AMENDMENT n°1 TO CLINICAL TRIAL
AGREEMENT (“AMENDMENT?”)

This Amendment 1 to Agreement (as defined
below) is executed on its last signature date
and shall become legally effective upon
publication in the Register of Contracts in
accordance with Act No. 340/2015 Coll. For
avoidance of doubt, the Parties agree that the
contractual provisions regulated by this
Amendment shall apply as of 09 July 2025
(approval date of Protocol version [Bl

I (hcrcinafter "Effective Date").

BETWEEN:

ICON Clinical Research Limited with a VAT
number IE 8201978R and a place of business
at South County Business Park,
Leopardstown, Dublin 18, Ireland, represented

by BN Senior Manager FSA

(hereinafter “ICON”),

>

ND

Revmatologicky ustav, statni prispévkova
organizace with a place of business at Na
Slupi 450/4, 128 00 Praha 2 - Nové Meésto,
Czech Republic, Organization ID No.:
00023728, Tax ID No.: CZ00023728,
represented by: prof. MUDr. Karel Pavelka,
DrSc., Director (hereinafter “Institution”),

When referred all together, hereinafter referred
as the “Parties”

WHEREAS
A. The Parties entered in to a clinical trial
agreement dated the 07 September 2023

(effective from 14 September 2023) to provide
for the conduct of a clinical trial entitled ‘]

by

(Acronym: [l (hereinafter referred to as

DODATEK ¢. 1 KE SMLOUVE
O PROVEDENI KLINICKEHO HODNOCEN
(DALE JEN ,,DODATEK¥)

Tento dodatek ¢&.1 ke smlouvé (definované
nize) se uzavira dnem posledniho podpisu a
nabyva pravni ucinnosti dnem uvefejnéni v
Registru smluv v souladu se zakonem ¢&.
340/2015 Sb. Pro vylouceni pochybnosti se
Strany dohodly, zZe smluvni ustanoveni
upravena timto dodatkem, se pouziji ode dne
9. Cervence 2025 (datum schvaleni Protokolu

verze [N (dile jen ,datum

ucinnosti®)
MEZI:

spole€nosti ICON Clinical Research Limited,
DIC IE 8201978R, se sidlem South County
Business Park, Leopardstown, Dublin 18,

Irsko, zastoupenou [EIEIEEEEEEEEE
Senior Study Manager FSA (dale jen ,ICON")

>

Revmatologickym ustavem, statni
prispévkovou organizaci se sidlem Na Slupi
450/4, 128 00 Praha 2 - Nové Mésto, Ceska
republika, 1CO: 00023728, DIC: CZ00023728
zastoupenym: prof. MUDr. Karlem Pavelkou,
DrSc., feditelem (dale jen ,zdravotnické
zafizeni®)

ktefi jsou spole¢né dale uvadéni jako ,smluvni
strany*.

VZHLEDEM K TOMU, ZE

A. Smluvni strany uzaviely smlouvu
o provedeni klinického hodnoceni ze dne
7.zarfi 2023  (U€innou od  14. zari 2023),
o zajisténi provedeni klinického hodnoceni

s nazvem
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the “Study”) (the ‘Agreement’)

B. The Parties now wish to amend the
Agreement as per the terms and conditions of
this Amendment due to the Trial Protocol
amendment [ EISIEEEEEEEE
B hich results in change of

visits schedule;
and which will lead to budgetary changes.

AND

C. The Parties now wish to amend the
Agreement as per the terms and conditions of
this Amendment to replace an Appendix 2
(Payment Terms and Conditions) by a new
Appendix 2 (Payment Terms and Conditions),
due to the changes in new Protocol
Amendment (mainly changes of Overall Study
Design, Schedule of Activities, and other
changes described in Protocol), which lead to
budgetary changes.

The Parties agree as per the following

1. Effective as of 09 July 2025 the Parties
hereby agree to amend the Agreement
in the following manner:

1.1. Appendix 2 (Payment Terms and
Conditions) to the Agreement shall be
replaced in its entirety with the with the
new Appendix 2 (Payment Terms and
Conditions) that it is attached to this
Amendment.

2. Except as otherwise provided in this
amendment, all other terms and
conditions of the Agreement shall
remain unchanged in full force and
effect in accordance with its terms.

