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AGREEMENT
ON COOPERATION AFTER CLINICAL
TRIAL TERMINATION

mezi / Between

BAYER s.r.o.
se sidlem / With its registered seat at:
Siemensova 2717/4
Stodulky, 155 00 Praha 5
Ceska republika / Czech Republic
ICO /D No.: 00565474
DIC / VAT No.: CZ00565474
zapsana v obchodnim rejstfiku vedeném
u Méstského soudu v Praze, oddil C, vlozka 391 /
Registered with the Commercial Register kept by
the Municipal Court in Prague, Section C, Insert 391

zastouiené / Reiresented bi:

jednatel / Managing Director

(dale jen / hereinafter referred to as “Bayer”)

a/And

VSeobecna fakultni nemocnice v Praze
se sidlem / With its registered seat at:
U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika / Czech Republic
ICO /1D No.: 00064165
DIC / VAT No.: CZ00064165
zFizena rozhodnutim Ministerstva zdravotnictvi Ceské republiky ze dne 29. kvétna 2012 /
Established by the decision of the Ministry of Health of the Czech Republic dated 29 May 2012

zastoupena na zakladé piné moci / Reiresented on the basis of Power of Attorney by:

(dale jen ,Nemocnice* / hereinafter referred to as the “Hospital”)

(Bayer a Nemocnice dale spole€né oznacovani jako
»~Smluvni strany®)

uzaviena nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona &. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdé&jsich predpisl
(dale jen ,Smlouva®“):

Preambule
Vzhledem k tomu, ze:
(A) Bayer je farmaceutickou obchodni
spole€nosti, ktera je soulasti mezinarodni

skupiny BAYER, ktera provadi svou obchodni
¢innost zejména, ale nejen v oblasti vyvoje,

(Bayer and Hospital collectively hereinafter referred
to as the “Parties”)

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 “Agreement”):

Preamble
Whereas:
(A) Bayer is a pharmaceutical business company
that is a part of the international BAYER group

which conducts its business activities primarily,
but not exclusively, in the area of development,
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(B)

(C)

(D)

vyroby a obchodovani s humannimi 1é€ivymi
pfipravky,

Nemocnice je opravnénym poskytovatelem
zdravotnich sluzeb, ve které se poskytuje

zdravotni péle vCetné |ékarenské péce,
provadgjicim sve Cinnosti na zakladé
pfislusnych  pravnich  pfedpisi  Ceské

republiky a Evropské unie,

Zadavatel, kterym je spole¢nost Bayer AG, se
sidlem Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Némecko, provadél
prostfednictvim sveho delegovaného
zastupce, spoleCnosti  Bayer, klinicka
hodnoceni S ndzvem »Multinarodni,
randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze Il
k posouzeni  ucinnosti a  bezpecénosti
darolutamidu (ODM-201) u muzi s vysoce
rizikovym, nemetastatickym, kastracné
rezistentnim karcinomem prostaty” s Cislem
protokolu 17712, ,Randomizovana dvojité
zaslepena, placebem kontrolovana studie
Faze 3 pripravku ODM-201 oproti placebu
Jjako doplriku ke standardni androgen
deprivacni terapii a docetaxelu u pacientt
s metastazujici hormon-senzitivni rakovinou
prostaty” s Cislem protokolu 17777, a nakonec
i klinické hodnoceni ,,Otevrené, jednoramenné
klinické hodnoceni pro zajisténi pokracovani
lécby darolutamidem u pacientd, ktefi se
ucastnili predchozich klinickych hodnoceni

poradanych spole¢nosti Bayer* s Cislem
protokolu 20321, (dale jen ,Klinické
hodnoceni”) s hodnocenym [éCivym

pfipravkem darolutamid, registrovany nazev
NUBEQA (dale jen ,Lécivy pripravek®) ve
spolupraci s Nemocnici a nize uvedenym
zkous$ejicim v Klinickém hodnoceni v Ceské
republice za ucelem hloubéji prokazat uc€inky
Lécivého pfFipravku ve vztahu k terapeutickym
indikacim: (i) nemetastazujici kastracné
rezistentni karcinom prostaty (non-metastatic

castration resistant prostate cancer,
nmCRPC) svysokym rizikem rozvoje
metastazujiciho onemocnéni,
(ii) metastazujici  hormonalné  senzitivni
karcinom prostaty (metastatic hormone-
sensitive prostate cancer, mHSPC)
v kombinaci s androgen deprivacni terapii

a (iii) metastazujici hormonalné senzitivni
karcinom prostaty (mMHSPC) v kombinaci
s docetaxelem a androgen deprivacni terapii
(dale spolecné jen ,Indikace"),

Bayer se rozhodl ukon¢it Klinické hodnoceni,
protoze jeho uéel byl fadné dosazen,

(B)

()

(D)
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manufacturing and marketing of human
pharmaceuticals,

The Hospital is an authorized provider of
medical services, in which health care,
including pharmacy care, is provided, carrying
out its activities on the basis of the applicable
law and regulations of the Czech Republic and
the European Union,

A sponsor, Bayer AG, with its registered seat
at Kaiser-Wilhelm-Allee 1, 51373 Leverkusen,
Germany, conducted through its delegated
representative, Bayer, clinical trial entitled
“A Multinational, Randomised, Double-Blind,
Placebo-Controlled, Phase Il Efficacy and
Safety Study of Darolutamide (ODM-201) in
Men with High-Risk Non-Metastatic Castration-
Resistant Prostate Cancer’ with protocol
number 17712, clinical trial entitled
“A Randomized, @ Double-Blind, Placebo-
Controlled Phase Il Study of ODM-201 Versus
Placebo in Addition to Standard Androgen
Deprivation Therapy and Docetaxel in Patients
with Metastatic Hormone-Sensitive Prostate
Cancer” with protocol number 17777 and,
finally, clinical trial entitled “An Open-Label,
Single Arm, Roll-Over Study to Provide
Continued Treatment with Darolutamide in
Participants who were Enrolled in Previous
Bayer-Sponsored  Studies” with  protocol
number 20321 (hereinafter referred to as the
“Clinical Trial”) with the investigational
medicinal product darolutamide, registered
name NUBEQA (hereinafter referred to as the
"Medicinal Product") in collaboration with the
Hospital and the investigator listed below in the
Clinical Trial in the Czech Republic to further
demonstrate the effects of the Medicinal
Product in relation to the therapeutic
indications: (i) non-metastatic castration
resistant prostate cancer (nmCRPC) with
a high risk of developing metastatic disease,
(i) metastatic hormone-sensitive prostate
cancer (MHSPC) in combination with androgen
deprivation therapy, and (iii) metastatic
hormone-sensitive prostate cancer (MHSPC)
in combination with docetaxel and androgen
deprivation therapy (hereinafter together
referred to as the "Indications"),

Bayer has decided to terminate the Clinical
Trial because its purpose had been properly
achieved,
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(E)

(F)

(G)

(H)

U]

()

Zkousejici v Klinickém hodnoceni, jimz byl
_ (déle jen
.Zkousejici“), formalné pozadal Bayer
o dodavani Lécivého pripravku pro pacienty,
ktefi se zucastnili Klinického hodnoceni, i po
skonceni Klinického hodnoceni, jelikoZ jako
ZkouSejici v Klinickém hodnoceni odborné
zhodnotil a posoudil efekt |écby LéCivym
pfipravkem na zdravi pacientd v Klinickém
hodnoceni jako vyznamné piinosny,

