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Amendment No. 1 to the Clinical Trial

Dodatek ¢. 1 ke smlouvé o provedeni klinického

Agreement Related To Protocol I13Y-MC-JPCF,
entitled “A Randomized, Open-Label, Phase 3
Study of Abemaciclib Combined with Standard
Adjuvant Endocrine Therapy versus Standard
Adjuvant Endocrine Therapy Alone in Patients
with High Risk, Node Positive, Early Stage,
Hormone Receptor Positive, Human Epidermal
Receptor 2 Negative, Breast Cancer’,
MonarchE study (hereinafter referred to as “Study”
or “Clinical Trial”)

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

Masarykav onkologicky ustav
With its Registered Office in: Zluty kopec 543/7,
656 53 Brno, Czech Republic,
ID No.: 00209805,
Tax ID No.: CZ00209805,

Represented by: prof. MUDr. Marek Svoboda, Ph.D.,
managing director

(hereinafter referred to as the “Healthcare
services provider”, the “Provider” and/or the
“Institution”)

and
N
And

Eli Lilly Cork Limited

Address: Island House
Eastgate Road
Eastgate Business Park
Little Island
Cork
Ireland

Tax identification number: IE3508310BH
(hereinafter referred to as "Lilly" and/or
"Sponsor")

dated 14" August 2018

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

1) In Exhibit 1 of the Agreement — “Budget”, the
following shall be changed:

hodnoceni __dle _ protokolu __I13Y-MC-JPCF,
nazvaného ,Randomizované, oteviené klinické
hodnoceni faze 3 s abemaciclibem v kombinaci
se standardni adjuvantni endokrinni lé€bou
oproti samostatné standardni adjuvantni
endokrinni léébé u pacientii v ¢asném stadiu
HR pozitivniho, HER2 negativniho nadoru prsu
s postizenim uzlin a vysokym rizikem
rekurence, studie MonarchE (dale jen
~studie“ nebo ,klinické hodnoceni*)

Tento dodatek (“Dodatek ¢. 1”) upravuje smlouvu o
provedeni  klinického hodnoceni (“smlouvu’)
uvedeného vyse, ktera byla uzaviena mezi:

Masarykav onkologicky ustav
se sidlem: Zluty kopec 543/7, 656 53 Brno, Ceska
republika,
IC: 00209805,
DIC: CZ00209805,

zastoupena prof. MUDr. Markem Svobodou, Ph.D.,
feditelem

(dale jen ,,poskytovatel zdravotnich sluzeb®,
anebo ,poskytovatel)

A
L
A

Eli Lilly Cork Limited

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

DIC: IE 3508310BH
(dale jen ,Lilly"
a/nebo ,,zadavatel")

podepsanou dne 14. srpna 2018
Smluvni strany si pfeji ve smlouvé provést tyto
zmény:

1) Prfiloha 1 smlouvy — “Rozpocet” se méni
néasledovné:
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- The item |Jllwas newly added in the
Budget among items paid by invoice.

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

- Polozka |Jlillse nové pridava do rozpoctu mezi
polozky placené zvIast.

2) Na zakladé vyse uvedeného odst. 1) se tabulky
v Pfiloze 1 smlouvy rusi a nahrazuji novymi
tabulkami v nasledujicim znéni:

Studijni navstéva / Study visit Platba za studijni | (pripadné poznamky)
navstévu (CZK)

Amount per study visit | (notes if apply)
(CZK)

Wﬂﬂﬂﬂiﬁiﬂ!ﬁ
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Patients” REIMBURSEMENT

Patient will get boarding vouchers at purchase
value of i} per every scheduled study visit
to reimburse patient for transportation, parking,
meal, or others expenses related to patient
participation in this study. Handover of vouchers
will be managed directly by investigators / by
site staff and documented by patient’s
signature.

NAHRADY subjektiim hodnoceni

V souvislosti s u€asti ve studii obdrzi pacienti
za kazdou podstoupenou studijni navstévu
stravovaci poukazku v hodnoté [Jlliako
nahradu za jejich vydaje spojené s dopravou,
parkovanim, stravovanim a jinym. Predani
poukazek pacientovi zajisti pfimo
zkouSejici/personal feSitelského centra a
vydavani poukazek bude evidovano proti
podpisu pacienta.
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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.The contracting parties have agreed that
the Sponsor will reimburse the Provider for
recurrence/survival phone check-in  visit of
designated JCPF patients performed from i until
the conclusion of this Amendment, at the price
specified in this Amendment. The total amount for
Illshall be due in the next payment period
following the conclusion of this Amendment.

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.

Eli Lilly Cork Limited

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

4) Tento Dodatek nabyva Gcinnosti dnem uverejnéni
Dodatku v registru smluv. Smluvni strany se dohodly,
Ze zadavatel uhradi poskytovateli dhradu za
telefonni  kontrolu  uréenych JCPF  pacienti
provedenou od [Jilldo uzavreni tohoto dodatku, a
to vcené stanovené timto dodatkem. Souhrnna
castka za e splatna v nejblizsim platebnim
obdobi nasledujicim po uzavreni tohoto dodatku.

5) Z duvodu, Ze tabulky uvedené v bodé 2) tohoto
Dodatku predstavuji obchodni tajemstvi Lilly, bude
obsah téchto tabulek, pro ucely uvefejnéni v registru
smluv, znecitelnén.

6) Mimo zmén Dodatkem provedenych zistava
smlouva v plné ucinnosti a beze zmén.

Senior manager, Clinical Trial Capabilities

Date / Datum: 28. 10. 2021

AGREED AND ACCEPTED:

Institution:

SOUHLASI A PRIJIMA:

Poskytovatel:

prof. MUDr. Marek Svoboda, Ph.D., feditel

Date / Datum: 2. 11. 2021

Investigator:

ZkousSejici:

Date / Datum: 2. 11. 2021
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