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DODATEK é. 2 KE SMLOUVE
O PROVEDENI KLINICKEHO
HODNOCENI

Mezi

BAYER s.r.o.

Se sidlem: Praha 5, Stodtlky, 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. Adriana Funderakova Beriova,
prokurista

(dale jen jako "Bayer")
a

Fakultni nemocnice Olomouc

Se sidlem: |.P.Pavlova 185/6, 779 00 Olomouc

ICO: 00098892

DIC: CZ00098892

Zfizena rozhodnutim Ministerstva zdravotnictvi Ceské
republiky ze dne 25.11.1990

(dale jen "Centrum™)

uzavieny nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obc&ansky zakonik, ve znéni pozdéjSich predpist (dale
jen ,Dodatek"):

I.  Uvodni ustanoveni

1. Dne 10.10.2017 byla mezi Smluvnimi stranami
uzaviena Smlouva o provedeni klinického
hodnoceni, dale upravena dodatkem ¢&. 1 ze
dne 7.5.2019, (dale jen ,Smlouva®), jejimz
predmétem je provedeni Studie s nazvem
.,Randomizované, dvojité zaslepené, dvojité
matouci, aktivné kontrolované, multicentrické
klinické hodnoceni uspofadané v paralelnich
skupinach ke stanoveni u€innosti a
bezpec€nosti vilaprisanu u pacientek
s déloznimi myomy*“, s Cislem Bayer 15789,
(dale jen ,Studie“), a rozdéleni povinnosti
souvisejicich se Studii mezi spole€nost Bayer,
Centrum a Zkousejici.

IIl.  Zména Smlouvy

1. Smluvni strany timto zménu

Smlouvy tak, ze:

sjednavaji

a) Stavajici znéni odst. 7 Pfilohy €. 1 Smlouvy se

AMENDMENT Nr. 2 TO THE
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: PharmDr.
Berova, proxy

Adriana Funderakova

(hereinafter referred to as "Bayer")
and

Fakultni nemocnice Olomouc

With its registered seat at: |.P.Pavlova 185/6, 779 00
Olomouc

ID: 00098892

VAT ID: CZ00098892

Established by the decision of the Ministry of Health
of the Czech Republic dated 25th November 1990

(hereinafter referred to as "Center")

entered into on the below stated day, month and year
pursuant to 8§ 1746 sect. 2 of the Act No. 89/2012
Coll., Civil Code, as amended (hereinafter referred to
as “Amendment”):

l. Introductory Provisions

1. On October 10, 2017, the Agreement for the
performance of a clinical trial was concluded
between the Parties, further amended by
Amendment No. 1 dated May 7, 2019
(hereinafter referred to as “the Agreement”).
Subject of the Agreement is the performance of
the study entitled A randomized, parallel-group,
double-blind, double-dummy, active-controlled,
multicenter study to assess the efficacy and
safety of vilaprisan in subjects with uterine
fibroids, with the Bayer number 15789,
(hereinafter referred to as the “Study”), and
allocation of the Study related obligation either
to Bayer, Center and the Investigator, as the
case may be.

Il. Amendment to Agreement

1. The Parties hereby agreed to amend the
Agreement as follows:

a) The current wording of Section 7 of the
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dale na konci doplfiuje o novy bod (d) Uhrada
nakladt za obdobi preruSeni Studie, ktery
stanovuje seznam ukonu, které pokud byly
vtomto obdobi prokazatelné vykonany
ZkouS$ejicim a/nebo c¢leny ZkuSebniho tymu
Iékaiti a/nebo Cleny studijniho tymu, budou
spolecnosti Bayer Centru nahrazeny v souladu
s tabulkou uvedenou jako PFiloha €. 1 tohoto
dodatku.

b) Stavajici znéni odst. 7 Pfilohy €. 1 Smlouvy se
déle na konci doplfuje o novy bod (e) Uhrada
nakladl spojenych s U€asti ZkouSejiciho a

studijniho  koordinatora/rky na _iniciaéni
navstévé, které budou spole¢nosti Bayer
Centru nahrazeny vsouladu s tabulkou

uvedenou jako Pfiloha €. 1 tohoto dodatku.

Ill.  Uverejnéni

V pfipadé, Ze tento Dodatek, resp. Smlouva
podléha uvefejnéni dle zakona €. 340/2015 Sb., o
registru smluv (,Zakon o registru®), uplatni se
nasledujici ujednani. Smluvni strany se zavazuji v
elektronické podobé Dodatku, resp. Smlouvy pred
jejich zaslanim do registru znecitelnit a v registru
zajistit neuverejnéni nasledujicich ustanoveni:

Z davodu ochrany obchodniho tajemstvi
spoleCnosti Bayer: pocet pacienti k zarazeni,
datum zahajeni a ukonéeni naboru pacienti a
pfedpokladana rychlost zafazovani  pacientd
(odstavec 2.7), cela Priloha ¢. 1 Smlouvy, Priloha ¢.
2 Smlouvy

Z davodu ochrany obchodniho tajemstvi Centra:
platebni Gdaje centra (odstavec 4.3)
Veskeré osobni udaje fyzickych osob

Smluvni strany vyslovné sjednavaji, Ze znecitelnéni
vySe uvedenych udaji ve Smlouvé a Dodatku
provede Bayer, Centrum zvefejni verzi této
Smlouvy a Dodatku v registru nejpozdéji do 15 dna
od podpisu Dodatku posledni ze Smluvnich stran;
v opacéném pfipadé je opravnéna k zaslani Smlouvy
a Dodatku do registru spoleCnost Bayer. Bez
ohledu na ujednani vySe je Centrum a/nebo Hlavni
zkousejici opravnén zaslat Smlouvu a Dodatek do
registru vzdy pouze po pfedchozim pisemném
schvéleni jejich kone¢né podoby ze strany
spole¢nosti Bayer. Pokud je dle Zakona o registru
ucinnost tohoto Dodatku vazana na uvefejnéni
vregistru, pak tato ucinnost nastava takovym
uvefejnénim bez ohledu na jakakoliv jina
ustanoveni tohoto Dodatku.