Nemocnice na zakladé odborného
zhodnoceni vlivu LéCivého pfipravku na
zdravotni stav subjektd hodnoceni/pacient(l
v Klinickém  hodnoceni, které proved|
Zkousejici, konstatuje, ze subjekty
hodnoceni/pacienti, ktefi participovali
v Klinickém hodnoceni, z 1é&by LéCivym
pfipravkem vyrazné profitovali (dale jen jako
.Pacienti’),

Nemocnice i Bayer si jsou védomi doporucéeni
Svétové lékafské asociace obsazenych
v ustanoveni 34 Helsinské deklarace
(revidovana verze ve znéni pfijatém Svétovou
Iékafskou asociaci v Fijnu 2024) s ohledem na
zajisténi dostupnosti prokazanych
preventivnich, diagnostickych a 1éCebnych
metod identifikovanych v Klinickém hodnoceni
pro Pacienty, ktefi z této 1&Cby v ramci
provedeného Iékafského vyzkumu profitovali,

Nemocnice i Bayer si jsou védomi, Ze
jednotlivé Indikace Lécivého pfipravku,
vjejimz ramci Pacienti z [|éCby timto
pripravkem  profitovali, pfedstavuji  fadné
registrovany zplsob pouziti tohoto Lécivého
pfipravku, ale ke dni uzavfeni této Smlouvy
Lécivy pripravek neni v téchto Indikacich, a to
mj. sohledem na indikaCni omezeni
stanovena Statnim ustavem pro kontrolu IéCiv
(dale jen ,Ustav”), dotéenym Pacientim dle
platnych pravnich pfedpisli z prostfedku
vefejného zdravotniho pojisténi hrazen,

Lécivy pripravek neni ke dni uzavfeni této
Smlouvy v jednotlivych Indikacich, mi;.
s ohledem na Ustavem stanovena indika&ni
omezeni, Pacientim z prostfedkd vefejného
zdravotniho pojisténi hrazen a dalsi |é¢ba
LéCivym pripravkem po skon&eni Klinického
hodnoceni by byla pro Fadu Pacientl
z ekonomickych davodi nedostupna
a Nemocnice a Bayer takovyto stav povazuji
za neeticky,

Na zakladé pisemné zadosti Nemocnice
(prostfednictvim Zkousejiciho) se Bayer proto

(E)

(F)

(G)

(H)

U]

)
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The investigator in the Clinical Trial, || Gz
* (hereinafter referred to as

the "Investigator"), formally requested Bayer
to supply the Medicinal Product to the patients
who participated in the Clinical Trial after the
Clinical Trial had ended because, as the
Investigator in the Clinical Trial, he had
professionally evaluated and assessed the
effect of treatment with the Medicinal Product
on the health of the patients in the Clinical Trial
as significantly beneficial,

Based on the Investigator's expert evaluation
of the effect of the Medicinal Product on the
health status of the trial subjects/patients in the
Clinical Trial, the Hospital concludes that the
trial subjects/patients who participated in the
Clinical Trial have benefited significantly from
treatment with the Medicinal Product
(hereinafter referred to as the "Patients"),

Both the Hospital and Bayer are aware of the
recommendations of the World Medical
Association contained in Clause 34 of the
Declaration of Helsinki (revised version as
adopted by the World Medical Association in
October 2024) with respect to ensuring that the
proven preventive, diagnostic and therapeutic
methods identified in the Clinical Trial are
available to the Patients who have benefited
from this treatment in the conducted medical
research,

Both the Hospital and Bayer are aware that the
individual Indications of the Medicinal Product
under which the Patients have benefited from
treatment with the Medicinal Product represent
a duly registered use of the Medicinal Product,
but, as of the date of this Agreement, the
Medicinal Product is in these Indications not
covered under the applicable law and
regulations by public health insurance to the
Patients concerned, inter alia with regard to
indication restrictions set by the State Institute
for Drug Control (hereinafter referred to as the
“Institute”),

As of the date of this Agreement, the Medicinal
Product is not covered by public health
insurance for the Patients in the individual
Indications, inter alia with regard to the
indication restrictions set by the Institute, and
further treatment with the Medicinal Product
after the Clinical Trial is completed would be
economically unaffordable for many Patients
and the Hospital and Bayer consider such
a situation unethical,

Accordingly, pursuant to a written request from
the Hospital (through the Investigator), Bayer
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rozhodl participovat na zajisténi dalSi IéCby
Pacient(l i po skonc¢eni Klinického hodnoceni
po dobu trvani této Smlouvy, jak je stanovena
v &lanku VII. této Smlouvy (dale jen ,Uéel”),

dohodly se Smluvni strany, jak je uvedeno dale.

I. Pfedmét Smiouvy

Pfedmétem této Smlouvy je stanovit zavazky
Smluvnich stran za ugelem zajistit dosazeni Ugelu
v plném souladu se v8emi pfislusnymi pravnimi
predpisy Ceské republiky a Evropské unie.

1.

Il. Zavazky Smluvnich stran

Bayer doda Nemocnici jako poskytovateli
zdravotnich sluzeb Lécivy pfipravek, aby byl
pouzit pouze pro Pacienty a v souladu
s ustanovenimi této Smlouvy. Nemocnice pfijima
toto dodani Lécivého pripravku od spoleénosti
Bayer s omezenym a regulovanym ucelem jeho
pouziti stanovenym touto Smlouvou. Zadosti
o poskytovani Légivych pfFipravkl (objednavky)
zasle spoleénosti Bayer Nemocnice
prostfednictvim  ZkouSejictho  nebo  jim
povéieného lékafe (dale jen ,Povéfeny lékai*)
kazdé tfi (3) az Ctyfi (4) mésice skrze elektronicky
systém/platformu  Clinigen  Direct,  ktery
provozuje  dodavatel spole¢nosti  Bayer,
spole¢nost Clinigen Limited; Nemocnice zaijisti,
Ze si Zkousejici a Povéreny Iékar pfed zadanim
objednavky precetli dokument nazvany ,Patient
Access Form for NUBEQA® (darolutamide)”,
ktery tvofi Pfilohu & 1 této Smlouvy, a Ze
Zkousejici a Povéreny lékaFf budou postupovat
v souladu s tam uvedenymi podminkami.

Pro ucely spoluprace Smluvnich stran na
zakladé této Smlouvy Bayer doda Nemocnici
Lécivy pfipravek prostfednictvim  lékarny
provozované Nemocnici v mnozstvich
nezbytnych k pokracovani v 1éEbé Pacientu, ktefi
(i) spliuji podminky pro IéCbu Lécivym
pfipravkem podle dokumentu nazvaného ,A Post
Trial Access (PTA) program to provide
NUBEQA® (darolutamide) to adult patients with
metastatic Hormon Sensitive Prostate Cancer
(mHSPC) and non-metastatic  castration
resistant prostate cancer® (dale jen ,PTA
Program®) a (i) nemaji narok na Uhradu
Léciveho pfipravku z vefejného zdravotniho
pojisténi. Zakladni informace ohledné davek,
davkovaciho schématu, kritérii pro zahajeni,
pokracovani a ukonceni |éCby a podavani zprav
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has agreed to participate in the provision of
further treatment of the Patients beyond the
end of the Clinical Trial for the duration of this
Agreement as set forth in Article VII of this
Agreement (hereinafter referred to as the
"Purpose"),

the Parties agreed as set forth below.