IN WITNESS WHEREOF, the Parties have
caused this Amendment to be executed by
their duly authorized representatives, to be
effective as of the Effective Date

[Remainder of page intentionally left blank —

signature page follows]

B (zkratka: [ (dale jen klinické

hodnoceni‘) (,smlouva®).

B. Smluvni strany si nyni pfeji smlouvu
doplnit v souladu se smluvnimi podminkami
tohoto dodatku v disledku dodatku | ISIIEEN
I « protokolu
klinického hodnoceni, ktery ma za nasledek
zmeénu harmonogramu navstév,

a ktery povede ke zménam rozpoctu.

A

C. Smluvni strany si nyni pfeji smlouvu
doplnit v souladu se smluvnimi podminkami
tohoto dodatku tak, aby pfiloha €. 2 (Platebni
podminky) byla nahrazena novou pfilohou €. 2
(Platebni podminky), a sice kvuli zménam
v novém dodatku Protokolu (zejména zménam
celkového designu klinického hodnoceni,
harmonogramu  aktivit, a dalSich zmén
uvedenych v Protokolu), které vedou ke
zménam rozpodtu.

Smluvni strany se dohodly na nasledujicim:

od 9. cervence 2025
strany souhlasi stim, ze
smlouvu nasledujicim

1. S uéinnosti
smluvni
pozmeéni
zpusobem:

1.1.  Pfiloha ¢&. 2 (Platebni podminky)
ke smlouvé se celda nahrazuje novou
pfilohou €. 2 (Platebni podminky), ktera
je pfipojena k tomuto dodatku.

2. VV8echny podminky smlouvy, které tento
dodatek neupravuije, zUstanou
nezmeénéné aplné platné a acinné
v souladu s podminkami smlouvy.

NA DUKAZ CEHOZ tadné& zmocnéni zastupci
smluvnich stran tento dodatek podepsali
s ucinnosti od data ucinnosti.

[Zbyvajici ¢ast strany je zamérné ponechana

prazdna — nasleduje strana s podpisy.]
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ICON CLINICAL RESEARCH LIMITED

Date/Datum:

Name/Jméno: B

Title/Funkce: Senior Manager FSA

Signature/Podpis:

INSTITUTION / ZDRAVOTNICKE ZARIZENi:
Revmatologicky ustav, statni prispévkova organizace

Date/Datum:

Name/Jméno: prof. Karel Pavelka, DrSc.
Title/Funkce: Director / Feditel

Signature/Podpis:
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APPENDIX 2

PRILOHA C. 2

PAYMENT TERMS AND CONDITIONS

Platebni podminky

Protocol No.

Protokol ¢.:

ICON Study Number: 2682/0028

Cislo studie ICON: 2682/0028

Institution: Revmatologicky ustav, statni

prispévkova organizace
Investigator:

Zdravotnické zarizeni: Revmatologicky ustav,

statni prispévkova organizace
Zkousejici:

Contracting Party: ICON Clinical
Research Limited

Smluvni strana: ICON Clinical Research
Limited

Payee: Payments will be made by
electronic funds transfer and in

accordance to the terms of this Appendix
2 to Payee. No payments will be made
to the Payee until the following are
completed: (1) execution of the
Agreement, (2) submission of all
regulatory documents to ICON, (3) EC
approval and site activation and (4)

ICON receipt of the completed
Beneficiary Details Form. The
INSTITUTION acknowledges and

agrees that the Payee designated herein
is the proper Payee for this Agreement.
All payments made by ICON as set forth
herein shall be payable solely to Payee.
Any such payments made to Payee
which are due to any other party
performing services in connection with
the Study shall be a matter solely
between Payee and such party.

1. Prijemce platby: Platby budou provadény
pfijemci platby formou elektronického prevodu
penéznich prostfedkll a v K& v souladu s
podminkami této pfilohy 2. Pfijemci platby
nebudou zaslany zadné platby, dokud nebude
splnéno nasledujici: (1) uzavieni smlouvy, (2)
zaslani  veskeré pravni  dokumentace
spolec¢nosti ICON, (3) schvaleni EK a aktivaci
centra a (4) pfieti vyplnéného formulare
Bankovni udaje pfijemce platby spoleénosti
ICON. ZDRAVOTNICKE ZARIZENI potvrzuiji a
souhlasi s tim, Ze pfijemce platby uvedeny v
tomto dokumentu je fadnym pfijemcem platby
podle této smlouvy. VSechny platby
provedené spole¢nosti ICON, jak je uvedeno
v tomto dokumentu, budou splatné vyhradné
pfijemci platby. Veskeré takové platby
provedené ve prospéch pfijemce platby, které
jsou splatné jakékoli jiné strané poskytujici
sluzby v souvislosti se studii, jsou vyhradné
pfedmétem vyporadani mezi pfijemcem platby
a takovou stranou.

