Amendment No. 8 to
Contract on Clinical Trial

This Amendment to Contract on Clinical Trial
(“Amendment No. 8”) is between:

and

F. HOFFMANN-LA ROCHE LTD, having a place
of business at Grenzacherstrasse 124, 4070 Basel,
Switzerland (‘Roche’),

represented upon power of attorney given to:

IQVIA RDS Czech Republic, s.r.o., Pernerova
691/42, PSC 186 00, Praha 8, Karlin, Czech Republic
Identification number: 247 68 651

Tax Identification number: CZ247 68 51

and

IQVIA RDS Czech Republic, s.r.o., having a place
of business at Pernerova 691/42, PSC 186 00, Praha
8, Karlin, Cesk4 republika, formerly Quintiles Czech
Republic, s.r.o.

Identification number: 247 68 651

Tax Identification number: CZ247 68 51
(‘Contractual research organization’ or ‘IQVIA’),

and

Fakultni nemocnice Hradec Kralové

Sokolskd 581, zip code 500 05 Hradec Krilové —
Novy Hradec Krilové

Company Identification Number: 001 79 906

Tax Identification Number: CZ00179906

Bank details: Ceské narodni banka, Praha,

Bank account No. 24639511/0710, variable symbol:
invoice number represented by prof. MUDr.
Vladimirem Pali¢ckou, CSc., dr. H. c., feditelem
(hereinafter referred to as the ,,Medical Facility*)

And
]
]
I

(hereinafter referred to as the “Investigator*),

and is effective as of the date of its publication in the
Register of Agreements.

Dodatek ¢. 8 ke Smlouvé
o klinickém hodnoceni

Tento Dodatek ke Smlouvé o klinickém hodnoceni
(,,Dodatek €. 8*) je uzavien mezi:

a

F. HOFFMANN-LA ROCHE LTD, se sidlem
Grenzacherstrasse 124, 4070 Basile;j, §V}’/carsko
(,,Roche®),

zastoupenou na zakladé plné moci:

IQVIA RDS Czech Republic, s.r.o., Pernerova 691/42,
PSC 186 00, Praha 8, Karlin, Cesk4 republika

IC: 247 68 651

DIC: CZ247 68 51

a

IQVIA RDS Czech Republic, s.r.o.,, se sidlem
Pernerova 691/42, PSC 186 00, Praha 8, Karlin, Cesk4
republika, dffve Quintiles Czech Republic, s.r.o.

IC: 247 68 651

DIC: CZ247 68 51

(,,Smluvni vyzkumna organizace* nebo , JQVIA*),

a

Fakultni nemocnici Hradec Kralové

Sokolskd 581, 500 05 Hradec Krilové — Novy Hradec
Kralové

IC: 001 79 906

DIC: CZ00179906

Bankovni spojeni: Ceskd narodni banka, Praha, ¢. .
24639511/0710, VS: cislo faktury, zastoupenou prof.
MUDr. Vladimirem Palickou, CSc., dr. H. c., Director
(déle jen ,,Zdravotnické zaFizeni‘)

(dale jen ,,Zkousejici),

A nabyva dcinnosti dnem uvetejnéni v registru smluv.
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WITNESSETH:

WHEREAS, Contractual research
organization, Provider, Investigator and Sponsor are
parties to an agreement entitled the Agreement on
Clinical Trial of Human Drug, Protocol No.
BO21223, effective as of 04 Oct 2011 (the
“Agreement”), as amended by Amendment No. 1
dated 12. 11. 2012, Amendment No. 2 dated 10. 7.
2013, Amendment No. 3 dated 31. 3. 2014,
Amendment No. 4 dated 23. 10. 2015, Amendment
No. 5 dated 28. 11. 2016, Amendment No. 6 dated
24. 10. 2018, Amendment No. 7 dated 11. 9. 2018,
and the parties desire to amend such Agreement;

NOW THEREFORE, in consideration of
the mutual promises and covenants set forth herein,
and other good and valuable consideration, the
receipt and sufficiency of which is hereby
acknowledged, the parties hereby agree to amend the
Agreement as follows:

The Article “XIII. Financial compensation” of the
Agreement is hereby amended as follows:

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, Z7e Smluvni
vyzkumnd organizace, Poskytovatel, ZkouSejici a
Zadavatel jsou smluvnimi stranami Smlouvy o
klinickém hodnoceni humanniho 1éCiva Protokol c¢.
BO21223, Wuc¢inné ke 4. ffjnu 2011 (dale
jen,.Smlouva“), ve znéni Dodatku ¢. 1 ze dne 12. 11.
2012, Dodatku ¢. 2 ze dne 10. 7. 2013, Dodatku ¢. 3
ze dne 31. 3. 2014, Dodatku ¢. 4 ze dne 23. 10. 2015,
Dodatku ¢. 5 ze dne 28. 11. 2016, Dodatku ¢. 6 ze
dne 24. 10. 2017 a Dodatku ¢. 7 ze dne 11. 9. 2018, a
Ze si smluvni strany pieji tuto Smlouvu pozménit;

NYNI, Z TOHOTO DUVODU, po zvazeni
vzdjemnych zdvazkd uvedenych v této Smlouvé a
dalSich tadnych a hodnotnych protiplnéni, jejichz
pfijeti a dostatecnost je timto potvrzena, se strany
dohodly na zméné Smlouvy takto:

Clanek ,XIII.  Finanéni
Smlouvy se timto méni nasledovné:

vyrovnani*
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The Parties undertake to process personal data in
accordance with the Regulation (EU) 2016/679 of the
European Parliament and of the Council (hereinafter
referred to as the “GDPR”).

The Parties acknowledge that under the applicable
data protection legislation the Sponsor acts as the
data controller of the personal data of study subjects
and the Medical facility acts as the data processor od
the personal data of study subjects.

All terms and conditions of the Contract not
expressly amended by this Amendment No. 8 remain
in full force and effect.

The Parties acknowledge that the Amendment No. 8
is executed in the Czech and English language
version, the Czech language version has the priority.
The Amendment No. 8 shall be governed and
construed in accordance with Czech law and the
competent courts are Czech courts.

Notwithstanding the foregoing, Medical Facility,

Sponsor, Contractual research organization and
Investigator  hereby  acknowledge that this
Amendment No. 8 shall be published in the

Agreements Register pursuant to Act No. 340/2015
Coll., on Agreements Register. As and between the
parties, Medical Facility agrees to publish this
Amendment No. 8 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. 8, 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. Furthermore,
personal data of individuals are also exempt from
such publication, unless they have been previously
published in another public register. The Medical
facility will inform Contractual research organization
of publishing the Amendment No. 8 in accordance
with the article herein above. The Institution will
inform Contractual research organization of
publishing this Amendment No. 8 by designating the
following email address: registrsmluv@iqvia.com 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. 8, and the Contract within 5

Smluvni strany se zavazuji naklddat s osobnimi udaji
v souladu s Natizenim Evropského parlamentu a Rady
¢. 2016/679 (dale jen ,,GDPR®).

Smluvni strany berou na védomi, Ze z hlediska
platnych pravnich piedpisti v oblasti ochrany osobnich
udajii je Zadavatel v pozici spravce osobnich udajii
Subjekt hodnoceni a Zdravotnické zatizeni je v pozici
zpracovatele osobnich udajt Subjektti hodnoceni.

Vsechny podminky Smlouvy, které nebudou vyslovné
upraveny timto Dodatkem ¢. 8, zlstdvaji v plném
rozsahu platné a G¢inné.

Strany berou na védomi, Ze Dodatek. €. 8 je vyhotoven
v ¢eském a anglickém znéni, pfi¢emZ Ceské znéni ma
prednost pred anglickym znénim. Dodatek ¢. 8 se tidi
Geskym pravem a piisluiné jsou Ceské soudy.

