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Amendment No. 1 to the Clinical Trial

Dodatek ¢. 1 ke smlouvé o provedeni

Adgreement Related To Protocol 14V-MC-
JAHU entitted “A Randomized, Double-
Blind, Placebo-Controlled, Withdrawal,
Safety and Efficacy Study of Oral Baricitinib
in Patients from 1 Year to Less Than 18 Years
Old with Systemic Juvenile Idiopathic
Arthritis” (“Study”)

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

Fakultni nemocnice Brno

With its Registered Office in: Jihlavska 20,
625 00 Brno, Czech Republic
(“Institution”),

and

Born

With permanent address at: |||z

FN Brno
(“Investigator”),

and

Eli Lilly Cork Limited

Address: Island House

Eastgate Road, Eastgate Business Park
Little Island, Cork

Ireland

(Lilly” and/or “Sponsor)

dated 30th April 2020

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

1) Lilly decided to || il EEEN

2) Based on this aforementioned change, in the
Section IlI. Lilly Support, article A Payee of the
Agreement the following text will be edited:

“Payment in connection with Study will be made
to the Institution (bank details see in Exhibit 1.B
— Supplier Information Form, SIF).”

klinického hodnoceni dle protokolu I4V-
MC-JAHU, nazvaného “ Randomizovand,
dvojité zaslepend, placebem kontrolovana
studie hodnotici vysazeni, bezpecnost a
ucéinnost peroralné uzivaného baricitinibu u
pacienti se systémovou juvenilni
idiopatickou artritidou ve véku od 1 do 18
let“(Studie)

Tento dodatek (“‘Dodatek ¢. 17) upravuje
smlouvu o provedeni klinického hodnoceni
(“smlouvu”) uvedeného vySe, kterd byla
uzaviena mezi:

Fakultni nemocnice Brno

With its Registered Office in: Jihlavska 20,
625 00 Brno, Ceska republika
(“poskytovatel’),

FN Brno
(“zkousejici”),

a

Eli Lilly Cork Limited

se sidlem: Island House

Eastgate Road, Eastgate Business Park
Little Island, Cork

Irsko

(,Lilly* a/nebo ,,zadavatel*)

podepsanou dne 30. dubna 2020.

Smluvni strany si pfeji ve smlouvé provést
tyto zmény:

1) Spole¢nost Lilly se rozhodla || EER

2) Na zakladé zmény uvedené vySe bude v
sekci Il. Podpora Lilly, ¢lanek A PFijemce platby
zménén nasledujici text:

“Platba v souvislosti se studii se uskutec¢ni ve
prospéch poskytovatele (bankovni spojeni viz v
pfiloze 1.B - Formulaf Informace o
poskytovateli (SIF).”
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3) Based on this aforementioned change, in the
Section II. Lilly Support, article B Payment
schedule of the Agreement the following text will
be edited:

“Supportive documentation (Statement of Work,
SOW) will be provided for all realized visits
stated in the budget. The SOW will be provided
by TCC Finance Cork team, e-mail:

Supportive documentation for items/procedures
paid separately on the basis of invoice will be
submitted by the delegated monitor/CRA

' email: upon
Investigator’s approval.

To be eligible for payment, all procedures must
be performed in full compliance with Protocol
and this Agreement, and the data submitted
must be complete and correct. For data to be
complete and correct, each patient must have
signed an ERB-approved consent document,
and all procedures designated in Protocol must
be carried out on a “best efforts” basis;
omissions must be satisfactorily explained.
Final payment will be made by Lilly to the
payee when all patients in Institution have
completed Study and upon final acceptance by
Lilly and/or Lilly-designated representative of all
CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by Lilly and/or
Lilly’s representative, the return of all unused
supplies to Lilly, and upon satisfaction of all
other applicable conditions as set forth in this
Agreement. It is expected that for all items
required under Protocol for which Lilly has
agreed to provide compensation, Lilly will be the
sole source of compensation, whereas Lilly may
provide this payment by its designated
representative. Investigator or Institution will not
seek payment from any third-party payer,
whether public or private, for any costs covered
by payments made by Lilly or Lillydesignated
representative under this Agreement.”