Currency: All amounts stated in this
Appendix 2 are in CZK and payments
will be made in CZK.

2. Ména: VSechny ¢astky uvedené v této pfiloze
2 jsou v K¢ a platby budou provadény v K¢.

VAT: All fees are stated on a VAT
exclusive basis. In the following limited
circumstances Value Added Tax or an
equivalent sales tax (“VAT”) shall be

3. DPH: VSECHNY POPLATKY JSOU
UVEDENY BEZ DPH. V dale uvedenych
omezenych pfipadech bude k veSkerym
¢astkdm uvedenym v této pfiloze 2 pfiétena

added to any sums stated in this dan z pfidané hodnoty nebo ekvivalentni dan z
Appendix 2: prodeje (,DPH"):
e Where it is agreed by the e v pfipadech, kdy se ZDRAVOTNICKE

INSTITUTION and ICON that VAT is
correctly chargeable on the supply,
and

ZARIZENI a spolegnost ICON dohodnou,
z2e DPH na materialy je spravné
uctovatelna, a

e Where the Payee has Ilisted
its/his/her VAT number below; and

e v pfipadech, kdy pfijemce platby uvedl své
DPH (viz nize), a

e Upon receipt of a valid VAT invoice

e po obdrzeni platné faktury s uvedenou
DPH.

All other taxes are included in the sums

VSechny ostatni dané jsou zahrnuty do ¢astek
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stated in this Appendix 2.

uvedenych v této pfiloze 2.

Payee VAT number: CZ00023728

DIC pfijemce platby: CZ00023728

4.

Withholding Taxes: ICON may be
required by current or future law/and or
the relevant tax authority to deduct
certain withholding taxes from payments
made to Payee (“Withholding Taxes”). If
and to the extent that ICON apply
Withholding Taxes to payments to the
Payee and correctly remit the amount of
any such Withholding Taxes to the
relevant tax authority, ICON will be
regarded for the purposes of determining
the amount owed by ICON to Payee as
having discharged their liability to the
Payee in an amount equal to the amount
of any such Withholding Taxes correctly
deducted and remitted. Where required
to do so under applicable legislation

4.

Srazkové dané: Spole¢nost ICON muze byt
ze soucasného nebo budouciho zdkona nebo
na zadost pfislusného finanéniho Ufadu
povinna odedist nékteré srazkové dané od
plateb provedenych ve prospéch pfijemce
platboy / zdravotnického zafizeni (,srazkové
dané®). Pokud spoleénost ICON uplatni
jakékoli srazkové dané na platby ve prospéch
pfijemce platby a spravné poukaze castku
jakychkoli  srazkovych dani  pfisluSnému
finanénimu uUradu, bude se mit za to, ZzZe
spole¢nost ICON bude pro u€ely uréeni castky,
kterou ma uhradit pfijemci platby, zbavena
svého zavazku vUc¢i pfijemci platby ve vysi
rovnajici se jakymkoli srazkovym danim
spravné odectenym a poukazanym finanénimu
Ufadu. Tam, kde to vyzaduji platné pravni

ICON shall provide Payee with piedpisy, poskytne spole¢nost ICON pfijemci

certification of the amount of such platby zafizeni osveédCeni o vySi takovych

Withholding Taxes remitted in a form srazkovych dani uhrazenych formou

acceptable under relevant legislation. pfipustnou  podle pfislusnych  pravnich
predpisu.

Per _Qualified Participant Costs:
Payments will be made on a per
Qualified Participant, per visit basis for
visits completed and data entered into
the CRFs (‘Completed Visits”), as
detailed in this Appendix 2, excluding
Study level costs and invoiceable items
listed separately. Payment for partially
completed randomized Qualified
Participant, i.e. early terminations, will be
made on a per visit basis for work
completed.

