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Amendment No. 2 to the Clinical Trial

Kh1/2019/029/La

Dodatek €. 2 ke smlouvé o provedeni klinického

Agreement Related to Protocol /6T-MC-
AMAP, “A Phase 3, Multicenter, Open-Label
Extension Study to Evaluate the Long-Term
Efficacy and Safety of Mirikizumab in
Patients with Moderately to Severely Active
Ulcerative Colitis (LUCENT 3)” (hereinafter
referred to as “Study”)

This letter (hereinafter referred to as
“Amendment no. 2”), amends the change of
the clinical trial agreement No.
KHL/2019/029/La as amended by
Amendment No. 1 from 1/6/2020 (hereinafter
referred to as “Agreement”) related to the
above-referenced  Study, which  was
concluded between:

Fakultni nemocnice u sv. Anny v Brné
With its Registered Office in: Pekarska 53,
656 91 Brno, Czech Republic

Represented by: Ing. Vlastimil Vajdak
statutory/executive

(hereinafter referred to as “Institution”)

and

Date of Birth:

Permanent residence: Czech
Republic

(hereinafter referred to as “Investigator”)
and

Eli Lilly Cork Limited,

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

ICO: 615384,
DIC: IE3508310BH

(hereinafter referred to as “Lilly”)
dated 10" January 2020.

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

1) Whereas,

L4 i
e payment for
increased

items paid by invoice

BEBEEER had been
o items ‘| were added among

hodnoceni __dle _ protokolu __ I6T-MC-AMAP
,,Oteviené, multicentrické, pokracovaci klinické
hodnoceni faze Ill posuzujici dlouhodobou
ucéinnost a bezpecnost mirikizumabu u pacientu
se stfedné tézkou az tézkou aktivni ulcerézni
kolitidou — LUCENT 3 (dale jen jako ,, Studie®)

Tento dodatek (dale jen jako “Dodatek ¢. 27)
upravuje zménu smilouvy ¢ KHL/2019/029/La ve
znéni dodatku ¢. 1 ze dne 1. 6. 2020, o provedeni
klinického hodnoceni (dale jen jako “smlouvu”)
uvedeného vySe, ktera byla uzaviena mezi:

Fakultni nemocnice u sv. Anny v Brné
se sidlem: Pekarska 53, 656 91 Brno,
Ceska republika

zastoupena Ing. Vlastimilem Vajdakem,
feditelem

(dale jen ,zdravotnické zarizeni®)

a

datum narozeni:
bydliste: , Ceska republika

(dale jen jako ,zkousejici®)
a

Eli Lilly Cork Limited,
Adresa: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork, Irsko,

ICO: 615384,
DIC: IE3508310BH

(déle jen jako ,Lilly*)
podepsana dne 10. ledna 2020.

Smluvni strany si preji ve smlouvé provést tyto
zmény:

1) Vzhledem k tomu, Ze:

- I
o odména za | se navysuie
o polozky I se¢ rridévaji mezi

polozZky placené na zakladé faktury
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all charts in Exhibit 1 “Budget” of the
Agreement are replaced with new charts

se veSkeré tabulky v PFiloze 1 ,Rozpocet” Smlouvy
rusi a nahrazuji novymi tabulkami v nasledujicim

which follow: zZnéni:
PLATBA ZA STUDIINi | PLATBA ZA STUDIINi
o NAVSTEVU (KC) NAVSTEVU (KC) (pfinadné poznémky)
STUDIJINi NAVSTEVA POSKYTOVATEL ZKOUSEJICi (notes if apply)
STUDY VISIT

AMOUNT PER STUDY | AMOUNT PER STUDY
VISIT (CZK) VISIT (CZK)
INSTITUTION INVESTIGATOR

L aaaiRlasadaae

-
rWMIWIIIIIIIIMWH
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COST PER COMPLETED PATIENT
CELKEM - UKONCENY PACIENT

= B
= B
-
[

Total Cost-Per Patient /
Celkem za pacienta

_ EARLY TERMINATION (ETV)
PREDCASNE UKONCENI (ETV,

_ SCREEN FAILURES ]
PACIENTI VYRAZENi PRED RANDOMIZACI

POST-TREATMENT F/UP
SLEDOVANIi PO UKONCENI LECBY

I

_ _ITEMSPAIDBY INVOICE
VYSETRENI/POLOZKY PLACENE ZVLAST

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

__HINNEEE | DNEEEEN BEEEEER
(L] (L[] NNNRENR

ml
LI B |

16T-MC-AMAP_CZ_AMDT2_3rty 2171_ ||| 142 rri2021_final
Page 3 of 7



Tripartite Institution Contract Amendment
OUS Lilly LoA Amendment Template
Global Version: 01 2018

Affiliate Version: April 2018

ENNEEEN L]
- INNEEEE N B
INNRERR

HEEEEER
HNEEEER
BENEEEE | DEEEEED
I

16T-MC-AMAP_CZ_AMDT2_3rty 2171_ ||| 142 rrii2021_final
Page 4 of 7



Tripartite Institution Contract Amendment
OUS Lilly LoA Amendment Template
Global Version: 01 2018

Affiliate Version: April 2018

[ AIRRNER
[ IRERRER

[ ] ARRRRRR
IREEER IEREER
[ [ ]

[ ARRRRRR
IREEER IEREER
[ [ ]

[ ARRRRRR
[ [ ]
AREENR IEREER
[ [ [ [ ]]] IERRER

[ ARRRRNR
[ [T (i) ]
[ [TTTT IRERERR
[ [ ] INREREE
[ [ ]] INRREEN
L] (iii) IRRRERN
[ [ [ ]]] ]
[ [ [ []]] ]

l6T-MC-AMAP_CZ_AMDT2_3rty 2171_ ||| 142 rri2021_final
Page 5 of 7



Tripartite Institution Contract Amendment
OUS Lilly LoA Amendment Template
Global Version: 01 2018

Affiliate Version: April 2018

In relation to study participation, the subject will
receive a financial reimbursement for
transportation, parking, meals, inconveniences
and other items outlined in patient information
and informed consent form approved by ethics
committee. Financial reimbursement will be
dispensed to subject by Investigator via the
Greenphire platform.