I. Subject of the Agreement

The subject of the Agreement is to set out the
obligations of the Parties in order to ensure the
achievement of the Purpose in full compliance with
all applicable law and regulations of the Czech
Republic and the European Union.

Il. Obligations of the Parties

1. Bayer shall supply the Medicinal Product to the
Hospital as the provider of medical services to be
used only for the Patients and in accordance with
the provisions of this Agreement. The Hospital
accepts such supply of the Medicinal Product from
Bayer for the limited and regulated purpose of use
as set forth in this Agreement. Requests for the
provision of Medicinal Products (orders) shall be
submitted to Bayer by the Hospital through the
Investigator or a physician authorised by the
Investigator (hereinafter referred to as the
"Authorized Physician") every three (3) to four
(4) months via the electronic system/platform
called Clinigen Direct operated by Bayer's
supplier, Clinigen Limited; the Hospital shall
ensure that the Investigator and the Authorized
Physician read the document entitled "Patient
Access Form for NUBEQA® (darolutamide)",
which is attached as Appendix 1 hereto, and that
the Investigator and the Authorised Physician will
comply with the terms and conditions set out
therein.

2. For the purposes of the Parties' cooperation under

this Agreement, Bayer shall supply the Medicinal
Product to the Hospital through a pharmacy
operated by the Hospital in the quantities
necessary to continue the treatment of the
Patients, who (i) qualify for treatment with the
Medicinal Product pursuant to the document
entitled "A Post Trial Access (PTA) program to
provide NUBEQA® (darolutamide) to adult
patients with metastatic Hormon Sensitive
Prostate Cancer (mHSPC) and non-metastatic
castration resistant prostate cancer" (hereinafter
referred to as the "PTA Program") and (ii) are not
eligible for reimbursement of the Medicinal
Product from public health insurance. Basic
information regarding doses, dosing schedule,
criteria. for initiation, continuation  and
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0 bezpecnosti jsou obsazeny v PTA Programu,
ktery tvofi PFilohu 2 této Smlouvy. Bayer zajisti
distribuci kazdé zasilky Léc€ivého pfipravku do
Iékarny Nemocnice, kde je odpovédny farmaceut
pfevezme a zkontroluje (jako jiné zasilky, tzn.
neni-li  poSkozena, v pfipadé zvlaStnich
pozadavki na transport, byly-li tyto pozadavky
dodrzeny, pfijem zasilky potvrdi). Bayer zajisti
dodavku na adresu: VSeobecna fakultni
nemocnice v Praze, Nemocnic¢ni lékarna -
Oddéleni OVVII (budova Urologické kliniky),
Ke Karlovu 6, 128 08 Praha 2, Ceska

republika, odpovédny farmaceut: | N
h, tel.:

(dale jen
,LOdpovédny farmaceut®).

Bayer zajisti dodavani Lécivého pfipravku do
Nemocnice pouze prostfednictvim subjektu
opravnéného distribuovat Lécivy pfipravek na
uzemi Ceské republiky na zakladé oficialniho
povoleni k distribuci vydaného Ustavem nebo
kteroukoli jinou kompetentni autoritou.

Nemocnice jako provozovatel Iékarny se
zavazuje podpisem Odpovédného farmaceuta
potvrdit doru€eni kazdé dodavky Léc&ivého
pfipravku od spole¢nosti Bayer na pfebiracim
protokolu predlozeném distributorem spolecné
s kazdou dodavkou Léc&ivého  pFipravku
a uchovavat vsechny pfebiraci protokoly pro
ucely jakéhokoli monitorovani, kontroly nebo
auditu, které mohou byt vykonany pfislusnymi
vefejnymi autoritami a/nebo spole¢nosti Bayer,
ato po dobu stanovenou obecné zavaznymi
pravnimi pfedpisy pro tento druh dokumentace.

Nemocnice se zavazuje prostfednictvim
Zkousejiciho nebo Povéreného lékare diikladné
vysvétlit Pacientim, Ze existuje moznost
podstoupit pokracujici [éCbu Lécivym
pFipravkem, ktera jiZ neni soucasti |éEby v ramci
Klinického hodnoceni, informovat Pacienty
o0 povaze pokracujici IéCby, o rozdilech mezi
IéCbou v Klinickém hodnoceni a touto pokracujici
[éCbou LéCivym pFipravkem, o mozZnych
rozdilech IéCby a souvisejicich skuteénostech.

Nemocnice se zavazuje zajistit, Ze Zkousejici
nepfedepiSe  LéCivy  pripravek  Zadnému
z Pacientl, ktery nebyl Fadné informovan
0 obsahu pokracujici 1éCby Lé&ivym pfipravkem,
jeho moznych nezadoucich ucgincich
a nasledcich a neomezeném pravu Pacienta
kdykoli ukonéit svou lé€bu Lécivym pfipravkem
na zakladé svého rozhodnuti nezavisle od
jakychkoli doporu€eni Zkous$ejiciho, Nemocnice
nebo spole€nosti Bayer.
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discontinuation of the treatment and safety
reporting is contained in the PTA Program, which
is attached as Appendix 2 hereto. Bayer shall
arrange for the distribution of each shipment of the
Medicinal Product to the Hospital's pharmacy,
where the pharmacist in charge shall receive and
inspect it (like any other shipment, i.e., if not
damaged, in the event of special transportation
requirements, if such requirements have been
met, he/she shall acknowledge receipt of the
shipment). Bayer will arrange delivery to:
VsSeobecna fakultni nemocnice v Praze,
Nemocnic¢ni lékarna — Oddéleni OVVII (budova
Urologické kliniky), Ke Karlovu 6, 128 08 Praha

2, Czech Republic, pharmacist in charge:
ﬁ, tel.: d

(hereinafter referred to as the “Pharmacist in
Charge”)

. Bayer shall only supply the Medicinal Product to

the Hospital through an entity authorized to
distribute the Medicinal Product in the Czech
Republic on the basis of an official distribution
permit issued by the Institute or any other
competent authority.

. The Hospital, as the pharmacy operator,

undertakes to acknowledge the receipt of each
delivery of the Medicinal Product from Bayer by
the signature of the Pharmacist in Charge on the
acceptance report submitted by the distributor with
each delivery of the Medicinal Product and to keep
all acceptance reports for the purposes of any
monitoring, control or audit that may be carried out
by the relevant public authorities and/or Bayer, for
the period of time specified by the generally
binding law and regulations for this type of
documentation.

. The Hospital undertakes to thoroughly explain to

the Patients, through the Investigator or the
Authorized Physician, that there is an option to
undergo a continued treatment with the Medicinal
Product that is no longer part of the Clinical Trial
treatment, to inform the Patients of the nature of
the continued treatment, the differences between
the Clinical Trial treatment and this continued
treatment with the Medicinal Product, the possible
differences in the treatments and related facts.