Naklady na zpusobilého ucéastnika: Platby
budou provedeny za jednotlivé zpusobilé

Ucastniky a za jednotlivé uskuteCnéné
navstévy a udaje zadané do CRF
(,absolvované navstévy*) v souladu s
pfilozenou pfilohou 2; nebudou do nich
zahrnuty naklady na urovni studie a
fakturovatelné polozky uvedené samostatné.
Platba za randomizovaného zpusobilého
ucastnika, ktery ¢aste€né absolvoval studii, {j.
prfed€asné ukoncil u€ast, bude provedena na
zakladé navstév a za provedenou praci.

Ongoing Payments: Ongoing
Payments will be made on a quarterly
basis on a per Qualified Participant, per
visit basis based on Completed Visit
data entered into the CRFs. The Payee
shall receive 85% of each payment due
and 15% shall be withheld until Study
completion and resolution of all site
queries, constituting the Final Payment
(defined below).

Prabézné platby: Pribézné platby budou
hrazeny Ctvrtletné za zpusobilého Ucastnika a
navstévu na zakladé udaju o absolvované
navstévé zadanych do CRF. Pfijemce platby
obdrzi 85 % kazdé splatné ¢astky a 15 % bude
zadrzeno do dokonceni studie a do vyreSeni
vSech dotazu/namitek pracovisté, a bude tak
tvofit zaveére€nou platbu (definovanou nize).

Final Payment. Final payment will
include any cumulative  withheld

amounts of monies earned upon final
acceptance by ICON/SPONSOR of the
CRF, all data clarifications issued, the
receipt and approval of any outstanding

Zavereéna platba: Zavére€na platba bude
zahrnovat souet zadrZzenych finanénich
Castek ziskanych po koneéném pfijeti CRF
spole¢nosti ICON/ZADAVATELEM, objasnéni
vSech vydanych udaji, obdrzeni a schvaleni
jakychkoli nevyfrizenych regulaénich
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regulatory documents as required by
ICON/SPONSOR, resolution of all
outstanding queries, the return of any
ICON, Sponsor, or Vendor provided
Equipment, the return of all unused
supplies to ICON/SPONSOR, and upon
satisfaction of all other applicable
conditions set forth in this Agreement
(hereinafter the “Final Payment”). The
Payee will have up to sixty (60) days
from the Final Payment (date of Final
Payment check or wire) to submit any
outstanding invoices, or payment
discrepancies, for reimbursement
consideration. If the money already paid
to the Payee by ICON exceeds this final
payment amount, the difference shall be
returned by the Payee to ICON within
thirty (30) days.

dokumentt podle pozadavku spoleénosti
ICON/ZADAVATELE, vyreSeni vSech
nevyfizenych  dotazU/pfipominek,  vraceni
vesdkerého vybaveni poskytnutého spoleénosti
ICON, =zadavatelem nebo dodavatelem,
vraceni veskerych nepouzitych materiald
spole¢nosti ICON/ZADAVATELI a po splnéni
véech dalSich pfislusnych podminek
stanovenych v této smlouvé (dale jen
,Zaverecna platba“). Pfijemce platby bude mit
az Sedesat (60) dni od zavérecné platby
(datum zavére€né platby Sekem nebo
bankovnim pfevodem) na predlozZeni jakychkoli
nezaplacenych  faktur ¢&i  nesrovnalosti
v platbach k posouzeni proplaceni. Pokud
finanéni Castka jiz uhrazena pfijemci platby
spole€nosti ICON prevySuje ¢&astku této
zavérecné platby, pfijemce platby vrati
spolecnosti ICON rozdil do tficeti (30) dna.

REB/EC Fees: REB/EC fees for initial
review, as well as subsequent REB/EC
fees will be reimbursed directly to
REB/EC by ICON.

Poplatky etické komisi: Poplatky etické
komisi za uUvodni posouzeni a nasledné
poplatky etické komisi budou spoleénosti ICON
uhrazeny pfimo etické komisi.

Additional Testing, Treatment or

DalSi _testy, lécba nebo ukony: Pfijemci

Procedures: Payee will not be
reimbursed for any additional testing,
treatment, or procedures not required by
the Protocol or specified in the
Agreement and/or this Appendix 2,
unless such additional testing, treatment
or procedures are pre-approved by
ICON/SPONSOR.

platby nebudou uhrazeny Zadné dalSi testy,
Ié€ba ani ukony, které nejsou vyzadovany
protokolem nebo nejsou specifikovany ve
smlouvé a/nebo v této pfiloze 2, pokud takové
dalsi testy, 1é€ba nebo ukony nebudou pfedem
schvaleny spole¢nosti ICON/ZADAVATELEM.

