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 Quintiles Czech Republic
s.r.0., (Hereinafter referred to as the ‘Sponsor’), and
Contractual research organization Quintiles Czech
Republic, s.r.o., having a place of business at Praha 5,
Jinonice, Radlicka 714/113a, zip code 158 00, Czech
Republic, ldentification number: 247 68 651, Tax
Identification number: CZ247 68 651, (Hereinafter
referred to as the ‘Contractual research
organization’), and Fakultni nemocnice v Motole,
located at V Uvalu 84, 150 06 Praha 5, Czech
Republic, Company ID no.: 00064203, Tax ID no:
CZ00064203, r

the ‘Medical
Facility’)

and is valid as of the last signature date below
(,,Validity date*) and is effective as of the date of
publication in the Agreement Register. (,,Effective
date®).

WITNESSETH:

WHEREAS, Contractual research
organization, Sponsor and Medical Facility are parties
to Contract on Clinical Trial, protocol number
GA28951, from 23 February 2016 (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:
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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 Basilej, Svycarsko
zastoupend Quintiles Czech Republic s.r.o, (dale jen
»Zadavatel), a Smluvni vyzkumnou organizaci
Quintiles Czech Republic, s.r.o0., se sidlem Praha 5,
Jinonice, Radlicka 714/113a, PSC 158 00, Ceska
republika, IC: 247 68 651, DIC: CZ247 68 651, (dale
jen ,,Smluvni vyzkumna organizace), a Fakultni
nemocnici v Motole, se sidlem V Uvalu 84, 150 06
Praha 5, Ceska republika, ICO: 00064203, DIC:
CZ00064203,

(dale jen ,,Zdravotnické zaiizeni)

je platny od data posledniho podpisu nize (,,Datum
platnosti”’). Uc¢innosti dodatek nabyva ke dni
uvefejnéni v registru smluv (,,Datum aéinnosti”).

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, ze Smluvni
vyzkumna organizace, Zadavatel a Zdravotnické
zafizeni jsou smluvnimi stranami Smlouvy o
klinickém hodnoceni, ¢islo protokolu GA28951,
ktera nabyla platnosti dne 23. unora 2016 (dale jen
»Smlouva®), a strany si pieji zménit tuto Smlouvu;

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

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



I. The Payment schedule listed in the article

I. Platebni rozvrh uvedeny v ¢lanku XIII.

X111, Financial aspects, paragraph 2. Of the

Finanéni aspekty, odstavci 2. Smlouvy se timto

Contract is deleted in its entirety and replaced

rusi a nahrazuje Platebnim rozvrhem

with the payment schedule as follows:

nasledujiciho znéni:

The estimated value of financial payment under the
Contract, as amended, shall be approximately CZK
171 625.

All terms and conditions of the Contract not expressly
amended by this Amendment remain in full force and
effect.

The Parties hereby agree that visits and procedures
under Article I. of this Amendment, performed during
the period from the date of approval of the Protocol on
22 June 2016 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 will be published together with the
Contract in the Agreements Register pursuant to Act
no. 340/2015 Sbh., on Agreements Register, and in
compliance with instructions and decrees of the
Ministry of Health Care of the Czech Republic.

Sponsor and Contractual research organization hereby
acknowledge that the Medical Facility, as a state
allowance organization, is obliged to provide

dle

Predpokladana hodnota financniho plnéni
Smlouvy ve znéni Dodatku ¢ini pfiblizné 171 625,-
Ke.

Vsechna ustanoveni a podminky Smlouvy, které
nejsou vyslovné zménény timto Dodatkem, zlistavaji
plné platné a ucinné.

Smluvni strany timto souhlasi, Ze navstévy a
procedury uvedené v ¢lanku I. tohoto Dodatku,
uskute¢néné v obdobi od data schvaleni protokolu
dne 22. cCervna 2016 do Data ucinnosti tohoto
Dodatku, se povazuji za plnéni Smlouvy ve znéni
tohoto Dodatku a prava a povinnosti z n¢j vzniklé se
tidi Smlouvou ve znéni tohoto Dodatku.

Smluvni strany souhlasi s uvetejnéni tohoto Dodatku
a Smlouvy za Gcelem splnéni povinnosti uloZzenych
mu platnou a u¢innou pravni upravou, a to zejména
zékonem ¢. 340/2015 Sb., o registru smluv, ve znéni
pozdéjsich predpist, a dale pokyny a rozhodnutimi
Ministerstva zdravotnictvi Ceské republiky.