4) Whereas,

_’

all charts in Exhibit 1 “Budget” of the Agreement
are replaced with new charts which follow:

3) Na zakladé zmény uvedené vyse bude
v sekci Il. Podpora Lilly, ¢lanek B Harmonogram
plateb zménén, nasledujici text:

.Kalkulace (formular vykazu prace, tzv. SOW)
bude poskytnuta za veSkeré realizované
navstévy uvedené v rozpodtu. Tuto kalkulaci
poskytne TCC Finance Cork tym, email:

Kalkulaci  poloZzek vyZadujicich vystaveni
samostatné faktury  predloZi  sponzorem

delegovany monitor/CRA | email:
na zakladé souhlasu Zkous$ejiciho.

Pro ziskani naroku na odménu musi byt
vSechny postupy provadény plné v souladu s
protokolem a touto smlouvou a predloZzené
Udaje musi byt aplné a spravné. Aby byly tdaje
uplné a spravné, musi kazdy pacient podepsat
dokument o informovaném souhlasu schvaleny
etickou komisi a v§echny postupy vyZadované
protokolem musi byt provadény s vynaloZzenim
,maximalniho usili®, pfi€emz opomenuti musi
byt uspokojivé vysvétlena. Spoleénost Lilly
provede zavéreénou platbu ve prospéch
pfijemce platby v okamziku, kdy vSichni pacienti
u poskytovatele dokonci studii, a po konecném
prijeti vSech formulafd CRF ze strany Lilly
a/nebo  zastupcem spolecnosti  Lilly, po
upfesnéni vSech adaji, obdrzeni a schvaleni
jakychkoliv chybéjicich regulatornich
dokumentli  poZadovanych  Lilly  a/nebo
zastupcem spoleénosti Lilly, vraceni vSech
nespotfebovanych zasob spolecnosti Lilly
a splnéni veSkerych  dalSich  pfislusnych
podminek  stanovenych touto smlouvou.
Ocekava se, Ze u vSech poloZzek poZadovanych
podle protokolu, jeZz se Lilly zavazala hradit,
bude Lilly vyhradnim zdrojem této thrady s tim,
Ze Lilly mGze provést tuto platbu prostfednictvim
svého zastupce. ZkouSejici nebo poskytovatel
nebudou poZadovat platbu od Zadné tfeti strany,
at jiz zvefejnych ¢i soukromych zdroja,
k thradé nakladu pokrytych platbami Lilly nebo
zastupcem spolecnosti Lilly na zakladé této
smlouvy.*

4) Vzhledem k tomu, ze:

y

se veskeré tabulky v Pfiloze 1
,Rozpocet* Smlouvy rudi a nahrazuji novymi
tabulkami v nasledujicim znéni:
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STUDY PERIOD / FAZE STUDIE
Amount per study visit (CZK)
. Visit No./ Payment code / INSTITUTION / Notes /
Cislo navstévy Kaéd pro platbu Platba za studijni navstévu (K¢) Poznamky
POSKYTOVATEL

Attt
NIRRT

T
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Patients' REIMBURSEMENT

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
BEEEEEE e cach Study visit to
reimburse patient for transportation,
parking, = meals. Furthermore, the
parent/child’s legal representative will
receive meal vouchers of purchase value
of CZK | 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 for
each visit to which the child/patient has to
come fasting.

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

NAHRADY subjektim hodnoceni

V souvislosti s u€asti ve studii obdrzi
rodi¢/zakonny zastupce ditéte/ pacient starsi
18 let stravovaci poukazky v hodnoté
BBl <¢ za kazdou podstoupenou
studijni navstévu jako nahradu za vydaje
spojené s dopravou, parkovanim, a
stravovanim, dale obdrzi rodi¢/zakonny
zastupce ditéte stravovaci poukazky v
hodnoté [ K¢ jako nahradu za ¢as
straveny doprovodem ditéte na studijni
navstévu. Rodi¢/zakonny zastupce ditéte/
pacient starSi 18 let obdrzi také stravovaci
poukazky v hodnoté KE za
kazdou navstévu, na kterou musi dité/pacient
pfijit nala¢no.

