Amendment No. 2 to the Clinical Trial

Dodatek ¢. 2 ke smlouvé o provedeni klinického

Agreement Related to Protocol /4V-MC-JAIP
“A Phase 3, Multicenter, Randomized,
Double-blind, Placebo-controlled, Parallel-
group, Outpatient Study Evaluating the
Pharmacokinetics, Efficacy, and Safety of
Baricitinib in Pediatric Patients with
Moderate to Severe Atopic Dermatitis”
(hereinafter referred to as “Study”)

This Amendment no. 2 amends the change of
the clinical trial agreement (hereinafter referred
to as “Agreement”) related to the above-
referenced Study, which was concluded
between:

Fakultni nemocnice Hradec Kralové

With its Registered Office in: Sokolska 581,
Novy Hradec Kralové, 500 05 Hradec
Kralové, Czech Republic

Represented by: MUDr. Ale§ Herman, Ph.D.,
Director

Tax identification number: CZ00179906
(hereinafter referred to as “Institution”)

and

With a business address at: Department of
Dermatology and Venereology of Fakultni
nemocnice Hradec Kralové, Sokolskd 581,
Novy Hradec Kralové, 500 05 Hradec Kralové,
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”)

10th February 2020, and changed by
Amendment 1, signed 03 September 2021.

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

1) Due to Art.58, EU Regulation 536/2014,
is archiving period and fee are changed by
the following in L/B. Clinical Trial
Materials and Record Retention

(page7):

“Institution undertakes to retain all Study
records for twenty-five (25) years after
completion or termination of Study or the
duration required by the EU directive. The
Institution will perform free archiving for 5
years and for the next 20 years will perform
a fee-based archiving — CZK 1000/ year”
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hodnoceni ___dle protokolu 14V-MC-JAIP
,Multicentricka, randomizovana, dvojité
zaslepena, placebem kontrolovana ambulantni
studie faze 3 s paralelnimi skupinami hodnotici
farmakokinetiku, uéinnost a bezpecnost
baricitinibu u pediatrickych pacientt se stfredné
zavaznou az zavaznou atopickou
dermatitidou” (dale jen jako ,,Studie®)

Tento Dodatek &. 2 upravuje zménu smlouvy o
provedeni klinického hodnoceni (dale jen jako
“Smlouva”) uvedeného vyse, kterd byla uzaviena
mezi:

Fakultni nemocnici Hradec Kralové
se sidlem: Sokolska 581, 500 05 Hradec Kralové
- Novy Hradec Kralové, Ceské republika

zastoupenou MUDr. AleSem Hermanem, Ph.D.,
feditelem

DIC: CZ00179906

(dale jen jako ,Poskytovatel”)

a

s vykonem povolani na Klinice nemoci koznich a
pohlavnich Fakultni nemocnice Hradec Krélové,
Sokolska 581, 500 05 Hradec Kralové - Novy
Hradec Krélové, 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*)

dne 10. dnora 2020, a upravenou Dodatkem 1
podepsanym dne 03.zari 2021.

Smluvni strany si preji ve smlouvé provést
tyto zmény:

1) Z dlvodu ¢€l. 58, EU nafizeni 536/2014 se
doba archivace a poplatek upravuji
nasledovné v¢éasti  1/B.  Materialy
pouzivané pri klinickém hodnoceni a
uchovavani zaznamu (str.7):

~Poskytovatel se zavazuje vsechny zaznamy
o Studii uchovavat po dobu dvacetipéti (25)
let od jejiho dokonceni nebo zastaveni nebo
podle poZadavki smérnice EU. Poskytovatel
provede bezplatnou archivaci 5 let a na
dalsich 20 let provede Zzpoplatnénou
archivaci — 1000 K¢/rok*
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The other provisions in Part I/B remain Ostatni ustanoveni v¢asti I/B zustavaji
unchanged. nezmeénéna.

2) Whereas, 2) Vzhledem k tomu, Ze:

= —

all charts in Exhibit 1 “Budget” of the Agreement se veskeré tabulky v Priloze 1
are replaced with new charts which follow: s~Rozpocet* Smlouvy rusi a nahrazuji novymi
tabulkami v nasledujicim znéni':

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

5) Estimated value of the Agreement is as
amended by this Amendment is CZK 4.500.000,-.

6) This Amendment will be published in the
Register of Contracts in accordance with the
provision of the Agreement called Publication of
the Agreement.

7) As the tables in the section 1) 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.

Eli Lilly Cork Limited

3) Tento Dodatek méni smlouvu a predstavuje
jeji nedilnou soucast ke dni podpisu tohoto
Dodatku v8emi smluvnimi stranami.

4) Mimo zmén Dodatkem provedenych zistava
smlouva v pIné ucinnosti a beze zmén.

5) Pfedpokladana hodnota Smlouvy ve znéni
tohoto Dodatku 4.500.000,- K&.

6) Tento Dodatek bude uvefejnén v registru smluv
v souladu s ustanovenim Smlouvy o Uvefejnéni
smlouvy.

7) Z diivodu, ze tabulky uvedené v bodé 1) tohoto
Dodatku predstavuji obchodni tajemstvi Lilly, bude
obsah téchto tabulek, pro Ucely uvefejnéni v
registru smluv, znecitelnén.

Name/ jméno:

Senior manager, Clinical Trial Capabilities

Date / Datum: 14. 12. 2023

Institution/ Poskytovatel: Fakultni nemocnice Hradec Kralové

MUDr. AleS Herman, Ph.D.
Director /feditel

Date/ Datum: 29. 12. 2023

Investigator/ Zkousejici:

Date/ Datum: 29. 12. 2023
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