AMENDMENT NO. 1 TO THE CONTRACT ON
CLINICAL TRIAL

This Amendment No. 1 to the Contract on Clinical
Trial (Hereinafter referred to as the ,,Amendment No.
1%) is between

F. Hoffmann-La Roche Ltd.

having a place of business at Grenzacherstrasse 124,
4070 Basel, Switzerland, represented by IQVIA RDS
Czech Republic, s.r.o. (Hereinafter referred to as the
“Sponsor”)

and
Contractual research organization

IQVIA RDS Czech Republic, s.r.o.

having a place of business at Pernerova 691/42, 186 00
Praha 8, Czech Republic

Identification number: 247 68 651

Tax ldentification number: CZ247 68 651

(Hereinafter referred to as the “Contractual research
organization”)

and

Masarykiiv onkologicky ustav

having a place of business at Zluty kopec 7, 656 53
Brno, Czech Republic

Identification number: 002 09 805

Tax Identification number: CZ002 09 805

represented by prof. MUDr. Jan Zaloudik, CSc.,
director

(Hereinafter referred to as the “Health service
provider”)

and

with an address

date of birth:

(Hereinafter referred to as the “Principal
Investigator)

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

DODATEK C. 1 KE SMLOUVE
0O KLINICKEM HODNOCENI

Tento Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
(déle jen ,,Dodatek €. 1°) se uzavird mezi

F. Hoffmann-La Roche Ltd.

se sidlem Grenzacherstrasse 124, 4070 Basilej,
Svycarsko, zastoupenou spolegnosti IQVIA RDS
Czech Republic, s.r.o.

(dale jen ,,Zadavatel*)

a
Smluvni vyzkumnou organizaci

IQVIA RDS Czech Republic, s.r.o.

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

ICO: 247 68 651

DIC: CZ247 68 651

(dale jen ,,Smluvni vyzkumna organizace®)

a

Masarykuv onkologicky dstav

se sidlem Zluty kopec 7, 656 53 Brno, Ceska republika
I1CO: 002 09 805

DIC: CZ002 09 805

zastoupeny prof. MUDr. Janem Zaloudikem, CSc.,
feditelem

(dale jen ,,Poskytovatel zdravotnich sluzeb*)

a

s adresou
datum narozeni

(dale jen ,,Hlavni zkouSejici®)

a nabyva ucinnosti ke dni uverejnéni v registru smluv.
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WITNESSETH:

WHEREAS, Contractual research organization,
Health service provider, Principal Investigator and
Sponsor are parties to an agreement entitled Contract
on Clinical Trial, Protocol No. W039210, «“ A PHASE
I, MULTICENTER, RANDOMIZED,
PLACEBO-CONTROLLED, DOUBLE-BLIND
STUDY OF ATEZOLIZUMAB (ANTI-PD-L1
ANTIBODY) AS ADJUVANT THERAPY IN
PATIENTS WITH RENAL CELL CARCINOMA
AT HIGH RISK OF DEVELOPING
METASTASIS FOLLOWING NEPHRECTOMY?”
signed 25 April 2017 (the “Agreement”), and the
parties desire to amend such Agreement;

WHEREAS, the Budget shall be updated to add

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:

Article I.

The Parties agree that the payment schedule in

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, Ze Smluvni vyzkumna
organizace, Poskytovatel zdravotnich sluzeb, Hlavni
zkousejici a Zadavatel jsou smluvnimi stranami
smlouvy s nazvem Smlouva o klinickém hodnoceni,
Protokol & W039210, ,MULTICENTRICKE,
RANDOMIZOVANE, PLACEBEM
KONTROLOVANE, DVOJITE ZASLEPENE
KLINICKE HODNOCENI FAZE 111
POSUZUJICi ATEZOLIZUMAB (PROTILATKU
PROTI PD-L1) JAKO ADJUVANTNi LECBU U
PACIENTU S RENALNIM KARCINOMEM
S VYSOKYM RIZIKEM ROZVOJE METASTAZ
PO NEFREKTOMII“ uzaviené dne 25. dubna 2017
(dale jen ,,.Smlouva”), a Ze si smluvni strany pieji tuto
Smlouvu pozménit,

