Smlouva o vypljcce

uzaviena podle § 2193 a nasl. zak. ¢. 89/2012
Sb., obc¢anského zakoniku, ve znéni
pozdéjSich predpisl,(dale jen ,ob&ansky
zakonik*) mezi:

ICON CLINICAL RESEARCH LIMITED,

se sidlem South County Business Park,
Leopardstown, Dublin 18, Irsko

zastoupena: XXXXXXXXXXXXXX

na zakladé povéreni

ICO: 201978 DIC: IE 8201978R,

registrované podle Irskych zakon(
(dale jen ,pujcitel”)

a
Fakultni nemocnice Motol a Homolka

statni pfispévkova organizace,

se sidlem: V Uvalu 84, 150 06 Praha 5 —
Motol, Ceska republika
zastoupena:  XXXXXXXXXXXXXX,
povéreni

ICO: 00064203, DIC: CZ00064203

na zakladé

Nakladové stfedisko: 2166
( dale jen ,vypUjcitel®)

VZHLEDEM K TOMU, ZE klient spole¢nosti
ICON, spole¢nost Olema Pharmaceuticals,
Inc. (dale jen ,zadavatel®), vyviji hodnoceny
pfipravek a zadavatel povéfil spoleCnost
ICON provadénim urcCitych sluzeb v
souvislosti se studii (jak je definovano nize)
na zakladé samostatné smlouvy, mimo jiné
v€etné smluv s klinickymi vyzkumnymi
pracovisti.

VZHLEDEM K TOMU, Ze pujcitel a vypUjcitel
jsou smluvnimi stranami smlouvy o klinickém
hodnoceni (dale jen ,smlouva o klinickém
hodnoceni®) tykajici se protokolu klinického
hodnoceni & OP-1250-302 s nazvem:
»,Randomizovana, dvojité zaslepena, aktivné
kontrolovana studie faze 3 pripravku
palazestrant s ribociklibem ve srovnani s
pfipravkem letrozol s ribociklibem v Ilé¢bé
prvni linie  pokrocilého ER+, HERZ2-
karcinomu prsu®, v souladu se smlouvou o
klinickém hodnoceni (dale jen ,studie®). Aby

Equipment Loan Agreement

Concluded as per Section 2193 et seq. of Act
No. 89/2012 Coll., the Civil Code as amended
(hereinafter referred to as the “Civil Code”)
between:

ICON CLINICAL RESEARCH LIMITED

Registered office South County Business
Park, Leopardstown, Dublin 18, Ireland
Represented by: XXXXXXXXXXXXXX

under the power of attorney

Company registration number: 201978 VAT
No.: IE 8201978R

Registered under the law of Ireland

(The “Lender”)

and
Fakultni nemocnice Motol a Homolka

Government contributory organisation
Registered office: V Uvalu 84, 150 06 Praha 5
— Motol, Czech Republic

Represented by: xxxxxxxxxxxxxx, under the
power of attorney

Company registration number: 00064203,
VAT No.: CZ00064203

Cost centre: 2166

(The “Borrower”)

WHEREAS ICON’S client, Olema

Pharmaceuticals, Inc. (“Sponsor’) s
developing an investigational product and the
Sponsor has retained ICON to conduct certain
services in relation to the Study (as below
defined) under separate contract including
without limitation contracting with clinical
research sites.

WHEREAS The Lender and the Borrower are
parties to a clinical trial agreement (the
“Clinical Trial Agreement”) concerning clinical
trial protocol no. OP-1250-302, entitled: “A
Phase 3 randomized, double-blind, active-
controlled study of palazestrant with ribociclib
versus letrozole with ribociclib for the first-line
treatment of ER+, HERZ2 advanced breast
cancer”, according to the Clinical Trial
Agreement (hereinafter referred to as the
“Study”). For the avoidance of doubt, the
existence of this Equipment Loan Agreement
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se piedeSlo pochybnostem, existence této
smlouvy o vypUjéce zavisi na uzavieni a
pokralujici existenci smlouvy o Kklinickém
hodnoceni.