. The Hospital undertakes to ensure that the

Investigator does not prescribe the Medicinal
Product to any Patient who has not been properly
informed of the content of the continued treatment
with the Medicinal Product, its possible side
effects and consequences, and the Patient's
unrestricted right to discontinue his/her treatment
with the Medicinal Product at any time at his/her
own discretion, irrespective of any
recommendations made by the Investigator, the
Hospital or Bayer.
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7.

10.

1.

Nemocnice se zavazuje prostfednictvim
Zkousejiciho nebo Povéfeného lékare dikladné,
pravidelné a praibézné monitorovat zdravotni
stav Pacientd uzivajicich Légivy pfipravek
v pfisném souladu se vSemi pfisluSnymi
pravnimi pfedpisy, odbornymi medicinskymi
guideliny a instrukcemi spolecnosti Bayer (mj.
v souladu s vyse definovanym PTA Programem),
budou-li takové, aby zjistila a zaznamenala
jakékoli a vSechny nezadouci Ucinky a/nebo
udalosti zpusobené Lécivym pfipravkem na
zdravi Pacientd. Nemocnice se zavazuje
uchovavat vSechny takovéto zaznamy po dobu
stanovenou obecné zavaznymi pravnimi
predpisy pro tento druh dokumentace.

Nemocnice se prostfednictvim Zkousejiciho
nebo Povéfeného I|ékafe zavazuje sdélit
Odpovédnému farmaceutovi seznam Pacient(
specifikujici jednotlivé osoby, pro které bude
Nemocnice vydavat LéCivy pfipravek v souladu
stouto Smlouvou. Seznam budou tvofit
nasledujici data a informace o kazdém
z Pacientl: jméno a pfijmeni, rodné ¢islo, Cislo
Pacienta v Klinickém hodnoceni, Cislo pacienta
v Post Trial Access programu.

Nemocnice se zavazuje, Ze ZkouSejici nebo
Povéreny IékaF bude na lékafském pfedpisu pro
LéCivy  pfipravek, ktery bude dodavan
a poskytovan na zakladé této Smlouvy,
vyznacovat informaci ,pro ucely PTA NUBEQA®
(darolutamide)”.

Pfed vydanim Lécivého pfipravku Pacientovi je
Nemocnice jako provozovatel lékarny povinna
zkontrolovat, zda je na l|ékafském pFedpisu
vyznaCeno ,pro uCely PTA NUBEQA®
(darolutamide)”, pak zkontrolovat, zda osoba,
pro kterou je pfedepsan LécCivy pFipravek, je na
seznamu Pacient, jez poskytla Nemocnice
povéfenému  Odpovédnému  farmaceutovi,
a budou-li tyto podminky splnény, Nemocnice
vyda LéCivy pfFipravek o0sobé povéiené
ZkousSejicim k vyzvednuti LéCivého pfipravku.

Nemocnice jako poskytovatel zdravotnich sluzeb
a jako provozovatel lékarny se zavazuje vést
ddkladnou evidenci pfijeti, skladovani a vydani
Lécivého pfipravku dodaného spole¢nosti Bayer
na zakladé této Smlouvy. Nemocnice se
zavazuje uchovavat veSkeré tyto zaznamy po
dobu stanovenou pfislusnymi pravnimi pfedpisy
pro tento druh dokumentace. Likvidaci pouzitého
i nepouzitétho Lécivého pfipravku zajisti
Nemocnice v souladu se svymi internimi
predpisy.

7.

10.Before dispensing a Medicinal

11
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The Hospital, through the Investigator or the
Authorized Physician, undertakes to monitor the
health status of Patients taking the Medicinal
Product thoroughly, regularly and on an ongoing
basis in strict compliance with all applicable law
and regulations, professional medical guidelines
and Bayer's instructions (including, but not limited
to, the PTA Program as defined above), if any, to
detect and record any and all adverse effects
and/or events caused by the Medicinal Product on
the health of Patients. The Hospital agrees to
retain all such records for the period of time
specified by generally binding law and regulations
for this type of documentation.

The Hospital, through the Investigator or the
Authorized Physician, undertakes to provide the
Pharmacist in Charge with a list of the Patients
specifying the individual persons for whom the
Hospital will dispense the Medicinal Product in
accordance with this Agreement. The list shall
consist of the following data and information for

each Patient: first and last name, personal
identification number, Clinical Trial Patient
number, Post Trial Access Program Patient
number.

The Hospital undertakes that the Investigator or
the Authorized Physician shall mark the
prescription for the Medicinal Product to be
supplied and provided under this Agreement with
the notation “for the purposes of PTA NUBEQA®
(darolutamide)”.

Product to
a Patient, the Hospital, as the pharmacy operator,
is obliged to check whether the prescription is
marked "for the purposes of PTA NUBEQA®
(darolutamide)", then check that the person for
whom the Medicinal Product is prescribed is on
the list of the Patients provided by the Hospital to
the Pharmacist in Charge and, if these conditions
are met, the Hospital shall dispense the Medicinal
Product to the person authorized by the
Investigator to collect the Medicinal Product.

.The Hospital as the provider of medical services

and the pharmacy operator undertakes to keep
accurate records of the receipt, storage and
dispensing of the Medicinal Product supplied by
Bayer under this Agreement. The Hospital
undertakes to retain all such records for the period
of time specified by applicable law and regulations
for such documentation. Disposal of the used and
unused Medicinal Product shall be arranged by
the Hospital in accordance with its internal
regulations.
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12.

13.

14.

Nemocnice se zavazuje prostfednictvim
Zkousejiciho neprodlené oznamit Ustavu kazdé
podezieni na zavazny nebo neofekavany
nezadouci uCinek nebo jiné skuteCnosti
souvisejici s pouzitim Léc&ivého pfipravku, kde

ZkouSejici predpoklada vztah k Lécivému
pfipravku. Nemocnice se také zavazuje
prostfednictvim Zkousejiciho neprodleng,

nejpozdéji béhem jednoho (1) pracovniho dne,
avsouladu s postupem uvedenym v PTA
Programu oznamit spoleCnosti Bayer kazdé
podezieni na vyskyt nezadouciho ucinku.

Nemocnice se prostiednictvim ZkouSejiciho
zavazuje  neprodlené informovat  Bayer
0 zménach skute€nosti, které mohou mit vliv na
poskytovani Légivého pfipravku, sjednané touto
Smlouvou.

