Amendment N° 1 Dodatek &. 1
(hereinafter Amendment) (déle jen ,dodatek*)
to the ke
Clinical Site Agreement smlouvé s centrem klinického hodnoceni
(hereinafter Agreement) (dale jen smlouva)
This Addendum is made by and between Tento dodatek je uzaviran mezi spoletnosti
a PAREXEL International ()] PAREXEL International
(IRL)Limited (IRL) Limited
70 Sir John Rogerson’s Quay, Dublin 2, Ireland 70 Sir John Rogerson’s Quay, Dublin 2, Irsko
(hereinafter CRO) (déle jen CRO)
and a
(2) Hospital Jihlava, p.o. 2) Nemocnice Jihlava, p.o.
Vrchlického 4630/59 Vrehlického 4630/59
586 01 Jihlava 586 01 Jihlava
Czech Republic Ceska republika
Company Registration No.: 00090638 1CO: 00090638
VAT Identification No.: 00090638 DIC: 00090638
(hereinafter Institution) (dale jen Poskytovatel)
and A
(hereinafter Principal Investigator) (dale jen ,,hlavni zkousejici“)
hereinafter the “Parties” and each a “Party” dale jen ,,smluvni strany* a kazda z nich déle jen ,,smluvni
strana“
|
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regarding

Protocol No: CKJX839B12302 (hereinafter Protocol)

“A randomized, double-blind, placebo-controlled,
multicenter trial, assessing the impact of inclisiran on major
adverse cardiovascular events in participants with
established cardiovascular disease (VICTORION-2
PREVENT)” (hereinafter Study)

KJX839(Inclisiran) (hereinafter Study Drug)

of

SPONSOR: Novartis Pharma AG

at Lichtstrasse 35, CH-4056 Basel, Switzerland

hereinafter SPONSOR

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the Study Drug
and [insert PXL entity] or its Affiliate (hereinafter “CRO”) has
been retained by SPONSOR (under a separate written
agreement) to act as SPONSOR’s contractor and designee in
managing the Study for SPONSOR; and

WHEREAS, the Parties entered into the above-referred
Agreement on 31 Aug2022;

WHEREAS, the Parties wish to amend the above-referred
Agreement in accordance with the terms set out in this
Amendment.

NOW THEREFORE, in consideration of the foregoing, and for
other good and valuable consideration, the receipt and legal

ohledn&

Protokolu &.: CKJX839B12302 (dale jen protokol)

s»Randomizovana, dvojit€ zaslepend, placebem
kontrolovani, multicentricka studie hodnotici vliv
inclisiranu na zdvazné nezadouci kardiovaskularni pfihody
u ucastniki s prokizanym kardiovaskuldrnim onemocnénim
(VICTORION-2 PREVENT)“

(dale jen studie)

KJX839(Inclisiran) (déle jen hodnoceny ptipravek)

od

ZADAVATELE: Novartis Pharma AG

na adrese Lichtstrasse 35, CH-4056, Basilej, Svycarsko

déle jen ZADAVATEL

VZHLEDEM K TOMU, ZE ZADAVATEL je zadavatelem
multicentrick€ studie, jejimZ cilem je klinické hodnoceni
hodnoceného pfipravku, a spolegnost [vloZte subjekt PXL] nebo
jeji pidruzeny subjekt (déle jen ,,CRO*) byla najata
ZADAVATELEM (na zaklad€ samostatné pisemné smlouvy),
aby jednala jako dodavatel a povétena osoba ZADAVATELE
pii Fizeni studie pro ZADAVATELE; a

VZHLEDEM K TOMU, ZE smluvni strany uzaviely vyse
uvedenou smlouvu dne 31.8.2022;

VZHLEDEM K TOMU, ZE si smluvni strany pfeji upravit vyse
uvedenou smiouvu v souladu s podminkami stanovenymi v
tomto dodatku.

PROTO SE NYNi s ohledem na vy3e uvedené skute¢nosti a
dal3i bezvadné a hodnotné protipinéni, jehoZ pfijeti a pravni
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sufficiency of which is hereby acknowledged, accepted and
agreed to, the Parties hereby agree as follows:

1. With effect from the XX , Amendment the Agreement
shall be varied as follows:

Exhibit A 2 — Payment Schedule and Budget-
Payments to Investigator and Study Team Members
attached to the Agreement is hereby amended by
deleting it in its entirety and replacing it with
Exhibit A 2— Payment Schedule and Budget-
Payments to Investigator attached to this
Amendment, which reflects the following changes:

Attachment A 2 — 5. Site Fees will be amended

SUBJECT TRAVEL COSTS: An amount of 500,00 CZK per
visit will be paid for Subject travel costs. This amount needs to
be reflected in the informed consent form as it will be provided
to the Subject. The reimbursement will be paid against the
receipt of the invoice.

Will be amended as

SUBJECT TRAVEL COSTS: A voucher 500,00 CZK per visit
at site will be provided for Subject travel reimbursement,
through a third party vendor. This amount needs to be reflected
in the informed consent form as it will be  provided to the
Subject. Institution shall ensure execution of aforementioned
payments to the Study Subjects.

2. Save as expressly amended by this Amendment the
Agreement and the rights and obligations of the Parties
under the Agreement, shall remain in full force and
effect.

3. Nothing in this Amendment shall constitute or be
construed as a waiver of or otherwise affect any rights
or liabilities of either Party under or in connection with
the Agreement which have already accrued up to the
date of the variation of the Agreement pursuant to this
Amendment.

4. All references in the Agreement to "this Agreement” or
similar expressions shall be deemed to be references to
the Agreement as amended by this Amendment and the
Agreement shall be read together with this
Amendment.

dostateénost se timto potvrzuje, strany dohodly upravit smlouvu
vloZenim nésledujiciho:

1. S u&innosti od XX, se smlouva méni nasledovné:

PFiloha A 2 - éasovj' harmonogram plateb a
rozpotet- Platby Zkou3ejicimu a Cleniim studijniho
tymu pfipojena ke smlouvé se timto pozméiiuje
jejim odstranénim v celém rozsahu a nahrazenim
novou Piilohou A2- Casovy harmonogram plateb a
rozpodet- Platby Zkou$ejicimu pfipojenou k tomuto
dodatku, ktera mimo jiné odraZi nisledujici zm&ny:

Ptiloha A 2- 5. Poplatky pro pracovi§té se méni tak, Ze

CESTOVNI NAKLADY SUBJEKTU: Céstka za navitdvu ve
vysi 500,00 K¢& bude uhrazena za cestovni naklady subjektu.
Tuto &astku je tieba zohlednit ve formulafi informovaného
souhlasu tak, jak bude Subjektu poskytnuta. Nahrada bude
proplacena na zékladg pfedloZeni faktury.