Zadavatel 1 Smluvni vyzkumna organizace berou na
védomi, ze Zdravotnické zafizeni jakoZto statni
pfispévkova organizace je povinna na dotaz tfeti
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information upon third person’s request pursuant to
the Act No. 106/1999 Coll. on Free Access to
Information, as amended.

As and between the Parties, Medical Facility agrees to
publish the Amendment and the Contract within 30
days from execution hereof. Contractual research
organization shall provide the Medical Facility with a
final redacted version of this Amendment and the
Contract without undue delay.

The Parties hereby acknowledge that any information
which constitutes trade secret of either Party pursuant
to the Section 504 of the Civil Code and other
information which are not subject to the publication
obligations are exempted from such publication and
shall be redacted prior to dispatching of this
Amendment together with the Contract for
publication. For the purposes of the Contract and the
Amendment, trade secrets include, but are not limited
to, Article XIII. to the Contract — Financial aspects,
minimum enrollment goal, expected number of Study
subjects enrolled and the expected duration of the
Study.

The Medical Facility will inform Contractual research
organization of publishing the Amendment together
with the Contract by email to the following email

address: NN

Should the Medical Facility fail to publish this
Amendment together with the Contract as soon as
possible within 30 days from its full execution by all
parties at the latest, it may be published by the
Contractual research organization or Sponsor.

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

Podepsano spolec¢nosti Quintiles Czech Republic
s.r.0., na zakladé plné moci Vv zastoupeni F.
Hoffman — La Roche/ Signed by Quintiles Czech
Republic s.r.o., under a Power of Attorney, for and
on behalf of F. Hoffman — La Roche:
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osoby poskytnout informace podle zakona ¢.
106/1999 Sh., o svobodném pftistupu k informacim,
ve znéni pozdégjsich predpist.

Smluvni strany se dohodly, Ze uvefejnéni tohoto
Dodatku a Smlouvy prostifednictvim registru smluv
bude provedeno Zdravotnickym zatizenim do 30 dnti
od uzavieni tohoto Dodatku. Smluvni vyzkumna
organizace doru¢i bez zbyte¢ného odkladu
Zdravotnickému zafizeni kone¢nou podobu Dodatku
a Smlouvy s redikei.

Smluvni strany jsou srozumény s tim, Ze informace
tvorici obchodni tajemstvi ve smyslu § 504
obCanského zakoniku, a dal$i informace, které
nepodléhaji povinnosti uvefejnéni, budou pied
odeslanim Dodatku a Smlouvy k uvefejnéni
znelitelnény. Za obchodni tajemstvi Zadavatel a
Smluvni vyzkumna organizace povazuji zejména
Clanek XIII. Smlouvy - Finanéni aspekty, minimalni
cilovy pocet zafazeni, ofekavany zarazeny pocet
subjektl a ocekdvana délka trvani Studie.

Zdravotnické zatizeni zasle Smluvni vyzkumné
organizaci potvrzeni o uvefejnéni Dodatku spolecné
se Smlouvou Vv registru smluv na e-mailovou adresu:

Neni-li Dodatek spolecné se Smlouvou zvefejnén
Zdravotnickym zafizenim co nejdiive, nejpozdéji
vSak ve 1htté 30 dni od jeho podpisu vSemi

smluvnimi stranami, jsou k jejich zvefejnéni
opravnéni Smluvni vyzkumné organizace ¢i
Zadavatel.

NA DUKAZ TOHO smluvni strany uzaviely tento
Dodatek prostiednictvim svych fadné opravnénych
vedoucich pracovnikli v nize uvedeny den.
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Jméno/By:
Funkce/Title:

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

Datum/Date:

Na dikaz souhlasu prFipojuje sviij podpis
opravnény zastupce Smluvni vyzkumné organizace
[ ACKNOWLEDGED AND AGREED BY
Contractual research organization:

Jméno/By:
Funkce/Title:

Podpis/Signature:
Na zéklad¢ plné moci Quintiles Czech Republic, s.r.o. /Under a
Power of Attorney Quintiles Czech Republic, s.r.o.

Datum/Date:

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

Podpis/Signature:

Datum/Date:

Hlavni zkouSejici potvrzuje, Ze se seznamil
sobsahem tohoto Dodatku:/ The Principal
Investigator certify that he read and is familiar
with contents of this Amendment:

Jméno/By: |

Podpis/Signature:

Datum/Date:
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