10.

Invoices: ICON will provide the Payee
with a quarterly breakdown of payments
due for Completed Visit data entered
into the CRFs. Payee will raise quarterly
invoices based on this information.

10.

Faktury: Spole¢nost ICON poskytne pfijemci
platby Cctvrtletni rozpis Castek splatnych za
absolvované navstévy v ramci studie zadané
do CRF. Pfijemce platby bude na zakladé
téchto informaci vystavovat Ctvrtletni faktury.

Invoices should clearly identify the Na fakturach je nutné jasné uvadét:

following:

e Payee details & VAT number (if e (daje a DIC pfijemce platby (v pfislusnych
applicable) pfipadech);

e Name, phone number and emall
address of contact to which queries
can be directed.

e jméno, telefonni Cislo a e-mailovou adresu
kontaktni osoby, na niz Ize sméfovat
dotazy/pfipominky;

e [ICON Study Number 2682/0028

e Cislo studie ICON 2682/0028 a/nebo ¢Eislo

and/or Protocol Number SISl protokolu [EISIIEGE
e Pl Name and Site Number e jméno hlavniho zkouSejiciho a dislo
pracovisté;
e ICON PO number (if applicable) o (islo objednavky ICON (v pfisluSnych
pfipadech);
e Date, patient number (if applicable) e datum, ¢islo pacienta (v pfisluSnych
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and description (Visit Completion,
Start-Up Fee, Pharmacy Fee etc,)
of services provided

pfipadech) a popis (absolvovani
navstévy, pocateCni poplatek, poplatek
Iékarné) poskytnutych sluzeb;

e Any information required under
applicable law to be included on

the invoice submitted by Payee

e jakékoli informace, které je podle platnych
zakonl nutné uvadét na fakture

piedloZzené pfijemcem platby.

Invoices shall be addressed to:

Faktury je nutné vystavit na adresu:

ICON Clinical Research Limited

ICON Clinical Research Limited,

VAT: IE 8201978R

IC DPH: IE 8201978R.

Invoices should be submitted by e-mail to
the address below:

Faktury je nutné zasilat e-mailem na nize
uvedenou adresu:

Bi e-mail:
I
- |

E-mailem:

Failure to send invoices to this address
and failure to include the details listed
above may result in delayed payment.

Pokud nebudou faktury zaslany na tuto adresu
a nebudou obsahovat vySe uvedené udaje,
muze dojit ke zpozdéni platby.

._Unscheduled Visits:

. Neplanované navstévy:

ICON will pay for unscheduled visits on a
per procedure basis in accordance with
the rates set forth in this Appendix 2.
Payment for unscheduled visits will be
made based on receipt of itemized
invoice, subject to CRF verification.
Withholding percentage is not applicable
to Unscheduled Visit reimbursement.

Spoleénost ICON bude neplanované navstévy
hradit na zakladé provedenych uUkonu v
souladu se sazbami stanovenymi v této pfiloze
2. Platby za neplanované navstévy budou
provadény po pfijeti faktury s rozpisem polozek
a na zakladé ovéfeni CRF. Na uUhradu
neplanovanych navstév se nevztahuje procento
zadrzeni plateb.

12. Start-up Fee: A one-time Start-up Fee
at the rate set forth in this Appendix 2
will be paid to Payee on receipt of
invoice and after approval of all
regulatory documents, receipt of the fully
executed Agreement, and
ICON/Sponsor has activated site.

. Pocatecni_poplatek: Prijemci platby bude
uhrazen jednorazovy pocateéni poplatek ve
vySi stanovené v pfiloze 2 po obdrzeni faktury
a po schvaleni veskeré pravni dokumentace,
obdrzeni plné podepsané smlouvy a aktivaci
pracovisté spole¢nosti ICON/zadavatelem.

Pharmacy Fee: A one-time Pharmacy
Fee at the rate set forth in this Appendix
2 will be paid to Payee upon receipt of
invoice and after approval of all
regulatory documents, receipt of the fully
executed Agreement, and
ICON/SPONSOR has activated the site.

Farmaceuticky poplatek: Lékarné bude
uhrazen jednorazovy pocate€ni poplatek ve
vySi stanovené v pfiloze 2 po obdrzeni faktury
a po schvaleni veskeré pravni dokumentace,
obdrzeni plné podepsané smlouvy a aktivaci
pracovisté spole¢nosti ICON/ZADAVATELEM.