Bude nahrazena

CESTOVNE SUBJEKTU HODNOCENI : Stravenky v &astce
500,00 K¢& za nav§tévu budou vyplaceny jako ndhrada
cestovného, prostiednictvim dodavatele teti strany. Tato &astka
musi byt specifikovana ve formuléfi informovaného souhlasu,
protoZe bude vyplacena subjektu hodnoceni Poskytovatel se
zavazuje zajistit vyplaceni shora uvedenych &4stek subjektam
hodnoceni

2. S vyjimkou toho, co je vysiovné pozménéno timto
dodatkem, zustavaji smlouva a prava a povinnosti
smluvnich stran podle této smlouvy v plné platnosti a
ucinnosti.

3. Nic v tomto dodatku nepfedstavuje ani nebude
vykladano jako vzdani se prav nebo zavazka kterékoli
ze smluvnich stran na zakladg této smlouvy nebo v
souvislosti s ni, které jiZ vznikly k datu zmé&ny smlouvy
na zakladé tohoto dodatku.

4. Vsechny odkazy ve smlouvé na ,,tuto smlouvu* nebo
podobné vyrazy budou povaZovény za odkazy na
smlouvu ve znéni tohoto dodatku a smlouva bude
vykladéana spoleéné s timto dodatkem.
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5. Ifthe Parties have carried out activities governed by
this Amendment prior to the date of the last signature
on this Amendment, the same must be considered
governed by the provisions contained in this
Amendment to the extent permissible by law.

LY
IN WITNESS WHEREQF, the Parties hereto have caused this
Amendment to be executed by their authorized agents with the
intention that this is a binding agreement to amend as provided
herein.

5. Pokud smluvni strany provadély ginnosti, které se fidi
timto dodatkem pied datem posledniho podpisu tohoto
dodatku, je tfeba mit za to, Ze se tyto Einnosti fidi
ustanovenimi obsaZzenymi v tomto dodatku v rozsahu
piipustném zdkonem.

NA DUKAZ CEHOZ smluvni strany podepsaly tento dodatek
prostiednictvim svych opravnénych zastupcl s umyslem, aby se
jednalo o zavaznou smlouvu o provedeni zmény tak, jak je zde
uvedeno.

01.0
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m Parexel International (IRL) Limited:

(Signature of Authorized Official) / (podpis zmocnéného
funkcnonéfe)

A/ Efulol T

(Typed or Printed Name) / (jméno hulkovym pismem nebo Date / Datum /

nati$téné)
2) Nemocnice Jihlava, pFispévko
(Signature of Authorized Officia ného
funkcionéfe)
30, 06. 2023

MUDr.Lukd$ Velev, MHA, feditel/director

Date / Datum

3) . .
2 7/ 6 / 2023
Date / Datum
Potvrzeno a odsouhlaseno:

Acknowledged and agreed:
r—ga%wledge and agree by signing of this svym podpisem stvrzuji a souhlasim, Ze

document to perform my obligations to the extent stipulated by the ~ budu plnit své povinnosti v rozsahu podle protokolu a pokyni ke
nd Study Thstructio klinickému hodnoceni.

r/C] 2627

Date / Datum

Acknowledged and agreed: Potvrzeno a odsouhlaseno:

L, - -k novledge and agree by signing of this w podpisem stvrzuji a souhlasim, Ze
document to perform my obligations to the extent stipulated by the  budu plnit sve povinnosti v rozsahu podle protokolu a pokyni ke
Protocol and Study Instructions. klinickému hodnoceni.

29/5/ 2023
| Geneic ns_PILION_3
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(Signature) Date / Datum

Acknowledged and agreed: Potvrzeno a odsouhlaseno:
I 2cknowledge and agree by signing of this  J3, svym podpisem stvrzuji a souhlasim, Ze
document to perfo joati ¢ extent stipulated by the  budu plnit své povinnosti v rozsahu podle protokolu a pokynu ke

Protocol and Study klinickému hodnoceni.

29 -yl ~ 25273

(Signature) F Date / Datum
Acknowledged and agreed: Potvrzeno a odsouhlaseno:

I, acknowledge and agree by signing of this J4, I podpisem stvrzuji a souhlasim, Ze budu
document to perform my obligations to the extent stipulated by the  plnit své povinnosti v rozsahu podle protokolu a pokyni ke
Protocol and Study Instructions. klinickému hodnoceni.

2. L9618~

Date / Datum

ignature

A reed: Potvrzeno a odsouhlaseno:

I cknowledge and agree by signing of this Ja, i svym podpisem stvrzuji a souhlasim, Ze
document to periorm my obligations to the extent stipulated by the  bu nosti v rozsahu podle protokolu a pokynii ke
Protocol and Study Instructions. klinickému hodnoceni.

(Signature)

Acknowledged and agreed: Potvrzeno a odsouhlaseno:
ﬁckmmge o agree by g s, | </ vodisem stezi o
of this document to perform my obligations to the extent stipulated  souhlasim, e budu plnit své povinnosti v rozsahu podle

by the Protocol and Study Instructions. protokolu a pokynu ke klinickému hodnoceni.

ale 169%

Date / Datum

JO 6 2022

Date / Datum

I Generic Ins_PILION 33

Page 6 of 21



Exhibit A.1 — Payment Schedule and Budget — Payments to
Institution

1. Payee Details- Institution

Protocol Number / Cislo Protokolu

P¥iloha A.1 — Casovy harmonogram plateb a rozpotet —

’

Platby Poskytovateli

1. Udaje o pFijemci - Poskytovatel

CKIX839B12302

Site Number / Cislo centra

7510

Payee Name / Jméno pFijemce platby

Nemochnice Jihlava, p.o.

Payee Address / Adresa pfijemce platby

Vrchlického 4630/59

Address Line 2 / 2, fadek adresy

N/A

Address Line 3 / 3. fadek adresy N/A
Province/State/Country / Provnicie/St4t/Stat Czech Republic
City / Mésto Jihlava

Postal Code / PoStovni smé&rovaci &islo 58633

Country / Stat Czech republic

Payee Contact / Kontaktni osoba pFijemce platby
Payee Contact Phone Number / Tel. &islo kontaktni osoby
pFijemce platby

Remittance E-mail Address / E-mailov4 adresa osoby
pfijimajici platbu

General Finance contract e-mail address if different from
above / Obecna Emailova adresa finan¢niho utvaru, lii-li se
od e-mailové adresy vy3e

NPI NAP

Tax ID (VAT/GST Registration/TIN/SSN) / Daitova
identifikace

Bank Account Holder Name / Jméno majitele bankovniho
uctu

Nemocnice Jihlava, p.o.