VZHLEDEM K TOMU, Ze rozpocet bude doplnén o

’

NYNi, Z TOHOTO DUVODU, po zvazeni
vzajemnych zévazki uvedenych v této Smlouvé a
dal§ich tadnych a hodnotnych protiplnéni, jejichz
piijeti a dostateCnost je timto potvrzena, se strany
dohodly na zméné Smlouvy takto:

Clanek L.
Smluvni strany se dohodly, ze platebni rozvrh v

¢lanku XIII. Finanéni aspekty, odstavec 2. Smlouvy
se timto rusi a nahrazuje nasledujici tabulkou:

Article XIIl. Financial aspects, paragraph 2. of the
Agreement is hereby deleted and replaced with the

following table:
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Clanek II.

Article I1. Smluvni stran se d0h0dl ze
¢ ¢lanku  XIII.

The Parties agree that the Finandni aspekty, odstavec 2. Smlouv se timto rusi
_ in Article XI1l. Financial a nahrazuje nasledujici tabulkou:

spects, paragraph 2. of the Agreement is hereby

deleted and replaced with the following table: -
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Clanek I11.

Article I11. Vsechny podminky Smlouvy, které nebudou vyslovné
upraveny timto Dodatkem ¢. 1, zlstdvaji v plném
All terms and conditions of the Agreement not rozsahu platné a Géinné.

expressly amended by this Amendment No. 1 remain

in full force and effect.

Article IV.

. The Parties hereby agree that visits and procedures
under Articles I. to Il. of this Amendment No.1,
performed during the period from the date 1Feb2018
until the effective date of this Amendment No. 1
shall be deemed as performance of the Contract as
amended by this Amendment No. 1. The total
amount for these visits and procedures shall be
reimbursed in the next payment period following the
conclusion of this Amendment No. 1.

2. Parties agree that the Contractual research
organization shall reimburse the Medical Facility in
the amount of | for administrative
activities related to negotiation and execution of this
Amendment. Such amount shall be payable on the
basis of an invoice issued by the Medical Facility
after the execution of this Amendment. Due date of

Clanek 1V.

Smluvni strany timto souhlasi, Ze navstévy a
procedury uvedené v ¢lanku 1. az II. tohoto
Dodatku ¢. 1, uskute¢néné v obdobi od 1. 2. 2018
do data ucinnosti tohoto Dodatku ¢. 1 se povazuji
za plnéni Smlouvy ve znéni tohoto Dodatku ¢. 1.
Souhrnna castka za tyto navstévy a procedury bude
uhrazena  vnejbliz§im  platebnim  obdobi
nasledujicim po uzavieni tohoto Dodatku ¢. 1.

Smluvni strany se dohodly, Ze Smluvni vyzkumna
organizace uhradi Poskytovateli zdravotnich sluzeb
cenu ve vysi [ z2 administrativni
ukony souvisejici s projednanim a uzavienim
tohoto dodatku. Tato cena je splatna na zakladé
faktury vystavené Poskytovatelem zdravotnich
sluzeb po uzavteni tohoto dodatku, a to ve lhite 30
dnti ode dne doruceni faktury Smluvni vyzkumné
organizaci.
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this amount shall be 30 days from the day of receipt 3. V souladu se zakonem ¢. 340/2015 Sb., o registru

of the invoice by the Contractual research
organization.

. In accordance with the law 340/2015 Coll. on
Registry of Contracts, this Amendment No. 1 shall
be published together with the Contract on the
Ministerial Contract Registry. The Parties agree that
Health service provider shall publish this
Amendment No. 1 together with the Contract and
shall limit its disclosure to the information required
by law.

Prior to publication, all information related to
Confidential Information, personal information, and
business and trade secrets, as defined by the Civil
Code, shall be redacted to be illegible (ex: blacked
out) from the Amendment No. 1 and the Contract to
be published (collectively, the “Excluded
Information”), including, without limitation, the
Protocol, the investigator brochure (if attached to the
agreement) and tables in Articles I. and Il. of this
Amendment No. 1 detailing the costs per
procedures; only the expected total study budget
(contract value) shall be published. The estimated
value of financial payment under the Contract, as
amended, shall be approximately 26,988 EUR.

