AMENDMENT No 1
TO CLINICAL TRIAL AGREEMENT

by and between

Eli Lilly Cork Limited, seat: Island House, Eastgate
Road, Eastgate Business Park, Little Island, Cork,
Ireland, Tax ID: IE3508310BH; (hereinafter referred
to as “Lilly”),

and

Fakultni nemocnice v Motole

With its Registered Office in: V Uvalu 84, 150 06

Praha 5, Czech Republic, Represented by: N
based on authorization

ID: 00064203

Tax identification number: CZ00064203

(hereinafter referred to as “Institution”)

and

Born:

I
Permanent Address: | EG—

(hereinafter referred to as “Investigator™)

(hereinafter each referred to as “Party” and
collectively referred to as the “Parties”)

WHEREAS, the Parties have entered into a Clinical
Trial Agreement on 4% July 2023 (hereinafter
referred to as “Agreement”) for the performance of

the study entitled _
B 2
I _ - u
I
I
I ] .
I  (hereinafter referred to as
“Study”), protocol | (hereinafter

referred to as “Protocol”)

WHEREAS, the Parties intend to update the
Agreement due to Budget Update.

NOW, THEREFORE By this amendment
(hereinafter referred to as “Amendment No 1”) the
Parties hereby amend the Agreement as follows.

1. The Parties have agreed that as of 4" July 2023 the
Exhibit_1: Budget of the Agreement is hereby
deleted in its entirety and replaced with the amended
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DODATEK ¢&. 1
K SMLOUVE O KLINICKEM HODNOCENI

mezi

Eli Lilly Cork Limited, se sidlem na adrese: Island
House, Eastgate Road, Eastgate Business Park, Little
Island, Cork, Irsko, DIC: IE3508310BH; (dale jen
,Lilly),

a

Fakultni nemocnice v Motole se sidlem: V Uvalu
84, 150 06 Praha 5, Ceska republika

Zastoupena G, 2
zéklade povéreni

ICO: 00064203

DIC: CZ00064203

(dale jen ,,Zdravotnické zarizeni‘)

‘ |

Nar. I
Bydliste:

I
(déle jen ,,ZkouSejici*)

(kazda jednotliva strana se bude dale oznacovat jako
»Smluvni strana“ a spole¢né pak jako ,,Smluvni
strany®)

VZHLEDEM K TOMU, ZE Smluvni strany

uzaviely dne 4. ¢ervence 2023 smlouvu o Klinickém
hodnoceni (dale jen ,,Smlouva®“) pro provadéni

studie s nazvem , G
1
I

(dale jen ,,Studie®), protokolem |
(dale jen ,,Protokol*)

VZHLEDEM K TOMU, ZE Smluvni strany maji
vumyslu  aktualizovat ~ Smlouvu  z divodu
aktualizace rozpoctu.

TUDIZ Smluvni strany méni Smlouvu timto
Dodatkem (dale jen ,,Dodatek ¢. 1) takto.

1. Smluvni strany se dohodly, ze ode dne 4.
cervence 2023 se Prilohal: Rozpodet
Smlouvy Vv plném rozsahu zrusuje a nahrazuje
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Exhibit 1: Budget, attached herein as Attachment 1.
This Amendment No 1 becomes effective on the date
of publication in the Register of Contracts.

Any parts of the Agreement not affected by this
Amendment will remain unchanged.

This Amendment No 1 has been read, understood

and signed by the Parties in full compliance with
their intentions.

Eli Lilly Cork Limited

Name/ jméno:
Title/ titul:

Institution/ Zdravotnické zaiizeni: Fakultni nemocnice v
Motole

by delegation/ na zdklade povéreni

Investigator/ Zkousejici
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se zménénou PFilohou 1: Rozpodet, ktera je
ptiloZena jako Pfiloha 1. U¢innost Dodatku ¢. 1
nastane dnem uvefejnéni v Registru smluv.

Vsechny casti Smlouvy, které nejsou timto
Dodatkem dotceny, zlistavaji beze zmény.

Tento Dodatek €. 1 byl Smluvnimi stranami precten,

pochopen a podepsédn v plném souladu s jejich
zamery.

Page/Strana 2 of/ze 11


L029299
New Stamp


Exhibit 1A: Budget

Attachment 1 / Priloha 1

1) Payment will be made as of paragraphs II.A and B

of the main contract.

2) The fee per patient covers all necessary work
performed in the trial. No extra payments will be made

after the completion of the trial.

3) Payment scheme for individual visits per patient

Exhibit 1A: Financial Annex

Priloha 1A: Rozpocet

1) Platba bude provedena podle odstavce I1.A a B

hlavni smlouvy.