Bank Account Number / Cislo tiétu

18736681/0100

IBAN (International Bank Account Number) / IBAN
(mezinarodni formét &isla Gétu)

CZ2201000000000018736681

Bank Name / Ndzev banky

Komer¢ni banka, a.s.

Bank Number / Ciselny kéd banky 0100

Bank Identification Code / SWIFT kéd

KOMBCZPPXXX

To ensure proper payment please ensure that all fields above
are completed.

In the event that payee details are modified during the course of
the study, the parties agree that no amendments to this Agreement
shall be required, provided that Institution provides written
notification to CRO with revised payee details to the following e-
mail address InvestigatorPaymentHelpDesk@)parexel.com. CRO
will attempt to independently verify banking information changes
to ensure they are valid. If Institution does not respond to these
verification attempts, CRO will modify the banking information as
per the email but accepts no liability for incorrect payee details
provided by the Institution, its representative or any other third
party. Any payments that are fraudulently misdirected will not be
re-paid.

2. Enrolment

This study is designed to evaluate patients in accordance with the
Protocol. The Investigator on behalf of the Institution will use best

Prosim vypliite viechna vye uveden4 pole, aby bylo moZné
provést platbu spravné.

Smluvni strany se dohodly, Ze pokud se v priib&hu studie zmé&ni
udaje o pijemci, nejsou potfeba dodatky k této Smlouvé, pokud
oviem Poskytovatel zasle CRO na e-mailovou adresu
InvestigatorPaymentHelpDesk(@ parexel.com pisemné ozndmeni
obsahujici upravené udaje o pfijemci. CRO se pokusi nezavisle
ovéfit zmény bankovnich udaju, aby se ujistila, Ze jsou
platné. Jestlize Poskytovatel na tyto pokusy o ovéfeni nereaguje,
upravi CRO bankovni udaje podle e-mailu, ale ona ani ji pov&fena
osoba nenese Zadnou odpovédnost za nespravné udaje o pfijemci
poskytnuté Poskytovatelem, jeho zastupcem nebo jinou tfeti
stranou. Jakékoli podvodng chybn€ smérované platby nebudou
znovu proplaceny.

2. Nibor

Toto Klinické hodnoceni mé slouZit k vyhodnoceni pacientd v
souladu s Protokolem. Zkou3ejici jménem Poskytovatele vynaloZi

Generic_Inst_ PI_ION_v3.3
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efforts to enrol patients as contemplated under this Agreement.
When enrolment is complete for the study, the Institution will be
notified in writing and will dis-continue enrolling patients.

3. Per Patient Fees:

The amount to be paid to the Payee per completed subject is
outlined in the attached Detailed Budget — Per Patient Fees. All
payments will be made on a quarterly basis within sixty (60) days
of receipt of a valid invoice and completed visits verified and
entered in the subject EDC (electronic data capture system). All
payments will be made electronically to the bank account stated
above.

4. Conditional Fees:

Payment for other conditional fees or expenses that are not
included in the Per Patient Fees (as defined in Section 3) will be
made according to the rates outlined in the attached Detailed
Budget — Conditional Fees:

SCREENING FAILURE: Screening failures will be paid in 3:1 ratio
which means that 1 Screening Failure is payable after 3 randomized
Subjects. The single screening failure will be remunerated with an
amount outlined in the attached Detailed Budget — Conditional
Fees. Payments for screening failures over the ratio outlined above
will be at SPONSOR ‘s discretion. A screening failure is considered
a Subject who signs the informed consent form and completes
screening but fails under inclusion/exclusion criteria and will not
be randomized to the maintenance phase. Payment to Payee will
be made upon receipt of the corresponding invoice.

UNSCHEDULED VISIT: Unscheduled visit performed as part of
the Study that are outside of the normal standard of patient care and
visit schedule will be paid per procedure done, according to the rates
outlined in the attached Detailed Budget — Conditional Fees. Up
to 5 unscheduled visits will be reimbursed per patient. Processing of
payment will begin upon receipt of invoice with adequate supporting
documentation in accordance and approval of SPONSOR or CRO.

All payments will be made on a quarterly basis within sixty (60)
days of receipt of a valid invoice and completed visits verified and
entered in the subject EDC (electronic data capture system). All
payments will be made electronically to the bank account stated
above.

5. Site Fees:

IRB/EC COSTS: IRB/EC costs will be reimbursed by CRO on a
pass-through basis and are not included in the attached BUDGET.
Any subsequent re-submissions or renewals, upon approval by CRO
and/or SPONSOR, will be reimbursed by CRO upon receipt of an
invoice and appropriate documentation.

ADMINISTRATIVE START-UP FEE: A one-time non-
refundable payment as outlined in the Attachement 1 Detailed

Budiet — Paiments to Institution for start-ui related activities

maximalni Gsili, aby do Klinického hodnoceni zafadil pacienty tak,
jak je zamy3leno touto Smlouvou. Po dokonZeni naboru do
Klinického hodnoceni bude Poskytovatel pisemné informovén a
pferusi nabor pacient.

3. Poplatky za pacienta:

Castka, ktera m4 byt zaplacena Prijemci za dokongeny subjekt, je
uvedena v pfiloZzeném Podrobném rozpoltu — Poplatky za
pacienta. V3echny platby se provadgji Ctvrtletng do Sedesati (60)
dnil od obdrZeni platné faktury a dokoné&enych navitév ovéfenych
a zadanych v EDC (elektronicky systém pro zaznam dat) subjektu.
V3echny platby se hradi elektronicky na vyse uvedeny bankovni
ucet.

4. Podminéné poplatky:

Uhrada jinych podmingnych poplatk nebo vydaja, které nejsou
zahrnuty do Poplatkd za pacienta (jak jsou definovany v bodé 3),
se provadi podle sazeb uvedenych v pfiloZzeném Podrobném
rozpottu — Podminéné poplatky:

NEUSPESNY SCREENING: Neuspé&iné screeningové kontroly
se proplceji v pomé&ru 3:1, coZ znamend, Ze se proplaci 1
nelispé$nd screeningova kontrola po 3 randomizovanych
Subjektech. Jednotlivy neusp&$ny screening se proplaci ¢astkou
uvedenou v pfiloZeném Podrobném rozpoétu — Podmin&né
poplatky. Platby za nelisp&¥né screeningové kontroly nad vy3e
uvedeny pomér se proplaci dle uvdZzeni ZADAVATELE. Za
netsp&ny screening se povazuje Subjekt, ktery podepie formulaf
informovaného souhlasu a projde screeningem, ale neuspéje v
ramci kritérii pro zafazeni/vylouéeni a nebude randomizovéan do
udrZovaci faze. Platba pfijemci bude provedena po obdrZeni
pfisludné faktury.