Nemocnice bere na védomi, Ze Bayer poskytuje
vySe specifikovany LéCivy pfipravek na zakladé
jeji Zzadosti a pouze za podminky, Ze tato je
uréena vyhradné pro Pacienty, ktefi byli zafazeni
do vyse specifikovaného Klinického hodnoceni
Léciveho pripravku a byli ZkousSejicim vybrani
jako Pacienti, ktefi profituji z Ié€by timto Lécivym
pFipravkem i po jeho ukon&eni. Zadnym jinym
subjektim nemlze byt Lécivy pripravek
predepsan. V pfipadé, ze pfisluSny dozorovy
organ v oblasti léCivych pfipravkd bude mit
pochybnost o vySe uvedeném postupu, zavazuje
se Nemocnice poskytnout tomuto dozorovému
organu veskerou soucinnost, aby mohl byt vyse
uvedeny postup prokazan.

lll. Zvlastni ustanoveni

. Nemocnice odpovida za to, ze LéCivy pFipravek

bude Pacientliim poskytovat v souladu se v§emi
pfislusnymi  pravnimi pfedpisy, odbornymi
medicinskymi guideliny a zejména v souladu
s ustanovenimi  ¢lanku 1l této  Smlouvy.
Nemocnice se zavazuje zajistit, Ze pfi Cinnostech
provadénych na zakladé této Smlouvy budou
respektovany a dodrzovany a plnény vSechny

podminky stanovené pfislusSnymi pravnimi
predpisy, zejména budou plnény veSkeré
informacni a oznamovaci povinnosti, jsou-li

takové, va&i Ustavu a/nebo jinym autoritam.

Bayer prohlasuje, Ze poskytnuté baleni Lé€ivého
pfipravku budou ve formé schvalené pfislusnou
regulacni autoritou.

Bayer poskytne Nemocnici prostfednictvim
Zkousejiciho Souhrn charakteristickych udaju
o Lécivém pripravku (SPC) platny pro Ceskou

reiubliku. Kontakini osobou v pfipadé dotazu je

PO 885/5/2025
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12.The Hospital undertakes to report immediately to

the Institute, through the Investigator, any
suspected serious or unexpected adverse
reaction or other facts related to the use of the
Medicinal Product where the Investigator suspects
a relation to the Medicinal Product. The Hospital
also undertakes to notify Bayer, through the
Investigator, promptly, within no more than one (1)
business day, and in accordance with the
procedures set forth in the PTA Program, of any
suspected adverse event.

13.The Hospital, through the Investigator, undertakes

to promptly notify Bayer of any changes in facts
that may affect the provision of the Medicinal
Product agreed to in this Agreement.

14.The Hospital acknowledges that Bayer provides

the above-specified Medicinal Product upon the
Hospital's request and only on the condition that it
is provided solely for the Patients who have been
enrolled in the above-specified Clinical Trial of the
Medicinal Product and have been selected by the
Investigator as the Patients who benefit from
treatment with the Medicinal Product after the
completion of the Clinical Trial. No other subjects
may be prescribed the Medicinal Product. In the
event that the competent authority within the area
of medicinal products has any doubt about the
above procedure, the Hospital undertakes to
provide all cooperation to such authority so that
the above procedure can be proven.

lll. Special Provisions

. The Hospital shall be responsible for providing the

Medicinal Product to the Patients in accordance
with all applicable law and regulations,
professional medical guidelines and, in particular,
the provisions of Article II. of this Agreement. The
Hospital undertakes to ensure that in the activities
carried out pursuant to this Agreement, all
conditions set out in the applicable law and
regulations are respected and complied with, in
particular all information and notification
obligations, if any, to the Institute and/or other
authorities.

. Bayer represents that the packages of the

Medicinal Product provided will be in a form
approved by the relevant regulatory authority.

. Bayer shall provide the Hospital, through the

Investigator, with the Summary of Product
Characteristics for the Medicinal Product (SPC)

applicable to the Czech Republic. The contact
erson for questions _
- ,
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tel.: , e-mail: | IR
a Lékarska sluzba pro zodpovidani
lékafskych dotazu je zajiSténa prostfednictvim

zodpovédné osoby dostupné na emailové
adrese: * U kazdé zadosti
vztahujici se k |ékafskému dotazu by mélo byt
odkazano na tuto Smiouvu.

. Smluvni strany spole¢né prohlasuji, Ze cilem této
Smlouvy a ¢innosti, které jsou pfedmétem této
Smlouvy, neni poskytovani vzork( Lécivych
pripravk(l vazanych na pfedpis.

IV. Finanéni podminky

. Sohledem na Ugel této Smlouvy Bayer doda
LécCivy pripravek Nemocnici na zakladé této
Smlouvy bezplatné.

. Smluvni strany se dale dohodly, Ze Nemocnice
nebude od spole¢nosti Bayer pozadovat Zadné
nahrady nebo odménu za €innosti provadéné na
zakladé této Smiouvy.

V. DlUvérnost

. Pred nebo v priibéhu spoluprace na zakladé této
Smlouvy si Smluvni strany sdélily a budou
sdélovat Duvérné informace. Smluvni strany se
dohodly, Ze tyto davérné informace nemohou byt
zpfistupnény zadné treti strané bez predchoziho
pisemného souhlasu dot€éené Smluvni strany. Za
dbvérnou informaci musi byt informace
oznacena pfi jejim poskytnuti druhé Smluvni
strané.

. Povinnosti ve vztahu k divérnosti a omezenému
uzivani podle tohoto ¢&lanku Smlouvy se
nevztahuji na informace: (a) které byly pfijimajici
Smluvni strané znamé pfedem za predpokladu,
Ze to umi fadné prokazat; (b) ktera se stala
vefejnou bez poruseni této Smlouvy, a to bez
ohledu na to, zda k tomu doSlo pfed nebo po
prijeti této informace pfijimajici Smluvni stranou;
(c) ktera je opravnéné nabyta pfijimajici Smluvni
stranou od tfeti strany bez povinnosti
micenlivosti; (d) ktera je nabyta na zakladé
zakona nebo rozhodnuti pfislusného statniho
organu.

. Pfijimajici Smluvni strana je povinna pfijmout
jakékoli pfiméfené kroky, aby zajistila, Ze jeji
zaméstnanci/spolupracovnici budou vazani ve
stejném rozsahu povinnosti davérnosti.

. Ustanoveni tohoto ¢lanku Smlouvy zlstanou
v platnosti a ucinnosti i po skonc¢eni trvani nebo
platnosti této Smlouvy.

3.
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Email: | G 2d the Medical Inquiry

Service is provided through an appointed person
available at the following email address: h

. For each request related to a medical
inquiry, reference should be made to this
Agreement.

The Parties jointly declare that the objective of this
Agreement and the activities covered by this
Agreement is not to provide samples of
prescription Medicinal Products.

IV. Financial Terms

. With regard to the Purpose of the Agreement

Bayer shall supply the Medicinal Product to the
Hospital under this Agreement free of charge.

The Parties further agreed that the Hospital shall
not seek any compensation or remuneration from
Bayer for activities performed wunder this
Agreement.

V. Confidentiality

. Prior to or in the course of cooperation under this

Agreement, the Parties have disclosed and will
disclose Confidential Information to each other.
The Parties agree that such Confidential
Information may not be disclosed to any third party
without the prior written consent of the Party
concerned. The information shall be identified as
Confidential Information when it is disclosed to the
other Party.

. The obligations of confidentiality and limited use

under this Article of the Agreement shall not apply
to information: (a) which was known to the
receiving Party in advance, provided that such
Party can properly demonstrate that; (b) which has
become public without breach of this Agreement,
whether before or after the receiving Party's
receipt of the information; (c) which is lawfully
acquired by the receiving Party from a third party
without confidentiality obligations; or (d) which is
acquired by operation of law or by order of
a competent governmental authority.

The receiving Party shall take any reasonable
steps to ensure that its employees/collaborators
are bound to the same extent by confidentiality
obligations.