(pljcitel a vypljcitel
»Smluvni strany”)

spolecné dale jen

obé smluvni strany prohlasuji, ze maji pravni
osobnost a po vzajemném projednani a shodé
uzaviely dnem posledniho podpisu nize
smlouvu o vypujéce v tomto znéni (dale jen ,,
smlouva®):

.
Predmét smlouvy

1.1. Smluvnimi stranami bylo ujednano, ze
pujcitel touto smlouvou pfenechava vypuijciteli
vybaveni uvedené v pfiloze 1, (dale jen ,véc®)
a zavazuje se vypujciteli umoznit bezplatné
doCasné uzivani véci, a to pro potieby
vypujcitele za u¢elem provedeni nasledujiciho
klinického hodnoceni .

1.2. Véc bude vypujGitelem uzivana na
Onkologické klinice 2. LF UK a FN Motol a
Homolka a bude slouzit k u¢elu stanoveném v
ramci shora uvedené studie za podminek
stanovenych v této smlouvé a v souladu se
smlouvou o klinickém hodnoceni.

Prava a povinnosti smluvnich stran

2.1 Zapujéené vybaveni musi spliovat
vSechny vyrobni specifikace a byt dodano v
funkénim stavu.

Vypujcitel vypljéenou véc pfijima.

2.2. Pujcitel se zavazuje zajistit na vlastni
naklady pojisténi véci.

2.3. Vypljcka je bezuplatna a vypujcitel neni
opravnén prenechat vypuGjéenou véc treti
osobé. Véc zuUstane vyhradnim vlastnictvim
pujcitele nebo zadavatele/dodavatele, s nimz

is dependent on the execution and continued
existence of the Clinical Trial Agreement.

(Both the Lender and the Borrower are
hereinafter referred to as the “Contracting
Parties”)

Both Contracting Parties hereby declare that
they have legal personality and that upon
mutual consideration and agreement they
have entered into this Equipment Loan
Agreement (hereinafter referred to as the
“Agreement”) on the day of the last signature
below:

.
Subject Matter

1.1. The Contracting Parties have agreed
that the Lender hereby hands over the
equipment listed in the Appendix 1
(hereinafter referred to as the “Equipment”) to
the Borrower and undertakes to allow the
Borrower to use the Equipment temporarily
free of charge for the needs of the Study and
in order to conduct the Study. following
Clinical Study”.

1.2. The Borrower shall use the Equipment in
Onkologicka klinika 2. LF UK a FN Motol a
Homolka (insert the name of clinic) and the
Equipment shall serve solely for the
completion of the above mentioned Study
under the terms and conditions specified in
this Agreement and in accordance with the
Clinical Trial Agreement.

Il
Rights and Obligations
2.1 The borrowed equipment shall comply

with all of its manufacturing specifications
and be delivered in functional condition.

The Borrower the
Equipment.

accepts borrowed

2.2 Lender agrees, at it own expense, to take
insurance for the Equipment for the borrowing
period.

2.3  The Equipment loan is free of charge,
and the Borrower does not have the right to
transfer the borrowed Equipment to any third
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je pujcitel nebo pfipadné zadavatel
smluvnim vztahu.

ve

2.4. VypljCitel se zavazuje ponechat na
vypUjéené véci vSechny popisky, Stitky,
sériova Cisla a podobna oznaceni.

2.5 Pfedanim véci se rozumi jeji doprava,
umisténi v prostorach vypuijcitele na pracovisti
uvedeném v €l.I. odst. 1.2 smlouvy dle pokynu
vypujcitele, uvedeni do provozu, provedeni
instruktaze, pfedani navodu kpouziti a
informace, ktera se vztahuji k bezpecnému
pouzivani, to vie v Ceské verzi.