NEPLANOVANA  NAVSTEVA: Neplanovand  néavstéva
realizovana jako soucést Klinického hodnoceni, kterd je mimo
b&zny standard péce o pacienta a plan navitév, se proplaci vzdy za
provedeny zdkrok podle sazeb uvedenych v pfiloZeném
Podrobném rozpo&tu — Podminéné poplatky. Proplaci se aZ 5
neplanovanych navstév na jednoho pacienta. Zpracovani platby se
zahdji po obdrzeni faktury s odpovidajicimi podklady dle
pozadavki a se souhlasem ZADAVATELE nebo CRO.

Viechny platby se provadgji &tvrtletné do 3edesati (60) dnd od
obdrzeni platné faktury a dokon&enych navitév ovéfenych a
zadanych v EDC (elektronicky systém pro zdznam dat) subjektu.
Vsechny platby se hradi elektronicky na vyse uvedeny bankovni
ucet.

5. Poplatky pro pracovi$té:

POPLATKY ETICKE KOMISI: Néklady IRB/EK budou hrazeny
CRO priib&Zn& a nejsou zahrnuty v pfipojeném ROZPOCTU.
Jakékoliv nasledna predloZeni nebo obnoveni budou po souhlasu
CRO a/nebo ZADAVATELE uhrazena spoletnosti CRO na
zakladg prijeti faktury a piisludnych dokladii ze strany CRO.

ADMINISTRATIVNI POPLATEK ZA SPUSTENI: Po podpisu

Smlouvy, schvaleni IRB/EK a uivodni navitévé na pracovisti bude

provedena jednorazova nevratnd platba uvedena v Pfiloze 1
Generic_Inst_PI_ION_v3.3
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(e.g. preparation of regulatory documents, preparation,
administration and submission of protocol and related documents
to the IRB/EC, etc.) will be made upon execution of the
Agreement, IRB/EC approval, and site initiation visit, all qualifiers
must be completed in order to receive payment. This payment is
considered full and final compensation for all activities associated
with Study initiation. Payment to Payee will be made upon receipt
of the corresponding invoice.

PHARMACY FEE: The Study Drug shall be supplied to
Institution’s pharmacy. Institution hereby undertakes to ensure that
Study Drug is stored, dispensed and administered in compliance
with Protocol and the Applicable Law. Institution shall appoint a
pharmacist, who shall be trained in all obligations and who shall
be provided with the "Pharmacy File" documentation and with
contact information (email, telephone) of the Study monitor.
Consignments of the Study Drug will be labelled with the name of
the responsible pharmacist and address of the pharmacy and
delivered during business days from 8:00 to 15:00. Sponsor agrees
to pick up any unused packages of Study Drug at Sponsor’s
expense after the Study termination. Institution provides neither
the service of destruction of these medicinal products nor the
service of related administration. Sponsor is obliged to comply
with the conditions outlined above even in case the communication
with appointed pharmacist or selected tasks related to conduct of
clinical trial (deliveries, monitoring, etc.) is delegated to another
subject. For the purpose of mitigation of organizational and health-
related risks, sponsor is obliged to verifyably inform such a subject
about contracted conditions. The amount to be paid to Institution
for pharmacy services per completed subject is outlined in the
Attachement | Detailed Budget — Payments to Institution.

PHARMACY SET-UP FEE —Upon execution of this Agreement,
IRB approval of the Study and Site initiation, CRO will make a one-
time Pharmacy Set-up fee payment in the amount

Institution for pharmacy activation. Payment to [nstitution will be
made upon receipt of the corresponding invoice.

PHARMACY ARCHIVING FEE: One-time payment in the
amount of ill be paid to Institution at the end or at
the premature termination of the Study after the close-out visit to
cover the costs associated with archiving of the pharmacy Study
records for 25 year after the end or the premature termination of
the Study. The reimbursement will be paid against the receipt of
the invoice and corresponding support documentation.

6. Pro-Rata Payments:

6.1. Payment for Subjects who do not complete the Study may
be made to Payee on a pro rata basis. Payment will include only
those Subjects who were enrolled before the premature termination
of the Study or the date that notice is received of such premature
termination, whichever is later.

6.2. Should SPONSOR terminate the Study prior to
completion, pro-rated expenses and fees shall be paid as set forth
in Section 3 for each Subject visit performed before the premature
termination of the Study or the date notice is received of such

remature termination, whichever is later.
jlingual

Podrobni tabulka rozpoftu- Platby Poskytovateli za ¢innosti
souvisejici se zahdjenim <&innosti (napf. pFiprava regula¢nich
dokumentti, pfiprava, sprava a predloZeni protokolu a
souvisejicich dokumentti IRB/EK atd.), pfi¢emZ aby bylo moZné
provést platbu, musi byt vypln&ny vSechny kvalifikatory. Tato
platba se povaZuje za dplnou a koneénou ndhradu za v3echny
Cinnosti spojené se zahdjenim Klinického hodnoceni. Platba
pfijemci bude provedena po obdrZeni pfisluiné faktury.

ODMENA LEKARNE: Hodnoceny 1é&ivy pFipravek bude dodan
do Iékérny Poskytovatele. Poskytovatel zajisti, aby byl Hodnoceny
lé¢ivy ptipravek uskladnén, vyddvan a podévan za fadnych
podminek a v souladu s Protokolem a Pfisluinymi zakony.
Farmaceut povéfeny Poskytovatelem musi byt proskolen ve svych
povinnostech a pov&fenému farmaceutovi musi byt pfedany: $anon
(Pharmacy File), kontakty na monitora (telefon, e-mail). Zasilky
studijniho 1éku budou oznageny jménem odpovédného farmaceuta
a adresou lékarny a dorueny v pracovni dny v dob& od 8:00 do
15:00 hodin. Spole¢nost se zavazuje po ukonéeni Klinického
hodnoceni odebrat nespotfebovana baleni Hodnocenych 1é&ivych
pfipravki na vlastni ndklady zp&t. Lékéarna nezajistuje likvidaci
téchto léCiv ani administrativu s ni souvisejici. Zadavatel je
povinen zajistit splnéni vy3e uvedenych podminek i v pFipadé, Ze
komunikaci s pov&fenym farmaceutem nebo provad&nim &asti
ukont v ramci klinického hodnoceni (dodéavky, monitoring atd.)
povéfi jiny subjekt. Za G&elem sniZeni organizagnich a zdravotnich
rizik je zadavatel povinen kaZdy takovy subjekt o konkrétnich
dohodnutych podminkéch prokazateln& informovat. Céstka, ktera
ma byt zaplacena Poskytovateli za sluzby Iékarny za dokon&eny
subjekt, je uvedena v Pfiloze 1 Podrobna tabulka rozpod&tu-
Platby Poskytovateli.

