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Amendment No. 1 to the Clinical
Agreement Related To Protocol
entitted “The Effect of

Trial

This letter (“Amendment no. 1”), amends the
clinical trial agreement (“Agreement”) related to the
above-referenced Study, which was concluded
between:

VSeobecna fakultni nemocnice v Praze
With its Registered Office in:

U Nemocnice 499/2
128 08 Praha 2
Czech Republic

ID No.: 00064165
Tax ID No.: CZ 00064165

Represented by:

and

!!It! a !usmess address at:

lll. intern klinika 1. LF UK a VFN
Fakultni poliklinika - Centrum preventivni
kardiologie, Karlovo nam. 32,

128 08 Praha 2

Czech Republic

(“Investigator”)

And
Eli Lilly Cork Limited,

Address: Island House
Eastgate Road
Eastgate Business Park
Little Island

Cork, Ireland

Represented by:

Tax identification number: IE3508310BH

dated 27th July 2020

The parties wish to make the following
amendments to the Agreement:

Dodatek ¢. 1 ke smlouvé o provedeni klinického
hodnoceni __dle _protokolu
nazvaného “Porovnani ucinku

Tento dodatek (“Dodatek ¢. 17) upravuje smlouvu o

provedeni  klinického hodnoceni (“smlouvu”)
uvedeného vySse, ktera byla uzaviena mezi:

VSeobecna fakultni nemocnice v Praze
se sidlem:

U Nemocnice 499/2
1v 28 08 Praha 2
Ceska republika

ICQ: 00064165
DIC: CZ 00064165

zastoupena prof.

.poskytovatel®)

a

!!resa z!ous’ ejiciho:

lll. interni klinika 1. LF UK a VFN
Fakultni poliklinika - Centrum preventivni
kardiologie, Karlovo nam. 32,

128 08 Praha 2

Ceska republika

ar g

(,zkousejici*)
a
Eli Lilly Cork Limited,

se sidlem: Island House
Eastgate Road
Eastgate Business Park
Little Island

Cork, Irsko

zastoupena:

DIC: IE 3508310BH

podepsanou dne 27. ¢ervence 2020.

Smluvni strany si preji ve smlouvé provést tyto
zmény:
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1) In Exhibit 1A of the Agreement — “Budget”, the
following shall be changed:

The items “Unscheduled Clinic Visit (Non-
Dosing)’, “Unscheduled Clinic Visit
(Dosing)” and “Unscheduled Telephone
Visit (Follow-Up Dosing UV)” were added
into the items paid by invoice.

The item “Repeat/additional Dilated
Fundoscopic Exam” was added into the
items paid by invoice.

The previous items “Unscheduled
Telephone visit” and “Unscheduled Clinic
Visit” were removed.

Patients’s reimbursement  will be
reimbursed via GreenPhire or in cash.

2) On the basis of the Section 1) all charts in
Exhibit 1A of the Agreement are replaced with
new charts which follow:

1) Priloha 1A smlouvy — “Rozpoclet” se méni
nésledovné:

PoloZky "Neplanovana klinicka navstéva
(bez podani studijniho Iéku)”,
“Neplanovana  klinicka navstéva (s
podanim studijniho léku)" a “Neplanovana
telefonickd navstéva (Nasledujici po
neplanované klinické navstévé s podanim
studijniho léku)” byly pfidané do poloZek
placené na zakladé faktury.

Polozka  “Opakované / dodatecné
oftalmoskopické vySetteni” byla pfidana do
poloZek placené na zakladé faktury.
Predchazejici  polozky  “Neplanovana
telefonicka navstéva”, a “Neplanovana
klinicka navstéva” byly odstranéné.
Naklady subjektim hodnoceni budou
hrazeny prostfednictvim Greephire nebo
penézité.

2) Na zakladé vyse uvedeného odst. 1) se tabulky
v Priloze 1A smlouvy ru$i a nahrazuji novymi
tabulkami v nasledujicim znéni:

STUDY PERIOD / FAZE STUDIE

Visit No. /
Cislo navitévy

Payment code /
Kdéd pro platbu

Amount per study visit
(CZK)

INSTITUTION

Platba za studijni
navstévu (K¢)
POSKYTOVATEL

Treatment period | LéEebné obdobi
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Total Cost Per Patient /
Celkova ¢astka za pacienta

Additional CRF based payments (Not Included in Cost per Patient): /
Dalsi platby zalozené na CRF (nejsou nezahrnuté v nakladech na pacienta):

Total Cost / Celkova
Item name / Nazev polozky Payment code / Kéd platby castka

Screen failures / Pacienti vyfazeni pred randomizaci

Lilly will pay for screen failures that occur in accordance with the Protocol. /
Lilly uhradi naklady na pacienty vyfazené pfed randomizaci (tzv. screen failures) v souladu s protokolem.

Items paid by Invoice
VysSetieni/polozky placené zvlast na zakladé faktury

Item name and description / Item compensation (CZK)
Polozka a popis Platba za polozku (Kc)

_07Sep2021_Final
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Additional payments : / Dodate¢né platby

Item name / Nazev polozky

Item compensation (CZK)
Platba za polozku (Kc)

|

a
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Pharmacy services fees / Platby za sluzby Iékarny

Patients” REIMBURSEMENT

Costs regarding Subjects transportation,
parking and meals, inconvenience, caregiver
will be reimbursed directly to patients via

— company cooperating with Lilly or
in cash.”

In the case that the trial subject requests
payment in cash, he/she is entitled in relation to
study participation to following reimbursement:

o Travel Reimbursement: ||| (cer

visit)

NAHRADY subjektim hodnoceni

Naklady na dopravu pfedmétd, parkovani a
stravovani, nepohodli, doprovod budou hrazeny
pacientovi pfimo prostfednictvim -
spoleCnosti  spolupracujici s Lilly nebo v
hotovosti.