2.6. Zataji-li pujcitel vypujciteli vadu vypujcené
véci, nepreda-li vypuijciteli potfebné doklady
k vypljcené véci (uvedené v seznamu
poskytnutém s vypUjéenou véci), nebo
neseznami-li vypujcitele dle pfedchoziho
ustanoveni s provoznimi pokyny k uzivani
vypuUjéené véci a v pfimém dlsledku tohoto
vznikne vypujciteli Skoda, pujcitel poskytne
vypujciteli Uhradu, jak je ulozeno platnym
obCanskym zakonikem. ZtéZuje-li vada
zasadnim zplsobem uzivani véci nebo
znemozniuje-li zcela uzivani, maze vypuijcitel

vypovédét tuto smlouvu pujciteli  bez
vypovédni doby.
2.7. Vypljcitel se zavazuje neprodlené

informovat pujcitele o jakémkoli poSkozeni véci
bez zbytecného odkladu po okamziku, kdy se
o poskozeni dozvédél. Pujcitel se svym
dodavatelem zafidi na své naklady opravu
nebo vymeénu, pokud zavadu nezpUsobil
vypujcitel poruSenim povinnosti stanovenych v
této smlouvé; v takovém pripadé veskeré
naklady na opravu movitych véci ponese
vypujcitel. Pujcitel souhlasi s tim, Ze béhem
doby vypUjceni bezplatné zajisti servis véci,
véetné v§ech nahradnich dilt (nebo opravy), a
to v pfiméfené dobé& po pisemném nebo
telefonickém oznameni pozadavku na
opraveni, v€etné bézné udrzby, pokud zavadu
nezpulsobil vypUj€itel v disledku poruseni
povinnosti stanovenych v této smlouvé; v
takovém pfipadé vesSkeré naklady na opravu
véci ponese vypuijcitel.

2.8. Vyptujcitel neodpovida pujciteli za znic¢eni
nebo poskozeni véci vdusledku jejiho

party. The Equipment shall remain the sole
property of Lender or Sponsor/vendors
contracted by Lender or Sponsor, as the case
may be.

2.4 The Borrower undertakes to leave all
labels, tags, serial numbers and similar
markings on the borrowed Equipment.

2.5 The Equipment handover means its
shipment, placement on the Borrower's
premises at the site referred to in Article | (1.2)
hereto as per the Lender’s instructions,
putting into operation, advising the Borrower
on how to use the Equipment, and handing
over instructions for use and safety instruction
for use both in Czech version.

2.6 If the Lender conceals any defect of the
borrowed Equipment or fails to hand over the
necessary documents (listed in the inventory
checklist provided with the Equipment) for the
borrowed Equipment or inform the Borrower
of the operating instructions for the borrowed
Equipment and if the Borrower shall suffer any
damage as a direct result, the Lender will
reimburse the Borrower as mandated by the
Civil Code. If such a defect hinders the use of
the Equipment substantially or renders its use
impossible the Borrower may terminate this
Agreement immediately by sending the
termination notice to Borrower.

2.7 The Borrower undertakes to inform the
Lender imidiatelly of any damage to the
Equipment without any undue delay upon
learning about such a damage. The Lender
will arrange with its vendor to repair or replace
unless the defect is caused by the Borrower
due to breach of obligations as set out in this
Agreement; in such case, all costs to repair
the movable assets are subject to the account
of the Borrower. Lender 3rt he during the loan
period to arrange for the provision of service
including all spare parts (or repair) to the
Equipment at no cost within reasonable time
of written or telephone notice of the repair
requirement including routine maintenance
unless the defect is caused by the Borrower
due to breach of obligations as set out in this
Agreement; in such case, all costs to repair
the Equipment are subject to the account of
the Borrower.

2.8 The Borrower is not liable to the
Lender for destruction of, or damage to the
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béZného opotifebeni a uzivani, pokud takové
zni¢eni nebo poskozeni neni zplsobeno
zamérné nebo nedbalosti ze strany
vypujcitele. Pujcitel ani zadavatel nenesou
odpovédnost za zmény nebo znehodnoceni
véci zplsobené béznym opotfebenim nebo
pouzitim k uréenému ucelu. Vypujcitel ponese
rizika zniCeni, ztraty nebo odcizeni,
opravitelného a neopravitelného poskozeni a
predCasného opotifebeni movité véci, a to po
dobu, kdy je movita véc vjeho drzeni, za
predpokladu, Ze to nebylo zplisobeno umysiné
nebo nedbalosti ze strany pUjcitele nebo
subjektu hodnoceni. Dojde-li k nékteré z vySe
uvedenych udalosti, vypujcitel mGze dle své
volby bud movitou véc na své naklady opravit
a uvést do dobrého stavu, nebo maze movitou
véc nahradit identickou movitou véci.

