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DODATEK &. 1 KE SMLOUVE
O PROVEDENI KLINICKEHO
HODNOCENI

Mezi

BAYER s.r.o.

Se sidlem: Praha 5, Stodliky, Siemensova 2717/4, 155
00, Ceska republika

zapsana v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vlozka 391

IC: 00565474
DIC: CZ00565474
zastoupenou: PharmDr. Adrianou Funderdkovou

Benovou, prokuristkou

(dale jen jako "Bayer")

a

Fakultni nemocnice Ostrava

se sidlem a.s.: 17. listopadu 1790, 708 52 QOstrava
ICO: 843989

DIC: CZ 00843989

(dale jen "Poskytovatel")

a

MUDr. Jaroslav Hajek

datum narozeni: 28.9.1968

adresu bydlisté zkousejiciho: Heritesova 8, 703 00

QOstrava — Hrablivka

(dale jen ,Zkousejici”)

uzavieny nize uvedeného dne, mésice a roku podle

ustanoveni § 1746 odst. 2 zakona & 89/2012 Sb.,

ob&ansky zakonik, ve znéni pozdéjsich predpisl (dale
jen ,Dodatek"):

I.  Uvodni ustanoveni

1. Dne 2252018 byla mezi Poskytovatelem,
ZkouSejicim a spoleénosti Bayer uzaviena
Smlouva o provedeni klinického hodnoceni (déle
jen ,Smlouva"), jejimz pfedmétem je provedeni
klinického hodnoceni s nazvem Randomizované,
oteviené, multicentrické klinické hodnoceni
faze 2/3 hodnotici G¢innost a bezpeénost
rogaratinibu (BAY 1163877) v porovnani s
chemoterapii u pacientii s FGFR pozitivnim,
lokalné pokrocilym nebo metastatickym
urotelialnim karcinomem, ktefi dostavali
pfedchozi chemoterapii obsahujici platinu |,
s &islem Bayer 17403 (dale jen ,Studie”), a
rozdéleni povinnosti souvisejicich se Studii mezi
spole&nost Bayer a Smluvni partnery.

AMENDMENT Nr. 1 ON

AGREEMENT FOR THE

PERFORMANCE OF A
CLINICAL TRIAL

Between

BAYER s.r.o.

With its registered seat at: Prague 5, Stodulky,
Siemensova 2717/4, 155 00, Czech Republic
registered at the Municipal Court in Prague, Section
C, Insert 391

ID No.: 00565474

VAT No.: CZ00565474

represented by: Adriana Funderakova Benova, proxy

(hereinafter referred to as "Bayer")

and

Fakultni nemochnice Ostrava

With its registered seat at: 17. listopadu 1790, 708 52
Ostrava

ID No.: 843989

VAT No.: CZ 00843989

(hereinafter referred to as "Provider”)
and

MUDr. Jaroslav Hajek

Date of birth: 28.9.1968

address of the Investigator: Heritesova 8, 703 00
Ostrava — Hrabtivka

(hereinafter referred to as “Investigator”)

entered into on the below stated day, month and year
pursuant to § 1746 sect. 2 of the Act No. 89/2012
Coll., Civil Code, as amended (hereinafter referred to
as "Amendment”):

I. Introductory Provisions

1. On May 22 2018 the Agreement on
performance of the clinical trial was concluded
between the Parties (hereinafter referred to as
the “Agreement”). Subject of the Agreement is
the performance of the clinical trial entitled “A
randomized, open label, multicenter Phase
2/3 study to evaluate the efficacy and safety
of rogaratinib (BAY 1163877) compared to
chemotherapy in patients with FGFR-positive
locally advanced or metastatic urothelial
carcinoma who have received prior platinum-
containing chemotherapy, with the Bayer
number 17403 (hereinafter referred to as ,the
Study”) and the allocation of Study related
obligations either to Bayer or to Contract
Partners.
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Il. Zména Smlouvy

Smiuvni strany timto sjednavaji zménu Smlouvy
tak, ze:

a) Stavajici znéni odstavce 6 Prilohy & 1

Smlouvy se odstrariuje a vklada se jeho nove
znéni:
.0dména za prislusny subjekt hodnoceni bude
snizena v nasledujicich pfipadech: V pfipadé
subjektd hodnoceni, které prosly skriningem,
ale nesplnily kritéria pro zarazeni do Studie
v disledkli  vysledkd  vySetfeni  a/nebo
hodnoceni z divodd, které nemohly byt znamé
pred prihldsenim k dcasti ve Studii, vyplati
spoleénost Bayer odménu 36 750 K& za
subjekt hodnoceni, u néhoZ byl skrining
neuspésny, pokud byly provedeny vsechny
skriningové Ukony, aviak spolecné maximalné
za 6 neuspés$né zafazenych subjektil
hodnocent. Navstéva pre-screening pro
stanoveni FGFR mutace bude proplacena ve
vy$i 8 000 K¢ u vsech subjekti hodnoceni*

b) Stavajici znéni bodu (i) Uhrada nahrad
pacientll odstavce 7 Pfilohy & 1 Smlouvy se
odstrafiuje a vklada se jeho nové znéni:

.Spoleénost  Bayer uhradi prostrednictvim
Centra cestovni naklady a kompenzaci za ¢as

straveny na centru vynaloZeny subjekty
hodnoceni v souvislosti s acasti v klinickem
hodnoceni  subjektam  hodnoceni  pausaini

Castkou 500 K& za jednu navstévu nebo 750
K¢ za navstévu spojenou s odbérem vzorku
pro farmakokinetiku ~ ve formé stravenek.
Centrum miZe Ghradou cestovnich néhrad ve
formé  stravenek  subjektum  klinického
hodnoceni povéfit Zkou3ejiciho, ktery muze
dale povérit cleny Zkusebniho tymu lékart
a/nebo Cleny studijniho tymu. Zkousejici
a/nebo clenové ZkuSebniho tymu lekaru
Clenové studijniho tymu maji povinnost tyto
nahrady  vyplatit  prislusnym  subjektdm
hodnoceni. Centrum je povinné vratit zbylé
stravenky na konci Studie zpét spolecnosti
Bayer”

lll. Zavéreéna ustanoveni

Ostatni ustanoveni Smlouvy zlstavaji timto
Dodatkem nezménéna. Tento Dodatek nabyva
Uginnosti dnem zverejnéni v registru smiuv.

P

IIl. Amendment to Agreement

The Parties hereby agreed to amend the
Agreement as follows:

a) The current wording of Section & of

Appendix 1 to the Agreement is deleted
and its new wording is inserted:
“The Per Individual Subject Fee will be
reduced in the following cases: With regard
to trial subjects who have gone through
screening but did not meet the enrolment
criteria due fo the results of the tests and/or
assessments that could nof have been
known before entering the Study, Bayer
shall make a payment of CZK 36 750 . per
Screen failure trial subject provided that all
screening  activities  were  properly
performed, however fotally for 6 such
screen failed trial subjects at maximum.
Pre-screening visit for detection of FGFR
mutation shall be paid at 8 000 CZK for all
trial subjects.”

b) The current wording of point (jii)
Reimbursement of patient costs of Section
7 of Appendix 1 to the Agreement is
deleted and its new wording is inserted:

‘Bayer shall reimburse expenses on
travelling and compensation for time spent
at the Center incurring in relation fo
participation of trial subjects in the clinical
trial to trial subjects by Center in lump sum
of 500 CZK per visit or 750 CZK if
pharmacokinetics samples are taken in the
form of meal vouchers. Center may
delegate Investigator, who can further
delegate Study team physicians and/or
Study Team Members, to forward meal
vouchers to trial subjects. Investgator
andfor  study team  members are
responsible to pass meal vouchers to trail
subjects. Center shall return all remaining
meal vouchers back to Bayer at the end of
the Study.”

lll. Final Provisions

This Amendment is without prejudice to the other
provisions of the Agreement. The Amendment
shall be effective on the date of publishing in the

registry.

2. Tento Dodatek se vyhotovuje ve &tyfech . ) ) u
vyhotovenich, kdy Bayer obdri dv& vyhotoveni, | 2. This Amendment is executed in four original
Poskytovatel a Zkousejici kazdy po jednom copies. Bayer shall receive two original copies
vyhotoveni. and Provider and Investigator one copy each.

3. Smluvni strany prohlasuji, Ze tento Dodatek | 3. The Parties declare tha_t this Amendment was
uzaviely na zakladé svobodné a vazné vile, jeho concluded based on their own free and serious
obsah progetly a porozumély mu, a na dikaz toho will. The Parties read the Amendment and they
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pfipojujf své vlastnoruéni podpisy. " Understood the Amendment, in witness whereof |
the undersigned have signed this Amendment.

BAYER s.r.o.

1779/ ¢

Misto/datum - Place/date: Praha

Adriana Funderdkova Befova
prokuristka / proxy

FAKULTNIi NEMOCNICE OSTRAVA

6. 117. 2o4p

Place/date - Misto/datum:

MUDr. Josef Srovna
naméstek feditele pro lé€ebnou pééi

Zkousejici / Investigator

MUDr. Jaroslav Hajek

Y
| 3/3
A
V.4 Version Oldated 12th July 2015
Agreement Amendment between Bayer and Provider on performance of the clinical trial