. The provisions of this Article shall survive and last

even after end of duration or termination of this
Agreement.
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VI. Bezpecénost Gidajii a ochrana osobnich udaju VI. Data Security and Personal Data Protection

1. Obé Smluvni strany se zavazuji zpracovavat 1. Both Parties undertake to process all personal

veskeré osobni Udaje, o kterych se dozvi a jez se data of which they become aware and which relate
vztahuji k prfedmétu této Smlouvy pfisné to the subject matter of this Agreement strictly in
v souladu s nafizenim (EU) €. 2016/679, obecné accordance with Regulation (EU) No. 2016/679,
nafizeni o ochrané osobnich udajd, zakonem the General Data Protection Regulation, Act No.
¢. 110/2019 Sb., o zpracovani osobnich udaju, 110/2019 Coll., on the processing of personal
ve znéni pozdéjSich predpist, a vesSkerymi data, as amended, and any other legislation on the
dalSimi pravnimi pFedpisy v oblasti ochrany protection of personal data.

osobnich udaju.

2. Obé Smluvni strany se zavazuji pfijmout veSkera 2. Both Parties undertake to take all reasonable

pfiméfena technicka a organizaCni opatfeni, technical and organisational measures, including
véetné (avSak nejen) pravidelnych zaloh but not limited to regular backups of electronically
elektronicky zaznamenanych dat, chranit recorded data, to protect the security data from
bezpec&nostni data pred jakymkoli any unauthorised processing of the personal data
neopravnénym zpracovanim osobnich Udajl contained in such security data and from loss and
obsaZenych v takovych bezpec&nostnich datech damage that may be caused by computer failure,
a pred ztratou a poskozenim, které mohou byt software malfunction, fire, theft, misuse or
zplsobeny selhanim  vypocetni  techniky, unauthorised disclosure.

nespravnym fungovanim software, pozarem,
kradezi, zneuZitim nebo  neopravnénym
zpfistupnénim.

3. Ustanoveni tohoto ¢lanku Smlouvy zUstanou 3. The provisions of this Article shall survive and last

v platnosti a ucinnosti i po skonceni trvani nebo even after end of duration or termination of this
platnosti této Smlouvy. Agreement.
VII. Trvani a skonéeni Smlouvy VII. Duration and Termination of the Agreement

1. Tato Smlouva nabyva platnosti a u¢innosti dnem 1. This Agreement shall come into force and become

jejiho podpisu obéma Smluvnimi stranami. Tato effective on the date of its signing by both Parties.
Smlouva bude uvefejnéna v registru smluv This Agreement will be published in the contract
v souladu se zakonem ¢.340/2015 Sb., o registru registry in accordance with Act No. 340/2015 Coll.,
smluv, ve znéni pozdéjSich predpisu. on contract registry, as amended.

2. Tato Smlouva se uzavira na dobu urcitou a bez 2. This Agreement is concluded for a fixed term and

dal§iho zanikne: shall terminate without further notice:

(i) dnem, kdy se pfislusné zdravotni pojistovny (i) onthe date when the relevant health insurance
rozhodnou uhradit dalsi 1é¢bu Lécivym companies decide to reimburse further
pfipravkem vSem Pacientdm coby svym treatment with the Medicinal Product for all
pojistétncim na zakladé § 16 zakona Patients as their insured persons, pursuant to
€. 48/1997 Sb., o vefejném zdravotnim Section 16 of Act No. 48/1997 Coll., on Public
pojisténi, ve znéni pozdéjSich predpisy; Health Insurance, as amended; or
nebo

(i) dnem, kdy posledni z Pacientl pfestane byt (i) on the date when the last Patient ceases to be
pacientem Nemocnice; nebo a patient of the Hospital, or

(iii) dnem, kdy posledni z Pacientd splni kritéria (iii) on the date when the last Patient meets the
pro ukonéeni IéCby LéCivym pfipravkem dle criteria for discontinuation of the treatment with
PTA Programu; the Medicinal Product under the PTA Program;

podle toho, ktera z téchto skuteCnosti nastane whichever of these events occurs first.

dfiv.

3. Bayer je opravnén tuto Smlouvu pisemné 3. Bayer shall be entitled to terminate this Agreement

vypovédét bud bez vypovédni doby nebo in writing either without notice or with a period of
s vypoveédni dobou, kterou stanovi dle vlastniho notice to be determined by Bayer in its sole
uvazeni a kterou je také opravnén dle vlastniho discretion, which Bayer shall also be entitled to
uvazeni prodlouzit, jestlize rozhodnuti Ustavu, extend in its sole discretion if the decision of the
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kterym bude LécCivému pfipravku stanovena vySe
a podminky uhrady v Indikacich tak, aby
Pacientiim byl Lécivy pfipravek  ze
systému verejného zdravotniho pojisténi hrazen,
se stane pfedbé&Zné& vykonatelnym i
vykonatelnym (nebude-li pfedbé&zné
vykonatelné).

. Bez ohledu na ustanoveni vy3e uvedenych
odstavcu 2 a 3 tohoto ¢lanku VII. mdze byt tato
Smlouva skonéena na zakladé pisemné dohody
o skonceni této Smlouvy, pficemz takovato
dohoda musi byt Ffadné podepsana obéma
Smluvnimi stranami. V tomto pfipadé skonéi tato
Smlouva dnem uréenym Smluvnimi stranami
v dohodé o skon&eni a nebude-li takovy den
stanoven, skonéi tato Smlouva dnem podepsani
dohody o skon€eni obéma Smluvnimi stranami.

. Prestane-li  Zkou$ejici byt zaméstnancem
Nemocnice, zavazuje se Nemocnice tuto
informaci bezodkladné pisemné sdélit
spoleCnosti Bayer. V takovém pfipadé se Bayer
a Nemocnice budou usilovat dohodnout na
dodatku k této Smlouvé, aby zaijistili kvalitni
nahrazeni Zkousejiciho. Lékar, ktery
ZkousSejiciho nahradi, prebira veSkeré povinnosti
stanovené pro ZkouSejiciho v této Smlouvé.
Nemocnice je povinna tyto povinnosti novému
|ékafi sdélit a zavazat jej k jejich dodrzeni.

. Bayer mlze Smlouvu skonéit vypovédi
s okamzitym u&inkem ke dni doru€eni v pfipadé
kdyz (a) Bayer ziska informaci, ze ZkousSejici
nebo Nemocnice nepostupuje v souladu
s povinnostmi na zakladé této Smlouvy nebo
v souladu s pfislusnymi pravnimi pfedpisy, nebo
pokud (b) je preruseni dodavek Lécivého
pfipravku nezbytné s ohledem na bezpecnost
Pacientd ¢i vydané regulatorni rozhodnuti,
dostupné Uudaje naznalujici nedostatecnou
uginnost lécby Pacientl, existuji problémy
s vyrobou ¢i dodavkami Léc&ivého pFipravku,
popf. doslo k =zastaveni vyvoje LéCivého
pfipravku. V pfipadé davodd pro skonceni
Smlouvy uvedeného pod pism. (a) Bayer nejdfiv
upozorni ZkouSejiciho a Nemocnici na nesoulad
jejich postupu se Smlouvou nebo pravnimi
predpisy a poskytne jim IhGtu tfi (3) dn0
k napravé; jejim marnym uplynutim nabyva
vypoveéd spolecnosti Bayer ucinnosti.

