) dokonéenou

navstévu (K¢)

Per one subject per

Total

7 years Za jeden subjekt za
55274.80 Celkem obdobi 7 let
55274.80
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Unit Cost ' POLOZKY

(including OH) SPLATNE ﬁé‘g;l‘ﬂ za polozku

INVOICED
ITEMS:

(CZK) FAKTUROU:
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*To be paid upon receipt of completed
eCRFs.

Article 11.

The Parties hereby agree that all other terms and
conditions of the Agreement shall remain unaffected
by this Amendment No. 2.

Article I11.

1. This Amendment No. 2 shall become effective
upon its publication in the Register of
Agreements. The Parties hereby agree that visits
and procedures under Article 1. of this
Amendment No. 2, performed during the period
from the date 13 December 2017 until the
effective date of this Amendment No. 2, shall be
deemed as performance of the Agreement as
amended by this Amendment No. 2 and the
rights and obligations arising out of this
performance are governed by the Agreement as
amended by this Amendment No. 2.

2. Medical Facility, Sponsor and Contractual
research organization hereby acknowledge that
this Amendment No. 2 will be published
together with the Agreement and Amendment
No. 1 in the Agreements Register pursuant to
Actno. 340/2015 Coll., on Agreements Register.
As and between the Parties, Medical Facility
agrees to publish the Amendment No. 2 and the
Agreement with the 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 the Agreement and the
Amendments, trade secrets include, but are not
limited to, Article XIII. “Financial aspects”,

*Bude proplaceno po obdrzeni
vyplnénych eCRFs.

Clanek 1II.

Strany timto souhlasi s tim, ze vSechny ostatni nalezitosti a
podminky Smlouvy zistavaji timto Dodatkem €. 2 nedotéeny.

Clanek I11.

Tento Dodatek ¢. 2 nabyva UCinnosti dnem zvérejnéni
vregistru smluv. Smluvni strany timto souhlasi, ze
navstévy a procedury uvedené v ¢lanku 1. tohoto Dodatku
¢. 2, uskuteénéné v obdobi od 13.12.2017 do data
uc¢innosti tohoto Dodatku ¢. 2, se povazuji za plnéni
Smlouvy ve znéni tohoto Dodatku €. 2 a prava a
povinnosti z n€j vzniklé se fidi Smlouvou ve znéni tohoto
Dodatku ¢&. 2.

Zdravotnické zafizeni, Zadavatel a Smluvni
vyzkumna organizace timto berou na védomi, Ze
tento Dodatek ¢. 2 bude zvefejnén spolecné se
Smlouvou a Dodatkem €. 1 v souladu se zak. €.
340/2015, o registru smluv. Za zvefejnéni dle
predchozi véty odpovida Zdravotnické zatizeni.
Takovémuto zvefejnéni nepodléhaji ty udaje,
které tvofi obchodni tajemstvi nékteré ze
smluvnich stran. Pro G&ely dodatki a Smlouvy
se obchodnim tajemstvim rozumi zejména
Clanek XIII. “Finanéni aspekty”, minimalni
cilovy pocet zafazeni, otekavany zafazeny pocet
subjekt a ofekavana délka trvani Studie. Déle
nebudou takovémuto zvefejnéni podléhat osobni
udaje fyzickych osob. ledaze jsou jiz zvefejnény
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minimum enrollment goal, expected number of
Study subjects enrolled and the expected
duration of the Study. Furthermore, personal
data of individuals are also exempted from such
publication, unless they have been previously
published in another public register. The
Medical Facility is obliged to publish this
Amendment No. 2 together with the Agreement
and the Amendment No. 1 in accordance with
the article herein above. The Medical Facility
will inform Contractual research organization of
publishing the Amendment No. 2 together with
the Agreement and the Amendment No. 1 by
designating the following email address:
& as the email address to which
a notification of publication in the Agreements
register shall be sent. Should the Medical
Facility fail to publish this Amendment No. 2
together with the Agreement and the
Amendment No. 1 within 5 working days from
its full execution, it may be published by the
Contractual research organization or Sponsor.
The estimated value of financial payment under
the Agreement, as amended, shall be
approximately CZK 122 694.

3. This Amendment No. 2 has been written in four
counterparts, each contracting party obtaining
one of them.

4. In witness of their consent to the wording
hereof, the Parties sign this Amendment No. 2.

Podepsano spoleénosti IQVIA RDS Czech
Republic s.r.o., na zdkladé plné moci v
zastoupeni F. Hoffman — La Roche/ Signed by
IQVIARDS Czech Republic s.r.o., under a
Power of Attorney, for and on behalf of F.
Hoffman — La Roche:

Jméno/By:
Funkce/Title:

Podpis/Signature:
IQVIA RDS Czech Republic, s.r.0., v zastoupeni Zadavatele
/IQVIA RDS Czech Republic, s.r.o., on behalf of the Sponsor

Datum/Date:

v jiném vefejné piistupném registru. Za
zvefejnéni tohoto Dodatku ¢. 2 spolecné se
Smlouvou a Dodatkem ¢&. 1 dle piedchoziho
odstavce odpovidda Zdravotnické zafizeni.
Zdravotnické zafizeni vyrozumi Smluvni
vyzkumnou organizaci o zvefejnéni Dodatku ¢.
2 spole¢né se Smlouvou a Dodatkem €. 1 tak, ze

ve formuléfi pouzivaném ke zveiejnéni smlouvy
zada adresu _ jako emailovou
adresu, na kterou mé byt zaslana notifikace o
uveiejnéni. Neni-li Dodatek ¢. 2 spolecné se
Smlouvou a Dodatkem ¢ 1 zvefejnén
Zdravotnickym zafizenim ve lh{it€ 5 pracovnich
dni od podpisu Dodatku ¢. 2 vSemi smluvnimi
stranami, jsou k jeho zvefejnéni opravnéni
Smluvni vyzkumna organizace ¢i Zadavatel.

Predpokladana hodnota finanéniho plnéni dle
Smlouvy ve znéni Dodatku ¢. 2 Cini piiblizné
122 694.00 K¢

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

Na dikaz souhlasu se znénim Dodatku ¢&. 2fipojuji
pfipojuji Strany své podpisy.
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Na diikaz souhlasu piipojuje sviij podpis
opravnény zastupce Smluvni vyzkumné
organizace / ACKNOWLEDGED AND
AGREED BY Contractual research
organization:

Jméno/By:
Funkce/Title:

Podpis/Signature:

Na zakladé pIné moci IQVIA RDS Czech Republic, s.r.o. /Under
a Power of Attorney IQVIA RDS Czech Republic, s.r.o

Datum/Date:

Na dukaz souhlasu pFipojuje sviij podpis
opravnény zastupce Zdravotnické zafizeni:/
ACKNOWLEDGED AND AGREED BY THE
Medical Facility:

Jméno/By: Plk. Ing. Antonin Vodak
Funkce/Title: Reditel/ Director

Podpis/Signature:
Datum/Date:

Na dikaz souhlasu pFipojuje sviij podpis
opravnény zastupce Hlavni zkousejici:/
ACKNOWLEDGED AND AGREED BY THE
Principal Investigator:

1méno/By: [N

Podpis/Signature:

Datum/Date
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