2) Honorar za jednoho pacienta pokryva veskerou
nutnou praci ve studii. Po ukonceni studie
nebudou vyplaceny zadné dodatecné platby.

3) Schéma pro uhradu jednotlivych navstév na

jednoho pacienta

Priloha 1A: Financ¢ni priloha

Individual Visits Cost Schedule/ tabulka plateb za jednotlivé navstévy

Study Period / Payment Code/
faze Studie kod pro platbu

Total (CZK excl. VAT)/
naklady na navstévu (K¢
bez DPH)

Total for Institution (CZK
excl. VAT)/ naklady pro
Zdravotnické zaiizeni na

navstévu (K¢ bez DPH)

Total for Study Team(CZK
excl. VAT)/ naklady pro
studijni tym na navstévu (K¢
bez DPH)
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Visits prior to

randomisation/

navstévy pred

randomizaci

pacienta
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Total for Institution
. . Total (CZK excl. Total for Study
Items paid by Invoice/ , (CZK excl. VAT)/
dalsi moZné platby - po vystaveni VA,‘T,) /vnakla(vjy na naklady pro Tf,eam(CZK excl.__VAT)/
ndvstévu (K¢ bez Iy e naklady pro studijni tym
faktury DPH) Zdravotnické zaiizeni na na ndvitévu (K¢ bez DPH)
ndvstévu (K¢ bez DPH)

Radiological procedures/

radiologickad vySeti‘eni

]

|

I [ [ |

I

is |

I C7_ 411 AMD. S 200ct2023_Final

Page/Strana 4 of/ze 11




378

Page/Strana 5 of/ze 11

_AMD!_ S °00ct2023_Final

Cz_411



Page/Strana 6 of/ze 11

_AMD!_ S °00ct2023_Final

Cz_411



Page/Strana 7 of/ze 11

_AMD!_ S °00ct2023_Final

Cz_411



Page/Strana 8 of/ze 11

_AMD!_ S °00ct2023_Final

Cz_411



m
m

PRE-SCREENING

REIMBURSEMENT (Site Invoice

May Not be Required)/ NAHRADA

ZA PRE-SCREENING (faktura

nemusi byt vyZadovina)
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ADDENDUM (12.2) — [Interview

Addendum] / DODATEK (12.2) —

[Dodatek k rozhovoru]

]
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Additional payments for the Institution/
dalsi platby pro Zdravotnické zaiizeni

Item name/ nazev Total CZK/ celkem K¢

Pharmacy services fees/ platby za sluzby |ékarny
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The above items ""Additional payments for the Institution™ will be only paid if they haven't been paid yet according to the original
2Pty Agreement with the Institution./
VySe uvedené poloZky ,,dalsi platby pro Instituci’” budou uhrazeny pouze pokud jii nebyly proplaceny na zakladé origindlni dvojstranné
smlouvy s Instituci.

Patients” REIMBURSEMENT

NAHRADY subjektiim hodnoceni

In relation to study participation, the parent/child’s legal
representative/ patient of 18 years of age will receive meal vouchers
of purchase value of CZK 700 per each Study visit to reimburse
patient for transportation, parking, and meals. Furthermore, the
parent/child’s legal representative will receive meal vouchers of
purchase value of CZK 300 to compensate their time spent by
accompanying the child at Study visit. The parent/child’s legal
representative/ patient of 18 years of age will also receive meal
vouchers of purchase value of CZK 300 for time and inconvenience
for daily diary and electronic questionnaire entry.

V souvislosti s ucasti ve studii obdrzi rodic¢/zakonny zdstupce ditéte/
pacient starsi 18 let stravovaci poukadzky v hodnoté 700 K¢ za
kazdou podstoupenou studijni navstévu jako nahradu za vydaje
spojené s dopravou, parkovanim, a stravovanim, dale obdrzi
rodic/zdakonny zastupce ditéte stravovaci poukazky v hodnoté 300 K¢
jako nahradu za cas straveny doprovodem ditéte na studijni
navstévu. Rodic/zakonny zdstupce ditéte/ pacient starsi 18 let obdrzi
také stravovaci poukazky v hodnoté 300 K¢ za cas a nepohodli
spojené s dennim vypliiovanim didie a elektronickych dotaznikii za
cyklus.

Handover of vouchers will be managed directly by Investigator/ site
staff and confirmed by patient’s signature. Documentation of taking

over will be provided to Lilly or Lilly” s representative upon request.

Predani stravovacich poukdzek bude zajisténo primo Zkousejicim /
persondlem resitelského centra a potvrzeno podpisem pacienta.
Dokumentace prevzeti bude na vyzadani poskytnuta Lilly nebo
jmenovanému zastupci spolecnosti Lilly.
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