Appendix 1 to the Agreement is further
supplemented at the end by a new point (d)
Reimbursement of costs for Study on hold
period, which indicates a list of actions which
shall be reimbursed by Bayer to the Center
in accordance with the table added as
Appendix 1 of this Amendment, if provably
carried out by the Investigator and/or Study
team physicians and/or Study Team
Members.

b) The current wording of Section 7 of the
Appendix 1 to the Agreement is further
supplemented at the end by a new point (e)
Reimbursement of costs related to
participation of the Investigator and study
coordinator at the initiation visit which shall
be reimbursed by Bayer to the Center in
accordance with the table added as
Appendix 1 of this Amendment.

M. Publication

If this Amendment, respectively Agreement is
subject to publication under the Act no. 340/2015
Coll., on Contract Registry (,Registry Act®), the
following arrangements shall apply. The contracting
parties undertake to blank out in the electronic form
of the Amendment, respectively the Agreement
before sending them to the registry and to ensure
the non-publication in the registry, of the following
provisions:

In order to protect the Bayer trade secret: number
of subjects to be enrolled, start date and stop date
of the enrolment and expected recruitment rate
(article 2.7), the whole Appendix No. 1 to the
Agreement, the whole Appendix No. 2 to the
Agreement

In order to protect the Center trade secret: Center
payment details (article 4.3)
All the personal data of natural persons.

The Parties explicitly agree that the blanking out of
the data above in the Agreement and the
Amendment shall be done by Bayer., Center shall
publish such version of this Amendment and the
original Agreement in the registry within 15 working
days following the signature hereof by the last of
the Parties; otherwise Bayer is entitled to send the
Agreement and the Amendment to the registry.
Irrespective of the arrangements above Center
and/or the Principal Investigator is entitled to send
the Agreement and the Amendment to the registry
only after the previous written approval of their final
version by Bayer. If the effectiveness hereof is
bound to the publication in the registry pursuant to
the Registry Act, this Amendment shall become
effective upon such publication, irrespective of any
other provisions hereof.
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IV. Zavérecna ustanoveni

1. Ostatni ustanoveni Smlouvy zlstavaji timto
Dodatkem nezménéna. Tento Dodatek nabyva
ucinnosti dnem zverejnéni v registru smluv.

V. Final Provisions

1. This Amendment is without prejudice to the other

provisions of the Agreement. The Amendment
shall be effective on the date of publishing in the
contract registry.

2. Tento Dodatek se vyhotovuje ve tfech _ ) _ o
vyhotovenich, kdy Bayer obdrZi dvé vyhotoveni | 2. This Amendment is executed in three original
a Centrum jedno vyhotoveni. copies. Bayer shall receive two original copies
and Center receives one original copy.
3. Smluvni strany prohlasuji, ze tento Dodatek
uzavfely na zakladé svobodné a vazné vale, | 3. The Parties declare that this Amendment was
jeho obsah procetly a porozumély mu, a na concluded based on their own free and serious
dukaz toho pfipojuji své vlastnoruéni podpisy will. The Parties read the Amendment and they
understood the Amendment, in witness whereof
the undersigned have signed this Amendment.
Pfiloha ¢.1:
Scoring
fo_r . Costs
examinati associated
onduring | = i ihe | Profit PN - Total (CZK
the visit study (CZK) Olomouc Profit inv. excl. VAT)/
L (points) / y (CzK)/ | Team (CzK)/ | EXC-
Studijni cykly . Item / : R Naklady na
Bodoveé 2 Zisk FN Zisk invest. e .
Naklady " o <\ | navstévu (K¢
ohodnoce - Olomouc | tym 30% (K¢)
. spojené se o - bez DPH)
ni za s 70% (K¢)
vysetireni Sl (4
= 2,20K¢/bod
pri
navstéveé
DalSi mozné platby
Podpis formulare
s informovanym
souhlasem (na jednoho NA ) - _ -
pacienta)
Monitorovaci navstéva a
vzdalen& monitorovaci
navstéva (1 hod
Zkousejiciho a 1 hod. NA - I I
studijniho
koordinatora/rky) za
kazdou navstévu
Dear Investigator Letter
(15 min ¢asu
Zkougejiciho) x 12 (od NA -l I I
prosince 2019)
Telekonference o
vilaprisanu (1 hod
Zkousejiciho, 1 hod
studijniho NA -l I I
koordinatora/rky) —
prosinec 2018, bfezen
2019 a prosinec 2019
Kontrola ERT deniku za
ot oo 22| NA | . . .
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Iniciacni navstéva (Cas
studijniho

koordinatora/rky — 4 NA - I ] ]
hod. a ¢as ZkouSejiciho
—4 hod.)

BAYER s.r.o.

Misto/datum - Place/date: Praha

PharmDr. Adriana Funderakova Benova
Prokurista / Proxy

Fakultni nemocnice Olomouc

Place/date - Misto/datum:

prof. MUDr. Roman Havlik, Ph.D.
Reditel / Director
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