Bez ohledu na vySe uvedené Zdravotnické zatizend,
Hlavni ZkouSejici, Zadavatel, Roche a Smluvni
vyzkumnd organizace timto berou na védomi, Ze tento
Dodatek ¢. 8 bude uvefejnén v souladu se zdk. ¢.
340/2015 Sb., o registru smluv. Za uveiejnéni dodatku
odpovidd  Zdravotnické  zatfizeni. = Takovémuto
uvetejnéni nepodléhaji ty udaje, které tvoii obchodni
tajemstvi n¢které ze smluvnich stran. Pro Gcely tohoto
Dodatku ¢. 8 se obchodnim tajemstvim rozumi
zejména Clanek XIII. Smlouvy - Finanéni aspekty,
minimdlni cilovy pocet zafazeni, ocekdvany pocet
zatazenych subjektd a oCekdvand délka trvani Studie.
Déle nebudou takovémuto uvetejnéni podléhat osobni
udaje fyzickych osob, ledaZe jsou jiZ uvefejnény v
jiném vefejné pifistupném registru. Zdravotnické
zatizeni vyrozumi Smluvni vyzkumnou organizaci o
uvefejnéni Dodatku ¢. 8  tak, Ze ve formulafi
pouzivaném k uvefejnéni smlouvy zadd adresu
registrsmluv@iqvia.com jako emailovou adresu, na
kterou ma byt zasldna notifikace o uvetejnéni. Neni-li
Dodatek €. 8 uvetejnén Zdravotnické zafizeni ve Ihité
5 pracovnich dni od podpisu Dodatku ¢. 8 vSemi
smluvnimi stranami, jsou k jeho uvefejnéni opravnéni
Smluvni vyzkumna organizace ¢i Zadavatel.
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working days from its full execution by all parties, it
may be published by the Contractual research
organization or Sponsor.

The estimated value of financial payment under the
original Agreement, as amended by all amendments
thereto, shall be approximately CZK 4,775,103.00.

This Amendment No. 8 is effective as of its
publication in the Register of Agreements.

Before the signing the Amendment No. 8, Sponsor
send to the Medical Facility the final version of the
Amendment No. 7 in a machine-readable format with
blinded text which is trade secret.

IN WITNESS WHEREOF, this
Amendment No. 8 has been executed by the parties
hereto through their duly authorized officers on the
date(s) set forth below.

F. HOFFMANN-LA ROCHE LTD.
represented by IQVIA RDS Czech Republic, s.r.o.

Name:
Position:

Signature:
based on the power of attorney IQVIA RDS Czech
Republic, s.r.o.

Date:

Contractual Research Organization

Name:
Position:

Signature:
IQVIA RDS Czech Republic, s.r.o. based on the power of
attorney

Date: 15. 4. 2019

Investigator

Name: [

Position: Investigator

Signature:

Ptedpoklddand hodnota finan¢niho plnéni dle ptivodni
Smlouvy ve znéni vSech dodatkll ¢ini pfiblizné
4,775,103.00 K¢.

Tento Dodatek €. 8 nabyva tcinnosti dnem uvetejnéni
v registru smluv.

Pfed podpisem Dodatku ¢&. 8 Zadavatel zasle
Zdravotnickému zatizeni findlni verzi Dodatku €. 8 ve
strojové Citelném formdtu s podbarvenym textem,
ktery povazuje Zadavatel za obchodni tajemstvi.

NA DUKAZ TOHO smluvni strany uzaviely
tento Dodatek ¢. 8 prostfednictvim svych fadné
opravnénych vedoucich pracovnikii v niZe uvedeny
den.

F. HOFFMANN-LA ROCHE LTD.
zastoupend IQVIA RDS Czech Republic, s.r.o.

Jméno:
Funkce:

Podpis:
na zdkladé plné moci spolecnosti IQVIA RDS Czech

Republic, s.t.0.

Datum:

Smluvni vyzkumna organizace

Jméno:
Funkce:

Podpis:
Na zdklad¢ pIné moci IQVIA RDS Czech Republic, s.r.o.

Datum: 15. 4. 2019

ZkousSejici

yméno:

Funkce: ZkouSejici
Podpis:

Datum: 23. 4. 2019
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Date: 23. 4. 2019
Zdravotnické zaiizeni

Medical Facility

Name: prof. MUDr. Vladimir Palicka, CSc., dr. h. c. Jméno: p{of. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
Position: Director Funkce: Reditel

Signature: Podpis:

Date: 29. 4. 2019 Datum: 29. 4. 2019
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