Pfedani stravovacich poukazek bude
zajisténo pfimo zkouSejicim / personalem
feSitelského centra a potvrzeno podpisem
pacienta. Dokumentace pfevzeti bude na
vyzadani poskytnuta Lilly nebo
jmenovanému zastupci spole€nosti Lilly.
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* Above stated payments will be made quarterly at the end of the calendar quarter on the basis of an
invoice. The invoice will be issued by the provider based on the calculation created by Lilly within 15
days from the delivery of the calculation to the Provider (and the date of delivery is also the date of the
chargeable event). The calculation will be provided for all realized items entered in the budget by TCC
Finance Cork team and delegated monitor for the Study upon Investigator’s approval.

The invoice is payable within 30 days from the date of delivery. In the event that Sponsor does not
deliver SOW or other supportive documentation for items/procedures paid by invoice on time in
accordance with the schedule stated above and in the case of late payment, the Institution is entitled

to suspend data entry into the database until the relevant payment is made.

* VySe uvedené platby budou provadény 4x ro€né, a to ke konci kalendarniho Gtvrtleti na zakladé
faktury. Faktura bude vystavena poskytovatelem na zakladé kalkulace vytvofené zadavatelem, a to
do 15 dna od doruceni kalkulace poskytovateli (pfi€emz datum doruceni je zaroven datem
uskute€néni zdanitelného pinéni). Kalkulace bude poskytnuta na veSkeré realizované polozky
uvedené v rozpoctu, a to TCC Finance Cork tymem a delegovanym monitorem pro studii na zékladé
souhlasu zkouSejiciho.

Splatnost faktury €ini 30 dni od doruceni. Pfi pozdni Ghradé je poskytovatel opravnén Gctovat urok
z prodleni v zakonné vysi. V pfipadé, Ze zadavatel nedoruc€i poskytovateli kalkulaci/ vykaz prace
nebo kalkulaci polozek vyzadujicich vystaveni samostatné faktury v€as v souladu
s harmonogramem uvedenym v pfedchozim textu, a dale v pfipadé pozdni uhrady je poskytovatel
opravnén pozastavit zadavani dat do databaze, a to az do provedeni pfislusné uhrady.

5) In Exhibit 1.B and 1.C and of the Agreementthe 5) V Priloze 1.B a 1.C smlouvy se méni

following text will be edited: nasledujici text:
Exhibit 1.B: ) Supplier Information Form (SIF) Priloha 1.B: Formulaf — Informace o
poskytovateli (SIF)
Soucasti smlouvy je formular vyplnény od nize
Enclosed: SIF of the following payment recipient(s): uvedeného pfijemce (pfijemc) plateb:
- Fakultni nemocnice Brno (the Institution) - Fakultni nemocnice Brno (Poskytovatel)
Exhibit 1.C: Invoicing Details Priloha 1.C: faktura¢ni detaily

Invoices must be issued and addressed to Faktury musi byt vystaveny a zaslany na
(service recipient): (pFijemce sluzby):

Eli Lilly Cork Limited Eli Lilly Cork Limited

Island House Island House

Eastgate Road Eastgate Road
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Eastgate Business Park
Little Island

Co.Cork

Ireland

VAT: IE3508310BH

Invoices may also be sent electronically via email
at

Kindly provide the following identificators
into the “subject line” of each message:
o Protocol number/code
o Investigator’s last name
o Site number

Eastgate Business Park
Little Island

Co.Cork

Irsko

DIC: IE3508310BH

Faktury lze rovnéz zaslat elektronicky e-mailem
na

V “pfedmétu” e-mailu, prosim, vzdy uvedte
o Protokol studie
o PFijmeni zkousejici/ho
o Cislo centra

6) 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.

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

8) 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.

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

Eli Lilly Cork Limited

6) Tento Dodatek méni smlouvu a predstavuje

Jeji nedilnou soucast ke dni podpisu tohoto

Dodatku vSemi smluvnimi stranami.

7) Tento Dodatek nabyvé ucinnosti dnem
uverejnéni Dodatku v registru smiuv.

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

9) Mimo zmén Dodatkem provedenych zlstava
smlouva v piné ucinnosti a beze zmén.

Senior Manager, EMEA Trial Capabilities

Date / Datum:

AGREED AND ACCEPTED:
SOUHLASI A PRIJIMA:

Investigator / Zkousejici
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Date / Datum:

Institution/Poskytovatel

BEEEERE ! anaging Director/Feditel

Date/Datum:
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