. Ustanovenimi tohoto ¢&lanku nezanika pravo
kterékoli ze Smluvnich stran ukoncit tuto
Smlouvu zpuisobem dle a v souladu s obecné
zavaznymi pravnimi predpisy.

. Pro vylou€eni pochybnosti, po zaniku této
Smlouvy, at jiz k nému dojde z jakéhokoli
dlvodu, nebude Bayer povinen Nemocnici dodat
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Institute setting the amount and terms of
reimbursement for the Medicinal Product in the
Indications in a way that the Medicinal Product will
be covered by the public health insurance system
to the Patients becomes provisionally enforceable
or enforceable (if not provisionally enforceable).

. Notwithstanding the provisions of paragraphs

2 and 3 of this Article VII. above, this Agreement
may be terminated by means of a written
termination agreement which shall be duly signed
by both Parties. In such a case, this Agreement
shall terminate on the date specified by the Parties
in the termination agreement. If no such date is
specified, this Agreement shall terminate on the
date of the signature of the termination agreement
by both Parties.

. Ifthe Investigator ceases to be an employee of the

Hospital, the Hospital undertakes to promptly
notify Bayer of this fact in writing. In such a case,
Bayer and the Hospital shall endeavor to agree on
an amendment to this Agreement to ensure the
appropriate replacement of the Investigator. The
physician replacing the Investigator shall assume
all obligations set forth for the Investigator in this
Agreement. The Hospital is obliged to inform the
new physician of these obligations and shall bind
the new physician to comply with them.

. Bayer may terminate this Agreement with

immediate effect as of the date of delivery of the
termination notice in the event that: (a) Bayer
obtains information that the Investigator or the
Hospital is not acting in compliance with the
obligations under this Agreement or with the
applicable law and regulations; or (b) interruption
of the supply of the Medicinal Product is necessary
due to patient safety concerns, a regulatory
decision, available data indicating insufficient
treatment efficacy, manufacturing or supply
issues, or the discontinuation of the development
of the Medicinal Product. In cases of termination
under point (a), Bayer shall first notify the
Investigator and the Hospital of their non-
compliance with the Agreement or legal
regulations and provide them with a three (3) day
period to remedy the situation. If the non-
compliance is not rectified within this period,
Bayer's termination shall take effect immediately
upon the expiration of the deadline.

. The provisions of this article shall not affect the

right of either Party to terminate this Agreement in
accordance with and pursuant to generally binding
law and regulations.

. For the avoidance of doubt, upon termination of

this Agreement, regardless of the reason for such
termination, Bayer shall not be obligated to supply
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Lécivy pFipravek za podminek ujednanych v této
Smilouve.

VIIl. Odpovédnost a nahrada Skody

Nemocnice bere na védomi, Ze v celém rozsahu
odpovida za pouzivani LéCivého pfipravku, jak je
dohodnuto  touto  Smlouvou. Odpovédnost
Zkousejiciho vuéi Pacientim stanovena obecné
zavaznymi pravnimi pfedpisy neni vySe uvedenym
dotcena.

Odpoveédnost vyrobce Lécivého pfipravku neni vyse
uvedenym dotCena.

IX. RGizna ustanoveni

1. Uzavfeni této Smlouvy neni podminéno Zadnym
existujicim ¢&i budoucim obchodnim vztahem
mezi Nemocnici a spoleénosti Bayer ani Zadnym
obchodnim rozhodnutim, které nemocnice
ucCinila anebo ucini vici spole¢nosti Bayer nebo
vyrobkim obchodovanym spolecnosti Bayer.

2. Nemocnice se zavazuje plnit svoje povinnosti
a povinnosti Zkous$ejiciho a Povéfeného Iékafe
na zakladé této Smlouvy zplsobem, ktery bude
v souladu s pfislusnymi pravnimi pfedpisy
zamérenymi proti korupci a uplaceni. Nemocnice
zavazné prohlaSuje, Z2e neposkytla ani
neposkytne Zadnou platbu ani prospéch, pfimo i
nepfimo, Ufedni osobé, zakaznikim, obchodnim
partnerdm, odbornikim ve zdravotnictvi ani
zadné jiné osob& =za ulelem zajisténi
nepatficného prospéchu nebo nekalé obchodni
vyhody, nebude ovliviiovat rozhodovani
v soukromé ani verejné sfére, pfedepisovani, ani
nebude nikoho podnécovat Kk porusSovani
profesnich povinnosti ¢i pravidel. Nemocnice se
zavazuje neprodlené v pisemné podobé nahlasit
spoleénosti Bayer kazdé podezfeni &i zjisténé
poruseni vySe uvedenych zasad v souvislosti
s obchodni &innosti spole¢nosti Bayer a bude
v takovych  pfipadech  spolupracovat se
spoleCnosti Bayer pfi proSetfeni takové
zalezitosti.

3. Tato Smlouva obsahuje Uplné ujednani
o pfedmétu Smlouvy a vS8ech naleZitostech,
které Smluvni strany mély a chtély ve Smlouvé
ujednat a které povazuji za dulezité. Soucasné
Smluvni strany prohlasuji, Ze si navzajem sdélily
vSechny informace, které povazuji za dulezité
a podstatné pro uzavieni této Smlouvy.

4, Smluvni strany si nepreji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti Smluvnich stran
dovozovana =z dosavadni ¢&i budouci praxe
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the Medicinal Product to the Hospital under the
terms agreed upon in this Agreement.

VIII. Liability and Compensation for Damages

The Hospital acknowledges that it is fully responsible
for the use of the Medicinal Product as agreed to in
this Agreement. The Investigator's liability to the
Patients as set forth by generally binding law and
regulations is not affected by the foregoing.

The liability of the manufacturer of the Medicinal
Product is not affected by the above.

IX. Miscellaneous

1. The conclusion of this Agreement is not

conditioned on any pre-existing or future
business relationship between Bayer and the
Hospital. It is also not conditioned on any
business or other decision the Hospital has
made or will make relating to Bayer or Bayer
products.

2. The Hospital shall perform its obligations and

obligations of the Investigator and the Authorised
Physician under this Agreement in a manner
consistent with applicable anti-bribery and anti-
trust laws. The Hospital affirms to have not made
or provided, and that it will not make or provide,
any payment or benefit, directly or indirectly, to
government officials, customers, business
partners, healthcare professionals or any other
person in order to secure an improper benefit or
unfair business advantage, affect private or
official decision-making, affect prescription
behaviour, or induce someone to breach
professional duties or standards. The Hospital
undertakes immediately report to Bayer in writing
any suspected or detected violation of the above
principles in connection with Bayer's business
and, in such cases, will cooperate fully with
Bayer in reviewing the matter.

3. This Agreement constitutes entire agreement

about the subject matter hereof and all matters
the Parties had and wished to agree upon herein
and which the Parties consider important. At the
same time the Parties represent and warrant to
have provided to each other all information they
deem important and substantial for entering into
this Agreement.

4. The Parties do not wish that any rights or

obligations of the Parties are derived from the
current or future practice introduced between the
Parties or from business practice observed
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10.