2.9. Pokud se jedna o zdravotnicky prostfedek,
zajisti pljcitel svym nakladem veskeré opravy,
bezpeénostné technické kontroly a pfip. revize
vypuj¢ené véci, a to v souladu se zakonem ¢.
375/2022 Sb., o zdravotnickych prostfedcich a
diagostickych prostfedcich in vitro.

2.10. Pokud  vypujcitel porusi podminky
ujednané touto smlouvou, zejméne tim, Ze véc
pfenecha tfeti osobé, je puijcitel opravnén tuto
smlouvu vypovédét bez vypovédni doby.

.
Doba uzivani

3.1 Tato smlouva se uzavira na dobu
urCitou, a to po dobu provedeni ucelu
smlouvy, knémuz se ma véc uzivat. Po
skonceni studie nebo na zadost pUjcitele nebo
zadavatele je vypujc€itel povinen vratit véc
pujciteli v souladu s jeho pokyny a na jeho
naklady. Véc musi byt vracena ve stavu, v
jakém ji vypuijcitel obdrzel, a to s pfihlédnutim
k béZnému opotfebeni.

3.2 Pujcitel mGze pozadat o vraceni véci i
pfed skon€enim stanovené doby uzivani dle
odst. 3.1. vySe v pfipadé, ze vypujcitel uziva
véc vrozporu s UCely stanovenymi touto
smlouvou.

Equipment due to its normal wear and use,
unless such destruction or damage is caused
by wilful intent or negligence by the Borrower.
Neither the Lender nor Sponsor is liable for
changes in, or deterioration of the Equipment
caused by the normal wear or use thereof for
its intended purpose. The Borrower shall bear
the risks of destruction, loss 4rt he4t of,
repairable and irreparable damage to, and
premature wear of the movable asset and
during the time the movable asset is under the
possession of the Borrower, provided that 4rt
h not caused by wilful intent or negligence by
the Lender 4rt he Study subject. If one of the
aforementioned events occurs, the Borrower
may, at its option, either repair the movable
asset at its own expense and restore it to a
good condition or replace the movable asset
with an identical one.

2.9 In case the landed equipment is
considered as medical device, the Lender is
obliged to ensure all repairs, professional
maintenance and all revisions of the landed
equipment in compliance with Act No.
375/2022 Coll., on medical devices and in
vitro diagnostic medical devices.

2.10 If the Borrower breaks the terms of this
Agreement, especially transferring the
Equipment to any third party, the Lender is
entitted to terminate this Agreement
immediately by sending the termination notice
to Borrower.

M.
Period of Use

3.1 This Agreement is made for a fixed
period, i.e. for the period of performing the
subject matter for which the Equipment shall
be used. After the end of the Study or upon
request by the Lender or the Sponsor, the
Borrower is obliged to return the Equipment to
the Lender in line with Lender’s instructions
and at its expense. The Equipment must be
returned in the condition in which it was
received by the Borrower, taking into account
normal wear and tear.

3.2 The Lender may request the
Equipment return before the end of the
determined period of use as per Article 3.1.
above if the Borrower uses the Equipment in
contradiction with the purposes specified
herein.
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3.3 Tato smlouva mulze byt ukoncena
dalSim pisemnym oznamenim jak ze strany
pujCitele, tak ze strany vypujcitele. Lhuta
tohoto oznameni je 30 dni a poc€ind bézZet
prvnim dnem po obdrzeni oznameni. V
pfipadé predCasného ukon€eni smlouvy o
klinickém hodnoceni bude tato smlouva
automaticky ukon€ena ve stejnou dobu bez
nutnosti vyslovného oznameni o ukond&eni.

Iv.
Zavérecna ustanoveni

4.1 Tuto smlouvu Ize zménit nebo doplnit
jen vyslovnym pisemnym ujednanim, jez
podepidi opravnéni zastupci obou smluvnich
stran, pfiCemz takova zména nebo doplnéni
musi mit formu ocislovaného dodatku.