ZAHAJOVACI POPLATEK LEKARNE - Po uzavieni této
Smlouvy, schvéleni Klinického hodnoceni Etickou komisi a
iniciaci centra, CRO uhradi jednorazovy zahajovaci poplatek
Poskytovateli ve vysi za aktivaci lékarny. Platba
Poskytovateli bude provedena na zéklad€ obdrZeni pfisluiné
faktury.

ARCHIVACNI POPLATEK LEKARNE: Na konci Klinického
hodnoceni nebo pti pfedéasném ukon&eni Klinického hodnoceni
po z&véretné névﬁtévWedena jednorazové platba
Poskytovateli ve vysi kterd slouzi k pokryti ndklada
spojenych s archivaci zéznami z Klinického hodnoceni po dobu
25 let po dokongeni nebo pted€asném ukonéeni Klinického

hodnoceni Iékarnou. Nahrada bude proplacena na zaklad&
obdrZeni faktury a pfislu§ného dokladu.

6. Pomérné platby:

6.1 Platbu za Subjekty, které Klinické hodnoceni nedokonéi, je
moZné provést pifjemci platby v pomémé vysi. Platba bude
zahrnovat pouze ty Subjekty, které byly zafazeny pfed pfed¢asnym
ukon&enim Klinického hodnoceni nebo pied datem, kdy bylo toto
pfedasné ukon&eni oznameno, podle toho, co nastane pozdéji.

6.2 Pokud ZADAVATEL ukon&i Klinické hodnoceni pied
dokon&enim, plati se za kaZdou nav&tévu Subjektu provedenou
pfed pfedtasnym ukon&enim Klinického hodnoceni nebo pred
obdrzenim oznameni o pfedtasném ukonéeni, podle toho, co
nastane pozdgji, pomé&rna &4st vydaji a poplatki podle bodu 3.
Generic_Inst PI_ ION_v3.3
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6.3. If other non-cancelable costs are incurred by Institution in
accordance with Section 16.4, of the Agreement, written
justification must be provided to SPONSOR for review and
approval, and payment of such costs is subject to SPONSOR’s
approval.

6.4. In any instance where the Payee has been received
unearned funds, such funds shall be returned to SPONSOR within
forty-five days of notification.

7. Protocol Violators

Payments for Study Subjects who are deemed to have been in
violation of the Protocol may be paid up to the point that the
violation occurred at the discretion of SPONSOR.

8. Invoices

Please send original, correct and itemized invoices to the

Invoices should be addressed/issued to:
Parexel International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

Invoices submitted for Services performed and expenses
incurred in an EU jurisdiction must not have VAT applied
(unless the payee is established in the Republic of Ireland).

All invoices must contain the following information:

(a) Protocol Number

(b) Invoice Number

(c) Invoice Date

(d) Place, Date & Description of Services
Provided

(e) Project Number

H Total amount payable

(2) Exchange rate used (where applicable)

(h) Investigator Name

(i) Site Number

() Investigator National Provider

Identification (NPI) Number

k) Payee Name and Address (per this
Agreement)

Q) Address listed above

(m) Date of Supply

Invoices and associated documentation should be de-identified of
patient personal information (e.g. name, date of birth, initials, etc.)
prior to being submitted for reimbursement.

Where the payee is VAT/GST registered then the following
information should also be provided:

(a) VAT / GST registration number of the supplier (payee),
prefixed with their country code (if applicable); and

6.3 Pokud vzniknou Poskytovateli v souladu s &ldnkem 16.4
Smlouvy jiné nezru$itelné ndklady, musi byt ZADAVATELI
poskytnuto pisemné oduvodnéni k pfezkoumani a schviéleni, a
platha téchto néakladi pak je podminéna schvalenim
ZADAVATELE.

6.4 V kazdém ptipadg, kdy pf{jemce obdrZi nezaslouZené finan¢ni
prostiedky, musi tyto prostfedky ZADAVATELI do &tyficeti péti
dni od prisluiného ozndmeni vritit.

7. Osoby. u kterych dojde k poruseni Protokolu

Platby za Subjekty Klinického hodnoceni, u kterych se ma za to,
Ze u nich doslo k poruseni Protokolu, mohou byt vyplaceny aZ do
okamziku, kdy dle nazoru ZADAVATELE k poruseni doSlo.

8. Faktury

Origindl spravng vyst 3 Zky prosim
za$lete na tuto adresu:

Faktury by se mé&ly adresovat/vystavovat takto:
Parexel International (IRL) Limited

One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Irsko

Faktury vystavené za poskytnuté Sluzby a vzniklé vydaje v
ramci jurisdikce EU nesmi obsahovat vyuétoviani DPH
(nesidli-li pFijemce v Irské republice).

V3echny faktury musi obsahovat nésledujici informace:
(a) Cislo Protokolu
(b) Cislo faktury
(c) Datum vystaveni faktury
(d) Misto, datum a popis poskytnutych sluzeb

(e) Cislo projektu

(f) Celkova ¢astka k Ghradé

(g) Pouzity smé&nny kurz (pokud se vztahuje)

(h) Jméno Zkousejiciho

(i) Cislo studijniho pracoviste

() Cislo NPl (National Provider
Zkousejiciho

(k) Jméno a adresa piijemce (podle této Smlouvy)

Identification)

() Vysce uvedend adresa
(m) Datum dodéni

Z faktur a souvisejici dokumentace musi byt pfed odeslanim k
proplaceni odstranény osobni Gdaje pacienta (napf. jméno, datum

narozeni, inicidly atd.).

Je-li piijemce registrovan jako plitce DPH/GST, mély by byt
uvedeny také tyto informace:

(a) Registratni ¢islo k DPH/GST dodavatele (pfijemce), se
stanovenym kédem zemé (pokud se vztahuje); a

Generic_Inst_PI_ ION_v3.3
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(b) Name, address and Irish VAT registration number of the
customer (CRO) (unless the payee is established in the Republic of
Ireland); and

(c) On the face of the invoice the words “Reverse Charge™
(unless the payee is established in the Republic of Ireland)

Invoices must be substantially in the form set forth in Exhibit
C (unless the payee is established in the Republic of Ireland).