1.

zavedené mezi Smluvnimi stranami &i zvyklosti
zachovavanych obecné ¢i v odvétvi tykajicim se
predmétu plnéni této Smlouvy, ledaze je ve
Smlouveé vyslovné sjednano jinak.

Kazda ze Smluvnich stran jedna jako nezavisly
subjekt a pro zadné ucely neni v postaveni
partnera, zprostfedkovatele, zaméstnance ani
zéstupce druhé Smluvni strany.

Pokud neni vtéto Smlouvé stanoveno jinak,
zadna ze Smluvnich stran nesmi postoupit
zadna prava a/nebo povinnosti podle této
Smlouvy bez predchoziho pisemného souhlasu
dal§i Smluvni strany s vyjimkou spoleénosti
Bayer, ktera mize tuto Smlouvu postoupit na
kteroukoli svoji Propojenou osobu bez souhlasu
Nemocnice.

Neplatnost nebo nevymahatelnost konkrétniho
ustanoveni této Smlouvy nema vliv na platnost
ostatnich ustanoveni. Smluvni strany se zavazu;ji
nahradit neplatné a nevymahatelné ustanoveni
plathym a vymahatelnym ustanovenim podle
potfeby, jimz bude co mozna nejblize dosazeno
umyslu, jez Smluvni strany mély v dobé uzavfeni
této Smiouvy.

Jednostranné vzdani se prava anebo mi¢ky dany
souhlas anebo neuspésné dovolani se poruseni
kteréhokoli ustanoveni této Smlouvy Smluvni
stranou nezaklada jednostranné vzdani se prava
v souvislosti s jakymkoli naslednym poruSenim
kteréhokoli ustanoveni této Smlouvy.

Zmény a dodatky ktéto Smlouvé musi mit
pisemnou formu a musi byt podepsany obéma
Smluvnimi stranami, nestanovi-li v konkrétnim
pfipadé tato Smlouva jinak. Pozadavek pisemné
formy se uplatni obdobné v pfipadé zmén
jednotlivych ustanoveni Smilouvy.

Tato Smlouva je vytvofena a fidi se Ceskym
pravem bez ohledu na ustanoveni jeho koliznich
norem. Smluvni strany se dohodly, Zze vesSkeré
spory vzniklé ztéto Smlouvy budou feSeny
vécné a mistné prislusnymi soudy Ceské
republiky.

Tato Smlouva je sepséna v Ceském a anglickém
jazyce a Smluvni strany povaZzuji obé jazykové
verze za rovnocenné, avSak pro pfipad
nesrovnalosti mezi jednotlivymi verzemi se
Smluvni strany dohodly, Ze pfednost ma Ceska
verze Smlouvy. Tato Smlouva a v8echny jeji
prilohy predstavuji Uplnou dohodu Smluvnich
stran o predmétu této Smlouvy.
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generally or in the field related the subject matter
of this Agreement, unless explicitly agreed in the
Agreement.

Each Party to this Agreement shall act as an
independent contractor and shall not be
construed for any purpose as the partner, agent,
employee or representative to the other Party.

Unless otherwise set forth in this Agreement, no
Party may assign any rights and/or obligations
under this Agreement without the prior written
consent of the other Party, except that Bayer
may assign this Agreement to any of its Affiliates
without the consent of the Hospital.

The invalidity or unenforceability of a particular
provision of this Agreement shall not affect the
validity of the remaining provisions. The Parties
shall replace the invalid or unenforceable
provision with a valid or enforceable provision,
as the case may be, that comes closest to
effectuating the intent of the Parties at the time
of the Agreement's execution.

The waiver or acquiescence by any Party or the
failure of any Party to claim a breach of any
provision of this Agreement will not be deemed
to constitute a waiver with respect to any
subsequent breach of any provisions hereof.

Amendments and extensions to this Agreement
shall not be effective unless in written form and
signed by both Parties, unless set forth explicitly
otherwise herein. This requirement equally
applies to this written form clause itself.

This Agreement shall be governed by, subject to
and construed in accordance with the law of the
Czech Republic regardless of its choice of law
rules. For any and all proceedings arising
hereunder the Parties agree to the exclusive
jurisdiction of the competent courts of the Czech
Republic.

This Agreement is made in the Czech and
English language and the Parties consider both
language versions to be equivalent, however in
case of any discrepancies between individual
versions the Parties agreed that the Czech
version shall prevail. This Agreement and any
Appendix hereto set forth the entire
understanding and agreement of the Parties
relating to the subject matter hereof.
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12. Tato Smlouva se uzavira ve 3 stejnopisech,
z nichz kazda ze Smluvnich stran a ZkouSejici
obdrzi po 1 stejnopise.

13. Smluvni strany se dohodly, Ze uverejnéni
Smlouvy prostfednictvim registru smluv provede
Nemocnice, a to nejpozdéji do 5 pracovnich dnt
od podpisu Smlouvy posledni ze Smluvnich
stran; v opacném pfipadé je opravnén k zaslani
Smlouvy do registru smluv Bayer. Navrh verze
Smlouvy uréené k uvefejnéni bude spoleénosti
Bayer odeslan Nemochnici v elektronické verzi ve

strojové Citelném formatu na emailovou adresu
— nejpozdéji ke dni podpisu
Smlouvy apfed jeho uvefejnénim bude
spoleCnosti Bayer a Nemocnice vzajemné

odsouhlasen prostfednictvim emailu.

X. Piilohy

Nasledujici pfiloha / pfilohy tvofi nedilnou soucast
této Smlouvy, nestanovi-li tato Smlouva jinak:

Pfiloha 1: Patient Access Form for NUBEQA®
(darolutamide)

Pfiloha 2: A Post Trial Access (PTA) program to
provide NUBEQA® (darolutamide) to adult patients
with metastatic Hormon Sensitive Prostate Cancer
(mHSPC) and non-metastatic castration resistant
prostate cancer (PTA Program)
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12. This Agreement is made in 3 counterparts, out of
which each of the Parties and Investigator
receives 1 counterpart.

13. The Parties agreed that the publication of the
Agreement through contract registry shall be
performed by the Hospital, no later than within
5 working days from the signing of the
Agreement by the last Party; otherwise Bayer is
authorized to submit the Agreement to the
contract registry. The proposal of version of the
Agreement for publication shall be sent by Bayer
to the Hospital in electronic form in machine
readable format to the e-mail address | Gz

on the day of signature of the
Agreement at the latest and before its publication
shall be mutually agreed by Bayer and Hospital
via email.

X. Appendices

The following Appendix / Appendices shall form an
integral part of this Agreement, unless set forth
otherwise herein:

Appendix 1: Patient Access Form for NUBEQA®
(darolutamide)

Appendix 2: A Post Trial Access (PTA) program to
provide NUBEQA® (darolutamide) to adult patients
with metastatic Hormon Sensitive Prostate Cancer
(mHSPC) and non-metastatic castration resistant
prostate cancer (PTA Program)
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BAYER s.r.o.

Datum / Date:

jednatel / Managing Director

VsSeobecna fakultni nemocnice v Praze

Datum / Date:

E______ B

Precetl(a) a bere na védomi / Read and acknowledged

Datum / Date:
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