The final form and format of the Amendment No. 1
and the Contract for publication on the Ministerial
Contract Registry (the “Final Document”) shall be
agreed to between the Parties via email.

The Health service provider agrees to publish the
Final Document and complete the metadata on the
Ministerial Contract Registry within five (5)
working days from last signature of this Amendment
No. 1. The Health service provider shall add

I s a sccondary recipient.

This Amendment has been written in four
counterparts, each Contract party obtaining one of
them.

smluv, bude tento Dodatek ¢. 1 zvefejnén spolecné
se Smlouvou v registru smluv. Strany souhlasi, Ze
tento Dodatek ¢. 1 zvefejni spoleéné se Smlouvou
Poskytovatel zdravotnich sluzeb a zvefejnéni
omezi na informace, jejichz zvefejnéni pozaduje
zakon.

Pied zvetejnénim tohoto Dodatku €. 1 spolecné se
Smlouvou musi byt zneCitelnény (tj. zacernény)
veskeré Duveérné informace, osobni tdaje a udaje
obsahujici obchodni tajemstvi ve smyslu jeho
definice v obcanském zakoniku, (souhrnné
,Nezvefejiiované udaje”), vCetné zejména
Protokolu, brozury zkousejicitho (je-li ptilohou
Smlouvy), a tabulek v ¢l. 1. a Il. tohoto Dodatku ¢&.
1, ve kterych jsou uvedeny castky za vySetfeni;
zvetejnén bude pouze ofekavany celkovy rozpocet
Studie (hodnota smlouvy). Pfibliznd celkova
hodnota Smlouvy ve znéni tohoto Dodatku ¢. 1 je
cca 26,988 EUR.

Finalni podoba a format verze Dodatku ¢. 1 a
Smlouvy urcéené ke zvefejnéni v registru smluv
(,findlni verze“) bude stranami schvalena
prostiednictvim e-mailu.

Poskytovatel zdravotnich sluzeb se zavazuje
zvertejnit finalni verzi a vyplnit metadata v registru
smluv ve lhuté péti (5) pracovnich dni od podpisu
posledni smluvni strany. Poskytovatel zdravotnich
sluzeb pii zvefejiiovani zadd jako piijemce
oznameni o zvefejnéni téZ emailovou adresu

Tento Dodatek byl vyhotoven ve ¢tyfech
stejnopisech, pfi¢emz kazda smluvni strana obdrzi
po jednom.

NA DUKAZ TOHO byl tento Dodatek ¢. 1 uzavien
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smluvnimi stranami prostiednictvim jejich
opravnénych zastupct k datu (datim) uvedenym nize.
IN WITNESS WHEREOF, this Amendment No. 1 has
been executed by the parties hereto through their duly Zadavatel

authorized officers on the date(s) set forth below.
Jmeno: [

The Sponsor
Podpis:

Name: || G na zékladé plné moci spole¢nosti IQVIA RDS Czech
Republic, s.r.o.

Signature:

based on the power of attorney IQVIA RDS Czech Datum: 15. 11. 2018
Republic, s.r.o.

Date: 15. 11. 2018 Hlavni zkouSejici

Jméno: [

Podpis:

Principal Investigator

Name: [

Signature:

Funkce: Hlavni zkousejici

Datum: 20. 11. 2018
Position: Principal Investigator

Date: 20. 11. 2018 Poskytovatel zdravotnich sluzeb
Jméno: prof. MUDr. Jan Zaloudik, CSc.

Health service provider
Podpis:

Name: prof. MUDr. Jan Zaloudik, CSc.
Datum: 20. 11. 2018
Signature:

Date: 20. 11. 2018 IQVIA RDS Czech Republic, s.r.o.

IQVIA RDS Czech Republic, s.r.o. Tméno: || G

Podpis:

Name: [N

Signature:

Datum: 15. 11. 2018

Date: 15. 11. 2018
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