4.2 Zavazky z této smlouvy se Fidi pravem
Ceské republiky.

4.3. PUjcitel souhlasi s uvefejnénim smlouvy
vypujCitelem za U¢elem splnéni povinnosti
ulozenych mu platnou a ucinnou pravni
Upravou, a to zejména zakonem ¢. 340/2015
Sb., o registru smluv, ve znéni pozdéjSich
predpisu (dale jen ,zakon o registru smiluv®),
a dale pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Smluvni strany
v kazdém pripadé souhlasi stim, ze
vypujCitel zvefejni verzi této smlouvy o
vypuUjcce, jak ji pro tyto ucely pfipravil a
poskytl pujcitel, a to k datu jejiho podepsani
elektronicky ve strojové Citelné podobé.
Oznameni o zvefejnéni ze strany spravce
registru bude zaslano osobé& urCené
pujcitelem.

4.4, Pujcitel bere na védomi, Ze vypuijcitel,
jakozto statni pFispévkova organizace, je
povinen na dotaz ftfeti osoby poskytnout
informace podle zakona ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni
pozdéjsSich predpisli, poskytnuté informace

vSak v Zadném pfipadé nemohou byt
informacemi, které jsou povazovany za
davérné/chranéné informace zadavatele

a/nebo spolecnosti ICON tak, jak jsou tyto
informace definovany ve smlouvé o klinickém
hodnoceni.

45. Pravni vztahy touto smlouvou
neupravené, jakoZ i pravni poméry zni

3.3 This Agreement may be terminated by
further written notice, both on the part of
Lender and the Borrower. The term of notice
is 30 days and shall run from the first day after
the receipt of notice. In case of premature
termination of the Clinical Trial Agreement,
this Agreement terminates automatically at
the same time with no need for an explicit
notice of termination.

Iv.

Final Provisions
4.1 This Agreement may be amended or
supplemented only by an explicit written
agreement signed by authorised
representatives of both Contracting Parties
and such an amendment must take the form
of a numbered Annex.
4.2 Obligations under this Agreement shall
be governed by the Law of the Czech
Republic.
4.3  The lender agrees with publication of
this agreement and its elements of obligatory
relationship due to the duties which come
from valid and effective legal regulation,
especially Act No. 340/2015 Coll. on
Agreements Register as 5mended
(hereinafter referred to as “Contracts Register
Act”) and guidance notes and directives of
Ministry of Health Czech Republic. In any
case the Contracting Parties agree that the
Borrower shall publish the version of this
Borrowing Agreement as prepared and
provided by the Lender for these purposes by
the date of execution hereof, electronically in
machine-readable form. Publication
notification of the register administrator shall
be sent to the Lender’s designee.

4.4 The lender takes note, that borrower
as government contributory organisation is
obliged to provide information according to
Act No. 106/1999 Coll., on Free Access to
Information but in any case the information
provided cannot be any information that is
considered  Sponsor's and/or ICON
confidential and/or proprietary information
as those information are defined in the
Clinical Trial Agreement.

4.5 Contractual relations not regulated by
this Agreement and the legal relations arising
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vznikajici a vyplyvajici se Fidi pFisluSnymi
ustanovenimi ob&anského zakoniku.

4.6. Strany této smlouvy vyslovné berou na
védomi asouhlasi stim, Ze zadavatel je
opravnénou tfeti stranou této smlouvy a ze ma
pravo vymahat jakakoli ustanoveni této
smlouvy vS§emi zakonnymi pravnimi prostiedky
a/nebo podle zvykového prava.

4.7. Pfipadné spory smluvnich stran budou
feSeny smirnou cestou a v pfipadé, ze nedojde
k dohodé, budou spory feSeny pfislusnymi
soudy Ceské republiky.

4.8. Tato smlouva je vyhotovena jak v Ceském,
tak anglickém jazyce. V pfipadé jakychkoli
rozporl nebo nesrovnalosti mezi ¢eskou a
anglickou verzi této smlouvy ma Ceska verze
prednost.