9. Final Payment

Notwithstanding the foregoing, the final payment shall be paid
upon the completion of the following activities:

(a) all required Subject visits have been completed

(b) SPONSOR has received all Subject data in a form
suitable for analysis

(c) all data clarification queries have been resolved to
SPONSOR’s satisfaction

(d) SPONSOR has verified that all required regulatory
documentation is complete

(e) Institution has returned all required equipment, drugs
and other material

H the Study close-out visit has been completed

Payee shall have sixty (60) days from the receipt of the final
payment under this Agreement to identify discrepancies and
resolve any payment disputes with SPONSOR.

All invoices for Study payments, as outlined herein, must be
submitted to the SPONSOR within sixty (60) days of the
Institution’s Study close-out visit. Invoices received after this time
will not be reimbursed.

10. TAX
All fees and expenses in this Schedule are exclusive of VAT or any

applicable tax. All payments are subject to withholding tax as
applicable.

(b) Jméno, adresa a irské registratni &islo DPH zékaznika (CRO)
(pokud piijemce nesidli v Irské republice); a

(c) Na prvni strané faktury slova ,Reverse Charge® (pokud
pfijemce nesidli v Irské republice).

Faktury musi mit obsah uvedeny v PFiloze C (pokud p¥ijemce

nesidli v Irské republice).

9. Koneénd platba

Bez ohledu na vy$e uvedené se konetna platba vyplati po
dokoné&eni t&chto Cinnosti:

(a)  byly dokonéeny viechny poZadované navstévy Subjektu

(b) ZADAVATEL obdrZel v3echny tidaje o Subjektu ve
formé& vhodné pro analyzu

(c)  vZechny Zadosti o vysvétleni udaji byly vyfeSeny ke
spokojenosti ZADAVATELE

(d) ZADAVATEL ovéftil, Ze veskera poZadované regulaéni
dokumentace je uplna

(e)  Poskytovatel vratil ve3keré potiebné vybaveni, Iéky a
dal3i material

H probé&hla ukon&ovaci navitéva v ramci Klinického

hodnoceni

PFijemce platby ma Sedesat (60) dnii od obdrZeni kone&né platby
podle této Smlouvy na to, aby identifikoval nesrovnalosti a vyfesil
se ZADAVATELEM pfipadné spory o platbu.

Vsechny faktury za platby v rdmci Klinického hodnocent, jak jsou
zde uvedeny, musi byt ZADAVATELI pfedloZeny do 3edesati (60)
dni od ukon&ovaci navstévy Poskytovatele v ramci Klinického
hodnoceni. Faktury pfijaté po uplynuti této lhity nebudou
proplaceny.

10. DANE
Vsechny poplatky a vydaje uvedené v této piiloze jsou bez DPH

nebo jakékoli vztahujici se dan& Vsechny platby podléhaji
srazkové dani, jak se pfipadn& vztahuje.

Generic_Inst PI_ ION_v3.3
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Attachment 1 — Detailed Budget Matrix Table- Payments to Ptiloha 1 — Podrobna tabulka rozpo&tu- Platby Poskytovateli
Institution
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Conditional Procedures / Podminéné procedury
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Exhibit A 2— Payment Schedule and Budget — Payments to P¥iloha A 2— Casovy harmonogram plateb a rozpo&et —

Investigator and Study Team Members Platby Zkousejicimu a Cleniim studijniho timu
2. Payee Details - Investigator and Study Team Members 5. Udaje o prijemci - Zkougejici a Clenové studijniho timu

ka)

Generic_Inst_P1_ION_v3.3
Page 14 of 21



ﬁ_ AN AR

Generic_Inst P ION v33

Page 15 of 21



Generic_Inst PI_ION_v3.3

Page 16 of 21



To ensure proper payment please ensure that all fields above
are completed.

In the event that payee details are modified during the course of
the study, the parties agree that no amendments to this Agreement
shall be required, provided that Institution provides written
notification to CRO with revised payee details to the following e-
mail address InvestigatorPaymentHelpDesk@parexel.com. CRO
will attempt to independently verify banking information changes
to ensure they are valid. If Institution does not respond to these
verification attempts, CRO will modify the banking information as
per the email but accepts no liability for incorrect payee details
provided by the Institution, its representative or any other third
party. Any payments that are fraudulently misdirected will not be
re-paid.

11. Enrolment

This study is designed to evaluate patients in accordance with the
Protocol. The Investigator on behalf of the Institution will use best
efforts to enrol patients as contemplated under this Agreement.
When enrolment is complete for the study, the Institution will be
notified in writing and will dis-continue enrolling patients.

12. Per Patient Fees:

The amount to be paid to the Payee per completed subject is
outlined in the attached Detailed Budget — Per Patient Fees. All
payments will be made on a quarterly basis within forty-fove (45)
days of receipt of a valid invoice and completed visits verified and
entered in the subject EDC (electronic data capture system). All
payments will be made electronically to the bank account stated
above.

8. Conditional Fees:

Payment for other conditional fees or expenses that are not
included in the Per Patient Fees (as defined in Section 3) will be
made according to the rates outlined in the attached Detailed
Budget — Conditional Fees:

_gel7of21

Prosim vypliite v§echna vy$e uvedens pole, aby bylo moZné
provést platbu spravné.

Smluvni strany se dohodly, Ze pokud se v prib&hu studie zmé&ni
udaje o pfijemci, nejsou potieba dodatky k této Smlouve, pokud
oviem Poskytovatel zalle CRO na e-mailovou adresu
InvestigatorPay mentHelpDesk (@ parexel.com pisemné ozndmeni
obsahujici upravené udaje o pfijemci. CRO se pokusi nezévisle
ovéfit zmény bankovnich udaji, aby se ujistila, Ze jsou
platné. Jestlize Poskytovatel na tyto pokusy o ové&feni nereaguje,
upravi CRO bankovni idaje podle e-mailu, ale ona ani ji pov&fena
osoba nenese 2adnou odpovédnost za nespravné udaje o pijemci
poskytnuté¢ Poskytovatelem, jeho zastupcem nebo jinou tfeti
stranou. Jakékoli podvodn& chybn& smérované platby nebudou
znovu proplaceny.

6. Nibor

Toto Klinické hodnoceni ma slouZit k vyhodnoceni pacienti v
souladu s Protokolem. Zkou3ejici jménem Poskytovatele vynaloZi
maximalni Usili, aby do Klinického hodnoceni zatadil pacienty tak,
jak je zamy$leno touto Smlouvou. Po dokon&eni ndboru do
Klinického hodnoceni bude Poskytovatel pisemné informovén a
pferusi nabor pacientu.

7. Poplatky za pacienta:

Céstka, ktera ma byt zaplacena P¥ijemci za dokon&eny subjekt, je
uvedena v pfiloZzeném Podrobném rozpodtu — Poplatky za
pacienta. V3echny platby se provadgji &tvrtletng do &tyFicetipéti
(45) dnid od obdrZeni platné faktury a dokon&enych névitév
ovéfenych a zadanych v EDC (elektronicky systém pro zédznam
dat) subjektu. V3echny platby se hradi elektronicky na vyse
uvedeny bankovni G&et.