V pfipadé, Ze subjekt hodnoceni poZzaduje platbu
v hotovosti, obdrzi v souvislosti s u€asti ve studii
nasledujici nahrady:

e Uhrada nékladd spojenych s cestovanim
na centrum: za navstévu
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¢ Inconvenience related to completion of
fasting visits and unscheduled visits:
ﬂ (per visit)

e Absence at work for scheduled/
unscheduled visits and/or repeated
examination by ophthalmologist: *
Il (per hour, max 3 hours per visit

e Compensation to person

accompanying the subject at V1: *
Il (per hour, max 3 hours per visit

Provider makes a commitment to reimburse the
trial subjects, who requests payment in cash,
for their expenses. Provider will charge the
expenses of trial subjects to Eli Lilly Cork
Limited. Provider is obliged to provide the
evidence of reimbursement upon Lilly’s
request. Provider can request a financial
reserve up to— from Lilly to cover the
reimbursement of trial subjects’ expenses.
Financial reserve will be paid based on a sent
invoice. In case there are three quarters of the
financial reserve used, provider becomes
eligible to issue another invoice in the amount
stated above and Sponsor makes a
commitment to process the invoice in 30 days
from issue of the invoice. Provider also makes
a commitment to provide sponsor with a
calculation of all reimbursed expenses, once
the site’s last trial subject completes their
participation in the clinical trial. Unused part of
financial reserve will be returned to Lilly without
unnecessary delay. The records of travel costs
is kept by principal investigator or study
coordinator and these are available to study
monitor. Patients will be reimbursed for their
expenses upon processing of the issued
invoice. The reimbursement of travel costs to
patients will take place at provider’s cash office
or will be done via a bank transfer to patient’s
bank account.

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

e Pausalni kompenzace stravného za
navstévy nala¢no a

opakované/neplanované navstévy
centra: za navstévu

e Uhrada za uslou mzdu z ddvodu
nepfitomnosti v zaméstnani  pro
planované/ neplanované navstévy na

pracovisti / za €as straveny opakovanym
oénim vys$etienim: i za hodinu
(maximalné 3 hodiny za navstévu)

e Uhrada v pfipadé nutnosti doprovodu na
navstéveé ¢.1: (maximalné 3
hodiny za tuto navstevu.

Zdravotnické zafizeni se zavazuje vyplacet
subjektim hodnoceni, ktefi pozaduji thradu v
hotovosti, naklady  subjektu  hodnoceni.
Zdravotnické zafizeni bude fakturovat naklady
subjektu hodnoceni spole¢nosti Eli Lilly Cork
Limited. Na Zadost zadavatele je zdravotnické
zafizeni povinno dolozit, ze naklady subjektu
hodnoceni byly vyplaceny. Zdravotnické zafizeni
je opravnéno pozadovat po zadavateli finanéni
rezervu na Uhradu nakladu subjektl hodnoceni,
a to max. ve vysi _ Finanéni rezerva
bude zadavatelem uhrazena na zakladé zaslané
faktury. V pfipadé, ze dojde k vycerpani tfi ctvrtin
zalohy na uhradu nakladu subjektu hodnoceni, je
zdravotnické zafizeni opravnéno vystavit dalSi
fakturu ve vySe uvedené vysSi a zadavatel se
zavazuje fakturu do 30 dnu od vystaveni uhradit.
Zdravotnické zafizeni se dale zavazuje
vyuctovat zadavateli vyplacené naklady subjektu
hodnoceni bezprostfedné poté, co posledni
subjekt hodnoceni v misté hodnoceni ukonci
ucast v klinickém hodnoceni. Pfipadna
nevyCerpana &ast zalohy bude zdravotnickym
zafizenim bez zbyte¢nych odkladl vracena na
UCet zadavatele. Evidenci cestovnich nakladi
zajistuje  hlavni zkouSejici, popf. studijni
koordinator a nasledné toto pfeda monitorovi
studie. Nahrady budou pacientim vyplaceny po
uhradé vystavené faktury.
K proplaceni cestovnich vyloh pacientim
dochazi v pokladné zdravotnického zafizeni
nebo pfevodem na ucet pacienta.

Dokumentace pfevzeti bude na vyzadani
poskytnuta Lilly nebo jmenovanému zastupci
spolecCnosti Lilly.
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3) This Amendment is made part of the Agreement
and is an integral part of it at the date of its signature
by all contracting parts.

4) This Amendment shall become effective on the
date of its publication in the Register of Contracts.

5) As the tables in the section 2) of this Amendment,
represents Lilly’s trade secret, the wording of these
tables shall be eradicated for the purposes of the
publication in the Register of Contracts.

6) As hereby amended, the Agreement remains in
full force and effect.

3) Tento Dodatek méni smlouvu a predstavuje jeji
nedilnou soucéast ke dni podpisu tohoto Dodatku
vSemi smluvnimi stranami.

4) Tento Dodatek nabyva ucinnosti dnem uverejnéni
Dodatku v registru smiuv.

5) Z divodu, Ze tabulky uvedené v bodé 2) tohoto
Dodatku pfedstavuji obchodni tajemstvi Lilly, bude
obsah té&chto tabulek, pro ucely uvefejnéni v registru
smiluv, zneditelnén.

6) Mimo zmén Dodatkem provedenych zustava
smlouva v pIlné ucinnosti a beze zmén.

Eli Lilly Cork Limited

Date / Datum:

AGREED AND ACCEPTED / SOUHLASI A PRIJIMA:

Institution / Poskytovatel:

Date / Datum:

Investigator / Zkousejici:

Date / Datum:
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