4.9. Smluvni strany prohlasuji, ze si tuto
smlouvu pfed jejim podpisem precetly, Ze byla
ujednana podle jejich pravé a svobodné vdle,
urcité, vazné a srozumitelné. Autenti€nost této
smlouvy potvrzuji smluvni strany svym
podpisem.

4.10. Tato smlouva byla sepsana ve dvou
stejnopisech s platnosti originalu, pfi¢emz
kazda ze smluvnich stran obdrzi po jednom
vyhotoveni. To neplati v pfipadé, Ze tato
smlouva byla podepsana elektronickym
podpisem dle zakona ¢&. 297/2016 Sb., o
sluzbach vytvarejicich divéru pro elektronické
transakce, ve znéni pozdéjsich predpisu.

4.11. Smlouva je platna dnem podpisu obéma
smluvnimi stranami a ucinnosti nabyva
v souladu se zakonem o registru smluv.

V Praze dne

za vypuijcitele
XXXXXXXXXXXXXX na zakladé povéreni

hereunder shall be governed by the relevant
provisions of the Civil Code.

46 The Contracting Parties hereto
expressly acknowledge and agree that the
Sponsor shall be a third-party beneficiary of
this Agreement and shall be entitled to
enforce any of the provisions hereof by all
remedies at law and/or in equity.

4.7 Any disputes between the Contracting
Parties shall be resolved amicably and if no
agreement is reached the disputes shall be
resolved by the competent courts of the
Czech Repubilic.

4.8 This Agreement is made both in the
Czech and English languages. In case of any
conflicts or discrepancies between the
Czech and English versions of this
Agreement, the Czech version shall prevail.

49 The Contracting Parties hereby
declare that they have read this Agreement
before signing and that the Agreement has
been concluded according to their true and
free  will,  definitely, seriously and
comprehensively. The Parties confirm the
authenticity of this Agreement by their
signatures.

4.10 This Agreement has been drawn up in
two counterparts, both of which will be
considered the original; each Party will
receive one copy. This does not apply if this
Agreement was signed by electronic
signature in accordance with Act on trust
services for electronic transactions 297/2016
Coll., as amended.

4.11 This Agreement becomes valid on the
date it is signed by both Contracting Parties
and becomes effective in accordance with
the Contracts Register Act.

In Prague, dated

On behalf of Borrower
XXXXXXXXXXXXXX under the power of attorney
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za pujcitele On behalf of Lender
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Pfiloha 1 — Seznam vybaveni

Appendix 1 — List of equipment

Equipment/ | Manufacturer/ Vendor / Value Value Serial Notes/ poznamky
vybaveni | vyrobce dodavatel per total/ number/
unit/ hodnota | sériové
hodnot | celkem | Cislo
aza
kus
12lead | XXOXXKXXXXXXXX | XKXXKXKXXKXXXX ;? o 7 serial Initial shipment
ECG PP <l numbers | contains/ Startovaci
XXXXXXXXXX = will be zasilka obsahuje:
xxxx / 12ti listed on A) Machine/pfi
svodovy the stroj,
EKG handover B) Quick Guide
XXXXXXXXXX report/ / manual
XXXX sériova C) Pack of
Cisla electrodes/
budou Baleni
uvedena elektrod
na D) Prep.pads/
predavaci polstarky
m pro pfipravu
protokolu E) Razors/
holitka
F) Pack of
paper / balik
papiru
ePRO XXXXXXXXXXXXXX | XXXXXXXXXXXXXX | 6 e serial
e i
tablet, AT numbers
XXXXXXXXXX T will be
XXXX / listed on
Tablet the
ePRO, handover
XXXXXXXXXX report/
XXXX sériova
Cisla
budou
uvedena
na
predavaci
m
protokolu

Smlouva o vypujéce/ Equipment Loan Agreement
Protocol # OP-1250-302; ICON Study Number # XXXXXXX Site XXXXXXX XXXXXXXXXXXXXX / Protokol ¢. OP-1250-
302; ¢islo studie ICON XXXXXXX, pracovisté XXXXXXX, XXXXXXXXXXXXXX
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