13. Podminéné poplatky:

Uhrada jinych podmin&nych poplatkii nebo vydaja, které nejsou
zahrnuty do Poplatkii za pacienta (jak jsou definovéany v bodg 3),
se provadi podle sazeb uvedenych v pfiloZzeném Podrobném
rozpottu — Podminéné poplatky:
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SCREENING FAILURE: Screening failures will be paid in 3:1 ratio
which means that 1 Screening Failure is payable after 3 randomized
Subjects. The single screening failure will be remunerated with an
amount outlined in the attached Detailed Budget — Conditional
Fees. Payments for screening failures over the ratio outlined above
will be at SPONSOR s discretion. A screening failure is considered
a Subject who signs the informed consent form and completes
screening but fails under inclusion/exclusion criteria and will not
be randomized to the maintenance phase. Payment to Payee will
be made upon receipt of the corresponding invoice.

UNSCHEDULED VISIT: Unscheduled visit performed as part of
the Study that are outside of the normal standard of patient care and
visit schedule will be paid per procedure done, according to the rates
outlined in the attached Detailed Budget. Up to 5 unscheduled
visits will be reimbursed per patient. Processing of payment will
begin upon receipt of invoice with adequate supporting
documentation in accordance and approval of SPONSOR or CRO.

All payments will be made on a quarterly basis within forty-five
(45) days of receipt of a valid invoice and completed visits verified
and entered in the subject EDC (electronic data capture system).
All payments will be made electronically to the bank account
stated above.

14. Site Fees:

suBJECT TRAVEL €0STS: A voucher | e visit «
site will be provided for Subject travel reimbursement, through a
third party vendor. This amount needs to be reflected in the
informed consent form as it will be provided to the Subject.
Institution shall ensure execution of aforementioned payments to
the Study Subjects

NEUSPESNY SCREENING: Neusp&iné screeningové kontroly
se propldceji v poméru 3:1, coz znamend, Ze se proplaci 1
nelspé¥na screeningova kontrola po 3 randomizovanych
Subjektech. Jednotlivy nelspéiny screening se proplaci ¢astkou
uvedenou v pfiloZzeném Podrobném rozpo&tu — Podminéné
poplatky. Platby za neusp&iné screeningové kontroly nad vyse
uvedeny pomér se propléci dle uvdzeni ZADAVATELE. Za
nelspésny screening se povaZuje Subjekt, ktery podepiSe formulaf
informovaného souhlasu a projde screeningem, ale neuspgje v
ramci kritérii pro zafazeni/vylougeni a nebude randomizovan do
udrzovaci faze. Platba pfijemci bude provedena po obdrZeni
pfislugné faktury.

NEPLANOVANA  NAVSTEVA: Neplanovand  navitdva
realizovana jako soudast Klinického hodnoceni, kterd je mimo
bézny standard pé&e o pacienta a plan navstév, se proplaci vidy za
provedeny zakrok podle sazeb uvedenych v pfiloZzeném
Podrebném rozpodtu. Proplici se aZ 5 neplanovanych ndvstév na
jednoho pacienta. Zpracovani platby se zahdji po obdrZeni faktury
s odpovidajicimi podklady dle poZadavki a se souhlasem
ZADAVATELE nebo CRO.

V3echny platby se provadgji &tvrtletné do &tyficeti péti (45) dnt od
obdrZeni platné faktury a dokonéenych navitév ovéfenych a
zadanych v EDC (elektronicky systém pro zaznam dat) subjektu.
Vsechny platby se hradi elektronicky na vy3e uvedeny bankovni
ucet.

5. Poplatky pro pracovisté:

CESTOVNE SUBJEKTU HODNOCENI : Stravenky v &astce
I - nivitévu budou vyplaceny jako nahrada cestovného,
prostfednictvim dodavatele teti strany. Tato €astka musi byt
specifikovéana ve formulafi informovaného souhlasu, protoZe bude
vyplacena subjektu hodnoceni Poskytovatel se zavazuje zajistit
vyplaceni shora uvedenych ¢astek subjektim hodnoceni

All payments will be made on a quarterly basis within forty-five
(45) days of receipt of a valid invoice and completed visits
verified and entered in the subject EDC (electronic data capture
system). All payments will be made electronically to the bank
account stated above.

15. Pro-Rata Payments:
15.1.  Payment for Subjects who do not complete the Study may

be made to Payee on a pro rata basis. Payment will include only
those Subjects who were enrotled before the premature termination
of the Study or the date that notice is received of such premature
termination, whichever is later.

Vsechny platby se provadgji étvrtletné do CtyFiceti péti (45) dnu
od obdrZeni platné faktury a dokonéenych navitév ovéfenych a
zadanych v EDC (elektronicky systém pro zdznam dat) subjektu.
V3iechny platby se hradi elektronicky na vyse uvedeny bankovni
udet.

6. Pomérné platby:

6.1 Platbu za Subjekty, které Klinické hodnoceni nedokonéi, je
mozné provést piijemci platby v pomé&mé vysi. Platba bude
zahrnovat pouze ty Subjekty, které byly zatazeny pied pfed€asnym
ukonéenim Klinického hodnoceni nebo pfed datem, kdy bylo toto
pfed¢asné ukon&eni oznadmeno, podle toho, co nastane pozdgji.
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15.2. Should SPONSOR terminate the Study prior to
completion, pro-rated expenses and fees shall be paid as set forth
in Section 3 for each Subject visit performed before the premature
termination of the Study or the date notice is received of such
premature termination, whichever is later.

15.3.  If other non-cancelable costs are incurred by Institution in
accordance with Section 16.4, of the Agreement, written
justification must be provided to SPONSOR for review and
approval, and payment of such costs is subject to SPONSOR’s
approval.

15.4. In any instance where the Payee has been received
unearned funds, such funds shall be returned to SPONSOR within
forty-five days of notification.

16. Protocol Violators

Payments for Study Subjects who are deemed to have been in
violation of the Protocol may be paid up to the point that the
violation occurred at the discretion of SPONSOR.

17. Invoices

Please send original, correct and itemized invoices to the
following address: PlILPayablesInvoices(aparexel.com

Invoices should be addressed/issued to:
Parexel International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

Invoices submitted for Services performed and expenses
incurred in an EU jurisdiction must not have VAT applied
(unless the payee is established in the Republic of Ireland).