Subjects will be reimbursed only for reasonable
travel costs, i.e. expenses related to
transportation to Institution, where the Study will
be conducted, and subsistence expenditure.
These expenses will be covered via a debit card,
to which the expenses will be transferred based
on the really performed visits/costs. These
payments will be performed by a third party.

2) Pharmacy of the Fakultni nemocnice u sv.
Anny v Brné is added to the recipients of
payments in Exhibit 1.B. The completed SIF form
is also attached to Amendment No. 2. The
Exhibit 1.B is amended as follows:

V souvislosti s UCasti ve studii obdrzi subjekt jako
nahradu za vydaje spojené s dopravou,
parkovanim, stravovanim, nepohodlim a dalSimi
polozkami definovanymi v dokumentu informace
pro pacienta a informovaného souhlasu
schvéleném etickou komisi finanéni nahradu.
Finanéni nahrada bude subjektu poukazana
zkousSejicim prostfednictvim platformy
Greenphire.

Pacientim budou hrazeny pouze pfiméfené
cestovni vylohy jako naklady na cestu a dopravu
do Zdravotnického zafizeni, kde bude studie
probihat, a stravné. Tyto vylohy budou hrazeny
pausalné ve formé platebni karty, kam budou
pausalni  Castky pfevadény dle realné
uskuteénénych vizit / nakladu. Tyto platby bude
zajiStovat tfeti strana.

2) Lékarna Fakultni nemocnice u sv. Anny v Brné
se pfidava mezi pfijemce plateb v pfiloze 1.B.
PFilohou dodatku &. 2 je i vyplnény SIF formular.
Pfiloha 1.B se méni nasledovné:

Exhibit 1.B: Supplier Information Form (SIF)

Priloha 1:B: Formular — Informace o
poskytovateli (SIF)

Enclosed: SIF of the following payment recipient(s):

- Fakultni nemocnice u sv. Anny v Brné

- Fakultni nemocnice u sv. Anny v Brné -
pharmacy

Soucasti smlouvy je formulaf vyplnény od nize
uvedeného pfFijemce (pfijemcu) plateb:

- Fakultni nemocnice u sv. Anny v Brné

- Fakultni nemocnice u sv. Anny v Brné -
lékarna

3) This Amendment No. 2 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 No. 2 shall become effective
on the date of its publication in the Register of
Contracts.

5) As the tables in the section 1) of this
Amendment No. 2, represents Lilly's trade
secret, the wording of these tables shall be
eradicated for the purposes of the publication in
the Register of Contracts.

3) Tento Dodatek ¢. 2 méni smlouvu a predstavuje
jeji nedilnou soucast ke dni podpisu tohoto
Dodatku ¢&. 2 vSemi smluvnimi stranami.

4) Tento Dodatek ¢. 2 nabyva ucéinnosti dnem
uverejnéni Dodatku ¢. 2 v registru smiuv.

5) Z divodu, Ze tabulky uvedené v bodé 1) tohoto
Dodatku ¢. 2 predstavuji obchodni tajemstvi Lilly,
bude obsah téchto tabulek, pro ucely uverejnéni v
registru smluv, znecitelnén.
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6) For the purposes of publishing the
Amendment No. 2 in the Register of Contracts,
the parties declare that the estimated total
financial remuneration provided according to the
Agreement, as amended by this Amendment No.
2,is CZK 5 350 000.

7) As hereby amended, the Agreement No. 2
remains in full force and effect.

8) This Amendment No. 2 is made in three
copies with the validity of the original. Each party
will receive one copy of the signed Amendment.

9) This Amendment No. 2 is written in Czech and
English. In the event of discrepancy between the
Czech and English version of this Amendment
No. 2, the Czech version shall prevail.

Eli Lilly Cork Limited

6) Pro ucely wuvefejnéni Dodatku ¢. 2
prostfednictvim registru smiuv strany prohlasuji,
Ze predpokladané celkové finanéni plnéni
poskytnuté na zakladé smlouvy ve znéni tohoto
Dodatku ¢. 2 je 5 350 000,- K¢.

7) Mimo zmén Dodatkem ¢. 2 provedenych
zustava smlouva v plné acinnosti a beze zmén.

8) Tento Dodatek ¢. 2 je vyhotoven ve 3
vyhotovenich s platnosti originélu, z nichZ kazdéa
smluvni strana obdrZi po jednom.

9) Tento Dodatek €. 2 je sepsan v Ceském a
anglickém jazyce. Bude-li rozpor mezi ¢eskym a
anglickym znénim Dodatku ¢&. 2, bude rozhodujici
Ceské znéni.

Senior manager, Clinical Trial Capabilities

Date / Datum:

23.6.2021

Institution/Zdravotnické zarizeni:

Ing. Vlastimil Vajdak
Director/feditel

Date / Datum:

2.7.2021

Investigator/Zkousejici:

Date / Datum:

29.6.2021
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