Record Archiving Fee: A one-time

Poplatek za archivaci zaznamu: Jednorazovy

Record Archiving Fee at the rate set

poc¢atecni poplatek za archivaci zaznamu bude
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forth in this Appendix 2 will be paid to
Payee upon receipt of invoice at Study
close-out.

uhrazen ve vys$i stanovené v pfiloze 2 po
obdrzeni faktury po ukonéeni studie.

15.

Study Subject and Caregiver (if

15. Uhrada cestovného a ubytovani subjektu

applicable) Travel, Accommodation
and Reimbursement:

studie a pecovatele (v pripadé potieby):

Clincierge or another third party vendor
sub-contracted by ICON/SPONSOR,
may provide travel support services for
Study Subjects and caregivers (if
applicable), in accordance with their
travel policy. Clincierge/third-party
vendor may provide support where
necessary to arrange for prepaid air, rail,
or ground transportation, prepaid
accommodation, and/or reimbursement
for mileage, parking, tolls, meals and
incidentals. Where reimbursement is
required, the method of reimbursement
will be according to what was agreed
with the Study Subject (for example, via
reloadable debit card, wire/bank transfer
etc.).

Clincierge nebo jiny dodavatel tfeti strany
povéieny spole€nosti ICON/ZADAVATELEM
mohou poskytnout pomoc s cestovanim
subjektu studie a jejich pecovatell (v pfipadé
potfeby) v souladu sjejich zasadami o
cestovani. Clincierge/dodavatel tfeti strany
mohou v pfipadé potfeby poskytnout pomoc
formou  zajisténi pfedplacené letecké,
zelezni€ni a cestovni prepravy, pfedplaceného
ubytovani a/nebo uUhrady nakladu za ujeté
kilometry, parkovného, mytného, stravného a
vedlejSich vydaju. Je-li vyzadovana uhrada,
zpusob uhrady bude proveden podle toho, co
bylo odsouhlaseno se subjektem studie
(napfiklad formou dobijeci debetni karty,
elektronického prevodu/bankovniho pfevodu
atd.).

Where local regulation or INSTITUTION
policy prevent the use of Clincierge/third
party vendor services, or where the
Study Subject has not consented/opted
in to utlize the Clincierge/third party
vendor services, Payee will be
reimbursed for Study Subject's actual
and reasonable travel expenses directly
related to the Study Subject’s
participation in the Study (such as air, rail
or ground transportation, parking, meals
and accommodation) and in accordance
with the approved Informed Consent
Form. Payee will be reimbursed up to a
maximum per visit as listed in this
Appendix 2. Payee will be reimbursed for
these travel expenses by following way:

e Meal expenses — reimbursed by
flat rate as listed in Appendix 2 of
the separate agreement with the
Institution, per visit, upon the
receipt of an itemized invoice,
and

e Other travel expenses (such as
air, rail or ground transportation,
parking and accommodation) —
reimbursed up to the maximum
rate per visit as listed in
Appendix 2 of the separate
agreement with the Institution,
upon receipt of itemized invoice
(including all receipts).

Pokud mistni pravni pfedpisy nebo zasady
ZDRAVOTNICKEHO ZARIZENI brani v pouziti
sluzeb spolecnosti Clincierge/dodavatell tretich
stran, nebo pokud subjekt studie nevyjadfil
souhlas /nezapojil se do vyuzivani sluzeb
spolecnosti Clincierge /dodavatelu tfetich stran,
pfijemci platby budou uhrazeny skuteéné a
pfiméfené cestovni vydaje subjektu studie
pfimo souvisejici s jeho U€asti ve studii (jako je
letecka, Zzelezni¢ni nebo silniéni preprava,
parkovné, stravné a ubytovani) v souladu se
schvalenym formulafem informovaného
souhlasu. Pfijemci platby budou vydaje
uhrazeny az do maximalni sazby za navstévu,
jak je uvedeno v pfiloze 2. Tyto cestovni vydaje
budou pfijemci platby uhrazeny nasledujicim
zpusobem:

e \ydaje na stravné — uhrazeny pausalni
sazbou, jak je uvedeno v pfiloze 2
samostatné smlouvy se Zdravotnickym
zafizenim, za navstévu, po pfijeti
faktury s rozpisem polozek, a

e Ostatni cestovni vydaje (jako je letecka,
zelezniéni  nebo silniéni  pfeprava,
parkovné a ubytovani) — uhrazeny az do
maximalni sazby na navstévu, jak je
uvedeno v pfiloze 2 samostatné
smlouvy se Zdravotnickym zafizenim,
po pfijeti faktury s rozpisem polozek
(v€etné vSech udtenek).