All invoices must contain the following information:

(n) Protocol Number

(o) Invoice Number

p) Invoice Date

(@ Place, Date & Description of Services
Provided

(r) Project Number

(s) Total amount payable

t) Exchange rate used (where applicable)

(u) Investigator Name

v) Site Number

(w) Investigator National Provider

Identification (NPI) Number

x) Payee Name and Address (per this
Agreement)

62 Address listed above

(2) Date of Supply

Invoices and associated documentation should be de-identified of
patient personal information (e.g. name, date of birth, initials, etc.)
prior to being submitted for reimbursement.

6.2 Pokud ZADAVATEL ukon&i Klinické hodnoceni pfed
dokoncenim, plati se za kaZdou névstévu Subjektu provedenou
pfed predCasnym ukonéenim Klinického hodnoceni nebo pied
obdrZzenim oznidmeni o pfed¢asném ukon&eni, podle toho, co
nastane pozdé&ji, pom&rna &4st vydaju a poplatka podle bodu 3.

6.3 Pokud vzniknou Poskytovateli v souladu s &lankem 16.4
Smlouvy jiné nezruitelné naklady, musi byt ZADAVATELI
poskytnuto pisemné odivodnéni k pfezkoumdani a schvaleni, a
platba t&chto ndkladi pak je podmingna schvdalenim
ZADAVATELE.

6.4 V kazdém ptipadé, kdy pFijemce obdrZi nezaslouZené finanéni
prostiedky, musi tyto prostiedky ZADAVATELI do &tyFiceti péti
dnu od pfisludného ozndmeni vratit.

7. Osoby, u kterych dojde k porueni Protokolu

Platby za Subjekty Klinického hodnoceni, u kterych se ma za to,
Ze u nich doslo k porugeni Protokolu, mohou byt vyplaceny aZ do
okamZiku, kdy dle ndzoru ZADAVATELE k porugeni doslo.

8. Faktury

Original spravné vystavené faktury rozepsané na poloZky prosim
za$lete na tuto adresu: PlILPayablesInvoicesi@parexel.com

Faktury by se mély adresovat/vystavovat takto:
Parexel International (IRL) Limited

One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Irsko

Faktury vystavené za poskytnuté SluZby a vzniklé vydaje v
rameci jurisdikce EU nesmi obsahovat vytiétovani DPH
(nesidli-li pFijemce v Irské republice).

Vsechny faktury musi obsahovat nasledujici informace:
(n) Cislo Protokolu
(0) Cislo faktury
(p) Datum vystaveni faktury
(q) Misto, datum a popis poskytnutych sluZeb

(r) Cislo projektu

(s) Celkova tastka k vhrad¢

(t) PouZity smé&nny kurz (pokud se vztahuje)

(u) Jméno Zkousejiciho

(v) Cislo studijniho pracovit&

(w) Cislo NPl (National Provider Identification)
Zkousejiciho

(x) Jméno a adresa piijemce (podle této Smlouvy)

(y) VyS$e uvedena adresa
(z) Datum dodéni

Z faktur a souvisejici dokumentace musi byt pfed odeslanim k
proplaceni odstranény osobni udaje pacienta (napf. jméno, datum

narozeni, inicialy atd.).
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Where the payee is VAT/GST registered then the following
information should also be provided:

(d) VAT / GST registration number of the supplier (payee),
prefixed with their country code (if applicable); and

(e) Name, address and Irish VAT registration number of the
customer (CRO) (unless the payee is established in the Republic of
Ireland); and

(6] On the face of the invoice the words “Reverse Charge”
(unless the payee is established in the Republic of Ireland)

Invoices must be substantially in the form set forth in Exhibit
C (unless the payee is established in the Republic of Ireland).

18. Final Payment

Notwithstanding the foregoing, the final payment shall be paid
upon the completion of the following activities:

() all required Subject visits have been completed
(h) SPONSOR has received all Subject data in a form
suitable for analysis

)] all data clarification queries have been resolved to
SPONSOR’s satisfaction

G) SPONSOR has verified that all required regulatory

documentation is complete

k) Institution has returned all required equipment, drugs
and other material

) the Study close-out visit has been completed

Payee shall have sixty (60) days from the receipt of the final
payment under this Agreement to identify discrepancies and
resolve any payment disputes with SPONSOR.

All invoices for Study payments, as outlined herein, must be
submitted to the SPONSOR within sixty (60) days of the
Institution’s Study close-out visit. Invoices received after this time
will not be reimbursed.

19. TAX

All fees and expenses in this Schedule are exclusive of VAT or any
applicable tax. All payments are subject to withholding tax as
applicable.
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Je-li pfijemce registrovan jako platce DPH/GST, mély by byt
uvedeny také tyto informace:

(d) Registratni Cislo k DPH/GST dodavatele (pfijemce), se
stanovenym kédem zemé& (pokud se vztahuje); a

(e) Jméno, adresa a irské registragni &islo DPH zakaznika (CRO)
(pokud pfFijemce nesidli v Irské republice); a

(f) Na prvni stran& faktury slova ,Reverse Charge* (pokud
pfijemce nesidli v Irské republice).

Faktury musi mit obsah uvedeny v Piiloze C (pokud pfijemce
nesidli v Irské republice).

9. Koneén4 platba

Bez ohledu na vy3e uvedené se koneéna platba vyplati po
dokonéeni t&chto Cinnosti:

(2)
(h)

byly dokon¢eny viechny poZadované navitévy Subjektu

ZADAVATEL obdrzZel viechny udaje o Subjektu ve

formé& vhodné pro analyzu

(i) viechny Zadosti o vysvétleni udajii byly vyfeSeny ke
spokojenosti ZADAVATELE

() ZADAVATEL ovéfil, Ze veskera pozadované regulagni

dokumentace je Gpina

(k)  Poskytovatel vratil veskeré potiebné vybaveni, léky a
dalsi material

) prob&hla ukon&ovaci navitéva v ramci Klinického
hodnoceni

PFijemce platby ma Sedesat (60) dnii od obdrzeni konené platby
podle této Smlouvy na to, aby identifikoval nesrovnalosti a vyfesil
se ZADAVATELEM pfipadné spory o platbu.

V3echny faktury za platby v ramci Klinického hodnoceni, jak jsou
zde uvedeny, musi byt ZADAVATELI pfedloZeny do Sedesati (60)
dni od ukondovaci navstévy Poskytovatele v ramci Klinického
hodnoceni. Faktury pfijaté po uplynuti této lhaty nebudou
proplaceny.

10. DANE
V3echny poplatky a vydaje uvedené v této pfiloze jsou bez DPH

nebo jakékoli vztahujici se dan& V3echny platby podléhaji
srazkové dani, jak se pFipadn& vztahuje.
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