Poplatky za cestovné, parkovné, stravné a
ubytovani pfesahujici maximalni sazby na
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Travel, parking, meals and
accommodation fees higher than the
maximum per visit rate specified in this
Appendix 2 will be approved on a case-
by-case basis. In such cases,
INSTITUTION will submit a proposal to
ICON for approval prior to travel and/or
accommodation being booked. Upon
approval, travel and/or accommodation
expenses for that Study Subject will be
reimbursed to Payee upon receipt of
itemized invoice. INSTITUTION
overhead does not apply to Study
Subject travel reimbursement. Expenses
for caregivers (where applicable) are also
covered under this provision.

navs§tévu stanovené v pfiloze 2 budou
schvalovany jednotlivé. V takovych pfipadech
zasle ZDRAVOTNICKE ZARIZENi poda
spole¢nosti ICON navrh ke schvaleni pred
zamluvenim cesty a/nebo ubytovani. Po
schvaleni budou naklady na cestu a/nebo
ubytovani pro tento subjekt studie uhrazeny
pfijemci platby po pfijeti faktury s rozpisem
polozek. Na uhradu cestovného subjektu studie
se nevztahuji rezijni naklady
ZDRAVOTNICKEHO ZARIZENI. Toto
ustanoveni se vztahuje i na vydaje pecovatele
(v pfipadé potieby).

16.

Home Health:

16.

Domaci péce:

Accellacare or another third-party vendor
sub-contracted by ICON/SPONSOR,
may provide home health services for
Study Subjects. Accellacare/third-party
vendor services may include, but may
not limited to, administration of
Investigational Product at the Study
Subject’'s home, if needed and agreed to
by the Study Subject. Any services
rendered by  Accellacare/third-party
vendor will be paid for directly to
Accellacare/third-party vendor by ICON.
No payment shall be made to Payee for
procedures completed by
Accellacare/third party vendor.

Sluzby domaci péfe muze subjektum studie
poskytovat spole¢nost Accellacare nebo jiny
dodavatel tfeti strany povérfeny spolecnosti
ICON / ZADAVATELEM. Sluzby spoleénosti
Accellacare/dodavatele tfeti strany mohou
mimo jiné zahrnovat podani hodnoceného
pfipravku v domacnosti subjektu studie, pokud
je to potfebné a pokud s tim subjekt studie
souhlasi.  Jakékoli  sluzby  poskytované
spole€nosti  Accellacare /dodavatelem treti
strany budou spole¢nosti ICON hrazeny pfimo
spolecnosti Accellacare /dodavateli tfeti strany.
Pfijemce platby neobdrzi Zadné platby za
ukony provedené spole¢nosti Accellacare
/dodavatelem tfeti strany.

Home health visits which are performed
by INSTITUTION staff shall be paid to
Payee per procedure based on the
budget table included in this Appendix 2.

ICON will pay INSTITUTION upon
receipt of an itemized invoice with
supporting documentation of
procedure(s) performed. Additionally,

Payee will be reimbursed upon receipt of
an itemized invoice with supporting
documentation for INSTITUTION staff
travel. Reimbursement is subject to
SPONSOR/ICON approval.

Navstevy domaci péce provadéne pracovniky
ZDRAVOTNICKEHO ZARIZENI budou pfijemci
platby hrazeny na jednotlivé ukony na zakladé

tabulky rozpoltu uvedene v priloze 2.
Spolecnost ICON ZDRAVOTNICKEMU
ZARIZENI / zaplati po obdrzeni faktury

s rozpisem polozek a podpurnou dokumentaci
o provedenych ukonech. Pfijemci platby budou
kromé toho po obdrzeni faktury s rozpisem
poloZzek a podpurnou dokumentaci proplaceny
cestovni vydaje personalu
ZDRAVOTNICKEHO ZARIZENI Uhrada
nakladli podléha schvaleni ZADAVATELEM
/spole¢nosti ICON.
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Budget grids / Rozpoétové tabulky:
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V souladu se zakonem c. 340/2015 Sb. je odhadovana penezni hodnota teto smlouvy
369 039 Kc.
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